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DEA  U.S. Drug Enforcement Administration 
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NCPDP  National Council for Prescription Drug Programs 
NCPIE  National Council on Patient Information and Education 
NCPO  National Conference of Pharmaceutical Organizations 
NCSBN  National Council of State Boards of Nursing 
NCVHS  National Committee on Vital and Health Statistics 
NDC  National Drug Code 
NDMA  Nonprescription Drug Manufacturing Association 
NIPCO  National Institute for Pharmacist Care Outcomes 
NISPC  National Institute for Standards in Pharmacist Credentialing 
NOCA  National Organization for Competency Assurance 
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NPC  National Pharmaceutical Council 
NPDB  National Practitioner Data Bank 
NPTA  National Pharmacy Technician Association 
NRC  NAPLEX Review Committee (NABP) 
  Federal Nuclear Regulatory Commission 
OAL  Optometry Association of Louisiana 
OBRA  Omnibus Budget Reconciliation Act 
OIG  Office of Inspector General 
ONDCP  Office of National Drug Control Policy 
ONDD  Office of Narcotics and Dangerous Drugs 
OPEB  other post employment benefits 
OSHA  Occupational Safety and Health Administration 
PBM  pharmacy benefit management 
PCAB  Pharmacy Compounding Accreditation Board 
PCCA  Professional Compounding Centers of America 
PCMA  Pharmaceutical Care Management Association 
PCOA  Pharmacy Curriculum Outcomes Assessment (NABP) 
PDMA  Prescription Drug Marketing Act 
PEBC  Pharmacy Examining Board of Canada 
PhRMA  Pharmaceutical Research and Manufacturers of America 
PMP  Prescription Monitoring Program 
PMP-i  Prescription Monitoring Program Interconnect (NABP) 
PTAC  Pharmacy Technician Accreditation Commission 
PTCB  Pharmacy Technician Certification Board 
PTCE  Pharmacy Technician Certification Examination 
PTEC  Pharmacy Technician Educators Council 
PTTP  pharmacy technician training program 
RFID/EPC Radio Frequency Identification / Electronic Product Code 
RS  Louisiana Revised Statutes 
SAMSHA U.S. Substance Abuse & Mental Health Services Administration 
SEGBP  State Employees Group Benefit Program 
TJC  The Joint Commission 
TOEFL  Test of English as a Foreign Language 
TOEFL iBT Test of English as a Foreign Language Internet-based Test 
TSE  Test of Spoken English 
URAC  Utilization Review Accreditation Commission 
USP  United States Pharmacopeia / United States Pharmacopeial Convention 
USP DI  U.S. Pharmacopeia Dispensing Information 
USP-NF  U.S. Pharmacopeia – National Formulary 
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VAWD  Verified-Accredited Wholesale Distributors (NABP) 
Vet-VIPPS Veterinary-Verified Internet Pharmacy Practice Sites (NABP) 
VIPPS  Verified Internet Pharmacy Practice Sites (NABP) 
VPP  Verified Pharmacy Practice (NABP) 
WHO  World Health Organization 
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NOTICE IS HEREBY GIVEN that a meeting of the Board has been ordered and called 
for 9:00 a.m. on Wednesday, August 15, 2018 in the Assembly Meeting Room at the 
Embassy Suites Baton Rouge Hotel, located at 4914 Constitution Avenue in Baton 
Rouge, Louisiana 70808, for the purpose to wit: 
 

A G E N D A 
NOTE: This agenda is tentative until 24 hours in advance of the meeting, at which time the most recent revision becomes official. 

Revised 08-13-2018 
 
1. Call to Order 
2. Invocation & Pledge of Allegiance 
** Introduction of New Board Members 
3. Quorum Call 
4. Call for Additional Agenda Items & Adoption of Agenda 
5. Consideration of Minutes from Previous Meetings – May 23, 2018 
6. Report on Action Items 
7. Confirmation of Acts 
8. Opportunity for Public Comment 
9. Special Orders of the Day 
 A. Special Election for Certain Officer Positions 
10. Committee Reports 

A.  Finance – Mr. Pitre with Champagne & Co. (CPAs)   
• Annual Financial Review – Mr. Russell Champagne & Ms. Penny Scruggins 
• Consideration of Final Report for Fiscal Year 2017-2018 
• Consideration of Proposed Budget Amendment No. 1 for Fiscal Year 2018-

2019 
B. Application Review – Mr. Soileau 
C. Reciprocity – Mr. Cassidy 
D. Violations – Mr. Indovina 

• Consideration of Proposed Voluntary Consent Agreements 
E.  Impairment – Ms. Hall 

• Consideration of Committee Recommendations re Applications 
F.  Reinstatement – Mr. Moore 

• Consideration of Committee Recommendations re Applications 
G. Tripartite – Mr. Resweber 
H. Regulation Revision – Mr. McKay 

• Consideration of Comments & Testimony from June 25 Public Hearing re 
Regulatory Project 2018-1 ~ Pharmacy Benefit Managers 

• Review of Regulatory Project 2018-2 ~ Louisiana Uniform Prescription Drug 
Prior Authorization Form 

• Consideration of Regulatory Proposal 2018-E ~ Drugs of Concern (Draft #3) 
I. Executive – Mr. Aron 

• Review of Legislative Auditor’s Performance Audit Report 
• Consideration of Final Brief from 2018 Legislature 
• Consideration of Policies & Procedures 

mailto:info@pharmacy.la.gov


 
NOTE: Pursuant to the Open Meetings Law at La. R.S. 42:16, the Board may, upon 2/3 affirmative vote of those members present 
and voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or 
physical or mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or 
negotiations with respect to litigation, (4) discussions regarding personnel matters, or other purposes itemized at La. R.S. 42:17. 
 

Board Meeting 
August 15, 2018 
Page 2 of 2 
 
 
10.  Committee Reports (cont.) 

I. Executive – Mr. Aron (cont.) 
• Consideration of Approval of New School of Pharmacy 
• Consideration of Proposed Memorandum of Understanding with 

ULM College of Pharmacy re Drug Price Transparency Website 
• Consideration of Compliance Questionnaire for Annual Financial Audit  

11. Staff Reports 
 J. Assistant Executive Director – Mr. Fontenot 

• Consideration of Requests for Waivers from PMP Reporting Requirement 
K. General Counsel – Mr. Finalet 

• Consideration of Proposed Voluntary Consent Agreements 
L. Executive Director – Mr. Broussard 

12. Online Provider of Pharmacy Technician Education – Mr. Domenic Policicchio, MedCerts 
13. Request for Advisory Opinion re LAC 46:LIII.1123 ~ Records – Mr. Jacob Simpson, on 

behalf of Sterling Pharmacy, Ruston, LA 
14. Request for Exception to PPM.IV.B.07 ~ Application for New Nonresident Pharmacy 

Permit – Ms. Margaret Silverstein, on behalf of MedMinder Systems, Inc. 
15. Presentation of FraudRx® Alert – Mr. David Hughes, El-Cid Solutions 
16. Request for Approval of Pilot Project: Automated Medication System in Unlicensed 

Medical Clinic Setting – Mr. Jeff Brown, Highgate Ventures 
17. Request for Approval of Online Naloxone Exchange – Dr. James Lott, Fiduscript 
18. Vision for Pharmacy Technician Education – Mr. Aurdie Bellard 
19. New Agenda Items Added During Meeting 
20. Announcements 
21. Adjourn 



 
NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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Regular Meeting    Wednesday, May 23, 2018 at 9:00 a.m. 
& 
Administrative Hearing   Wednesday, May 23, 2018 at 1:00 p.m. 
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A regular meeting of the Louisiana Board of Pharmacy was held on Wednesday, May 
23, 2018 in the Boardroom of the Board’s office, located at 3388 Brentwood Drive in 
Baton Rouge, Louisiana.  The meeting was held pursuant to public notice, each 
member received notice, and public notice was properly posted.  
 
1.  Call to Order 
Mr. Carl Aron, President, called the meeting to order at 9:07 a.m. 
 
2.  Invocation & Pledge 
Mr. Aron called upon Mr. Brian Bond, and he delivered the invocation.  Mr. Don 
Resweber then led the group in the Pledge of Allegiance. 
 
3.  Quorum Call 
Mr. Aron called upon the Secretary, Mr. Bond, to call the roll to establish a quorum.   
 
Members Present: 

Mr. Carl W. Aron 
 Mr. Brian A. Bond 
 Mr. Allen W. Cassidy, Jr. 

Ms. Jacqueline L. Hall 
Mr. Richard M. Indovina, Jr. 
Mr. Richard Mannino 
Mr. Marty R. McKay 
Ms. Chris B. Melancon   
Ms. Diane G. Milano 
Mr. Ronald E. Moore 
Mr. Blake P. Pitre 

 Mr. T. Morris Rabb 
 Mr. Don L. Resweber 
 Mr. Douglas E. Robichaux 
 Mr. Richard A. Soileau 
 Dr. Raymond J. Strong 
 Mr. Rhonny K. Valentine 
 
Staff Present: 
 Mr. Malcolm J. Broussard, Executive Director 
 Mr. Carlos M. Finalet, III, General Counsel 
 Mr. M. Joseph Fontenot, Assistant Executive Director 
 
Guests: 
 Mr. Mr. Joel A. Fruge – Acadiana Prescription Shop 

Mr. Robert P. Rock – Haydel’s Drug Store 
Ms. Sandy Rock – Haydel’s Drug Store 
Mr. Ben Orlando 
Mr. Don Couvillon – La. Wholesale Drug Co. 
Dr. Kirk Ryan, DVM – La. Veterinary Medical Association 
Dr. Trisha C. Marullo, DVM – La. Veterinary Medical Association 
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Mr. Joey Sturgeon – Silvergate Pharmaceuticals 
Mr. Eddie Lau – RM Strategies 
Mr. Greg Gossen – RM Strategies 
Ms. Heather Hutton – RM Strategies 
Ms. Deborah Duvic – The Picard Group 
Ms. Mary Staples – National Association of Chain Drug Stores 
Mr. Jeff Gaude – Walgreen Pharmacies 
Ms. Kayla Mims – La. Pharmacists Association 
Mr. Jeenu Philip – Walgreen Pharmacies 
Mr. Perry Catching – Wal-Mart Pharmacies 
Mr. Ben J. Sims – Brookshire Grocery Co. Pharmacies 
Mr. John N. Rocchio – CVS Health 
Ms. Lanie Cook – KATC-TV, Lafayette 
 

Mr. Bond certified all 17 members were present, constituting a quorum for the conduct 
of official business. 
 
4.  Call for Additional Agenda Items & Adoption of Agenda 
Mr. Aron asked if there were any additional agenda items, but none were requested.  
Without objection, the members adopted the posted agenda dated May 14, 2018   
 
5.   Consideration of Minutes 
Mr. Aron reminded the members they had received the draft minutes from the Regular 
Board Meeting, Administrative Hearing, and Special Board Meeting on February 21-22, 
2018, the Administrative Hearings on March 27-28, 2018, and the Administrative 
Hearings on April 17-18, 2018, all held in Baton Rouge, Louisiana.  With no objections, 
he waived the reading of the draft minutes.  With no requests for amendment or any 
objection to their approval, Mr. Aron declared the minutes were approved as presented. 
Mr. Bond reminded the members to sign the Minute Book. 
 
6.   Report on Action Items 
Mr. Aron called on Mr. Broussard for the report.  Mr. Broussard directed the members to 
a copy of the report in their meeting binder.  There were no questions from the 
members. 
 
7.   Confirmation of Acts 
Pursuant to Mr. Aron’s declaration that the officers, committees, and executive director 
had attended to the business of the Board since their last meeting in accordance with 
policies and procedures previously approved by the Board, Mr. Rabb moved,   

Resolved, that the actions taken and decisions made by the Board 
officers, Board committees, and Executive Director in the general conduct 
and transactions of Board business since February 21, 2018 are 
approved, adopted, and ratified by the entire Board. 

There was no member discussion or public comment.  The motion was adopted after a 
unanimous vote in the affirmative. 
 
 



- 5 – 
 

8.   Opportunity for Public Comment 
Mr. Aron reminded the members and guests the Open Meetings Law requires all 

public bodies to provide an opportunity for public comment at all meetings and for each 
agenda item upon which a vote is to be taken.  He solicited general comments on non-
agenda items from the guests present, and none were offered. 
 
*    Statement of Purpose 
Mr. Aron reminded the members of the purpose and mission of the Board of Pharmacy 
by reciting the relevant portion of the Louisiana Pharmacy Practice Act.  He urged the 
members to keep their legislative mandate in mind as they considered all the matters 
before them. 
 
9.   Special Orders of the Day  
 A.   Presentation of Distinguished Service Awards 

Mr. Aron reminded the members and guests the terms of five members were 
scheduled to expire on June 30, 2018.  While the new appointments had not 
yet been announced, Mr. Aron wanted to recognize all five members for their 
service to the Board.  He then presented Distinguished Service Awards to the 
following members: 
 Blake P. Pitre (District 3), who served from 1976 to 2000 and from 2006 to 

2018; 
 Rhonny K. Valentine (District 4), who served from 2012 to 2018; 
 T. Morris Rabb (District 5), who served from 1996 to 2018; 
 Ms. Chris B. Melancon (District 7), who served from 2006 to 2018; and 
 Mr. Brian A. Bond (District 8), who served from 2000 to 2018. 
Mr. Aron indicated all of the members were eligible for additional terms, and 
if they were re-appointed, they would receive additional service awards at the 
completion of those terms. 

 
Mr. Aron indicated he would re-order the agenda to accommodate certain guests. 
 
12.   Pharmacists Dispensing Veterinary Prescriptions 

Mr. Aron asked Mr. Broussard for information about the agenda item.  Mr. 
Broussard directed the members to the letter from Dr. Wayne Guillory, DVM in their 
meeting packet, describing his experiences with pharmacists’ errors when dispensing 
veterinary prescriptions and questioning why pharmacists should be able to dispense 
such prescriptions in the absence of any evidence of the education and training 
necessary to dispense veterinary prescriptions.  Mr. Broussard informed the members 
he had reached out to the La. Board of Veterinary Medicine and the La. Veterinary 
Medical Association to collect any additional information they might have to offer.  In 
addition, he inquired with both schools of pharmacy for any information about veterinary 
pharmacy in their curricula.  He had received information from ULM about an elective 
course in veterinary pharmacy, but had not yet received any information from Xavier. 
Finally, he indicated representatives from the La. Veterinary Medical Association 
(LVMA) had been invited to offer additional information on the topic to the members 
and that two officers from the LVMA were present that day. 

Mr. Aron invited Dr. Trisha Marullo, DVM and Dr. Kirk Ryan, DVM to the witness 
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table.  They indicated Mr. Broussard had shared Dr. Guillory’s letter with them.  They 
reported generally positive experiences with pharmacists dispensing veterinary 
prescriptions.  They related their encouragement for pharmacists to call their office to 
discuss veterinary prescriptions, primarily to encourage clear communication of the 
intended therapy. 

Following brief discussion among the members, Mr. Aron referred the topic to the 
Tripartite Committee, to receive additional information from the pharmacy educators 
and other stakeholders relative to curricular and continuing education about veterinary 
pharmacy, and to develop a recommendation for the Board’s consideration. 

Finally, Mr. Aron expressed his appreciation to Drs. Marullo and Ryan for their 
visit and information. 
 
Mr. Aron then returned to the sequence of the posted agenda.   
 
10.   Committee Reports  

A.   Finance Committee 
Mr. Aron called upon Mr. Pitre for the committee report.  Mr. Pitre directed 

the members to the Interim Report for Fiscal Year 2017-2018 in their meeting 
binder.  Mr. Pitre reviewed the report and answered questions from the 
members.  He reminded them the report did not require any action by the 
Board.  He then informed the members that staff had prepared a second 
budget amendment for the current fiscal year.  Following their review of that 
proposal the previous day, the committee voted to recommend its approval 
by the Board.  He then moved, 

Resolved, to approve Proposed Budget Amendment No. 2 for 
Fiscal Year 2017-2018. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative. 
 Finally, he expressed his appreciation to the other committee members for 
their ongoing efforts. 

 
 B.    Application Review Committee 
  Mr. Aron called upon Mr. Soileau for the committee report.  Mr. Soileau 

reported the committee had met the previous day to consider two referrals 
from the staff – one applicant for a PTC registration and one applicant for a 
PHY permit.  Following their interviews and deliberations, the committee 
authorized staff to issue the pharmacy permit.  He then presented the 
following file to the members for their consideration. 
 
Racquel Monique Williams (PTC Applicant): Mr. Soileau moved to 
approve the proposed voluntary consent agreement.  There was no member 
discussion or public comment.  The motion was adopted after a unanimous 
vote in the affirmative.  The Board approved the application and authorized 
issuance of the registration, then suspended the registration and any 
subsequent credential for two years and stayed the execution of the 
suspension, then placed the registration and any subsequent credential on 
probation for two years, effective May 23, 2018, subject to certain terms 
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enumerated in the consent agreement. 
 

Finally, Mr. Soileau expressed his appreciation to the other members of 
the committee for their work the previous day. 

 
C.   Reciprocity Committee 

Mr. Aron called upon Ms. Hall for the committee report. She reported the 
staff had evaluated 61 applications for pharmacist licensure by reciprocity 
since the last Board meeting and that none of them contained information 
that warranted a committee level review. In conformance with policies and 
procedures previously approved by the Board, the staff approved the 
applications and issued the credentials. 

Finally, she closed the report with appreciation to the other committee 
members for their ongoing efforts. 

 
 D.   Violations Committee 

Mr. Aron called upon Mr. Bond for the committee report. Mr. Bond 
reported the committee held preliminary hearings on March 21, 2018 to 
consider their posted agenda which included 14 cases:  eight pharmacists, 
two pharmacy technicians, and four pharmacy permits.  After interviews and 
deliberations, the committee continued two of the cases until a later date, 
took no action on six of the respondents, and issued a non-disciplinary Letter 
of Noncompliance to one respondent.  The committee then offered proposed 
voluntary consent agreements to the remaining five respondents.  He 
reported two respondents had not accepted the proposals and had been 
scheduled for the next administrative hearing. He then presented the 
following proposals to the members for their consideration.  
 
Walgreen La. Co., Inc. d/b/a Walgreen Pharmacy No. 05992 [Shreveport, 
LA] (PHY.004502): Mr. Bond moved to approve the proposed voluntary 
consent agreement. He responded to a question from one member; there 
were no public comments.  The motion was adopted after a unanimous vote 
in the affirmative.  The Board assessed a fine of $5,000 plus administrative 
and investigative costs. 
 
Catherine Rose Freeman (PST.020613): Mr. Bond moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board suspended the license for 4 years plus 9 months plus 
25 days and stayed the execution of the suspension, then placed the license 
on probation for 4 years plus 9 months plus 25 days, effective May 23, 2018, 
subject to certain terms enumerated in the consent agreement. 
 
David Raines Community Health Centers, Inc. d/b/a David Raines 
Community Health Centers Pharmacy [Bossier City, LA] (PHY.006318): 
Mr. Bond moved to approve the proposed voluntary consent agreement.  He 
responded to questions from two members; there were no public comments. 
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The motion was adopted after a unanimous vote in the affirmative.  The 
Board assessed a fine of $10,000 plus administrative and investigative costs. 
Further, the Board required the pharmacy to maintain a perpetual inventory 
record for all controlled substances. 
 
 Mr. Bond reported the committee was scheduled to meet on June 13-14 
to consider the 19 cases on that docket, which included four pharmacists, 
two pharmacy technicians, one technician candidate, 10 pharmacy permits, 
and two applicants for pharmacy permit. 
 Finally, Mr. Bond concluded his report with appreciation to the other 
committee members for their ongoing efforts. 

 
 E.   Impairment Committee 

Mr. Aron called upon Mr. Rabb for the committee report.  Mr. Rabb 
reported the committee met the previous day to consider 11 referrals from 
the staff – two applications for reinstatement of credentials, three applications 
for modification of previous orders, two appearances for informal conference, 
and four appearances for guidance.  They also reviewed the roster of 
approved addiction medicine specialists.  Following their interviews of the 
applicants and subsequent deliberations, the committee took no action on 
three of the respondents appearing for guidance, and released the other 
respondent appearing for guidance from a previously-executed agreement to 
refrain from practice.  Mr. Rabb then presented the following files to the 
members for their consideration. 
 
Laura Elizabeth Lyons (CPT.007340) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the respondent’s request for reinstatement of 
the previously suspended certificate, converted the duration of the 
suspensive period from an indefinite term to a term of five years and stayed 
the execution of the suspension, then placed the certificate on probation for 
five years, effective May 23, 2018, subject to certain terms enumerated in the 
consent agreement. 
 
Gerald Edward Sargent (PST.015503) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  He responded to a question from 
one member; there were no public comments.  The motion was adopted after 
a unanimous vote in the affirmative.  The Board granted the respondent’s 
request for reinstatement of the previously suspended license, contingent 
upon the satisfaction of certain requirements identified in the consent 
agreement no later than May 23, 2020; and further, converted the duration of 
the suspensive period from an indefinite term to a term of five years and 
stayed the execution of the suspension, then placed the preliminary special 
work permit and subsequently-reinstated license on probation for five years, 
effective on the date of issuance of the special work permit, subject to certain 
terms enumerated in the consent agreement; and further, shall obtain at least 
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one hour of ACPE-accredited and pharmacist-specific continuing education 
on the topic of ethics and boundary issues during each year his credentials 
remain on probation. 
 
Ricky Thomas Guidry (PST.013683) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the respondent’s request for modification of 
previous orders, then removed Article 2-e from his May 2017 Probation 
Board Order which had prevented him from accepting an appointment as the 
pharmacist-in-charge of a pharmacy. 
 
Alex Anthony Capace (PST.013422) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the respondent’s request for modification of 
previous orders, removed all probationary terms, and then restored the 
license to active and unrestricted status. 
 
Kevin Trenouth Kellow (PST.019095) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the respondent’s request for modification of 
previous orders, then removed Article 2-e from his May 2017 Probation 
Board Order which had prevented him from accepting an appointment as the 
pharmacist-in-charge of a pharmacy. 
 
Rasia Keishawn Ford (CPT.011733) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board suspended the certificate for five years and stayed 
the execution of the suspension, then placed the certificate on probation for 
five years, effective May 23, 2018, subject to certain terms enumerated in the 
consent agreement. 
 
Heather Hoyle Honeycutt (PST.018141) Mr. Rabb moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board suspended the license for five years and stayed the 
execution of the suspension, then placed the license on probation for five 
years, effective May 23, 2018, subject to certain terms enumerated in the 
consent agreement. 
 
Mr. Rabb then reported the committee performed the annual review of the 
roster of approved addiction medicine specialists, had no recommendations 
for change, and voted to recommend the Board’s continuing approval of the 
current roster.  He then moved, 
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Resolved, that the Board renew its approval of the May 23, 2018 
Roster of Approved Addictionists for Fiscal Year 2018-2019. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative. 
 
 Finally, Mr. Rabb closed his report with appreciation to his fellow 
committee members for their work the previous day and for the ongoing staff 
support. 

 
 F.   Reinstatement Committee 

Mr. Aron called upon Ms. Melancon for the committee report.  Ms. 
Melancon reported the committee met the previous day to consider two 
referrals from the staff, both from pharmacy technicians.  Following their 
interviews and deliberations, the committee offered one respondent the 
opportunity to withdraw her application in lieu of a formal administrative 
hearing and the potential denial of her application.  Ms. Melancon then 
presented the following file to the members for their consideration. 
 
Huong Thi Mai (CPT.008377) Ms. Melancon moved to approve the proposed 
voluntary consent agreement.  There was no member discussion or public 
comment.  The motion was adopted after a unanimous vote in the affirmative. 
The Board granted the respondent’s request for reinstatement of the 
previously lapsed certificate, contingent upon the satisfaction of certain 
requirements identified in the consent agreement no later than May 23, 2020. 
 

Ms. Melancon closed her report with appreciation to the other committee 
members for their work the previous day. 

 
G.   Tripartite Committee 

Mr. Aron called upon Mr. Moore for the committee report.  Mr. Moore 
noted the committee had not met since the previous Board meeting and 
there was no report. 

 
 H.   Regulation Revision Committee 

Mr. Aron called upon Mr. McKay for the committee report.  Mr. McKay 
noted the committee had not met since the previous Board meeting and 
there was no report. 

 
 I.    Executive Committee 

Mr. Aron reported the committee had met the previous day to consider the 
items on their posted agenda.  The committee reviewed several policy 
proposals and then performed their annual review of the policy manuals and 
pharmacy education programs.  He indicated Mr. Rabb was prepared to offer 
motions on behalf of the committee.    

 
 Mr. Aron reported the committee reviewed several policies 
recommended for revision by the staff.  Mr. Aron asked Mr. Broussard to 
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explain the proposed revisions.  The committee voted to recommend the 
approval of all staff proposals.  Mr. Rabb then moved, 

Resolved, that the Board approve the proposed revision of 
PPM.I.B.6.c – Sanction Guideline for CE Audits for the Board’s 
Policy & Procedure Manual. 

Mr. Aron responded to questions from two members; there were no public 
comments.  The motion was adopted after a unanimous vote in the 
affirmative.  Mr. Cassidy posed a question about the current rule for 
pharmacists and technicians to maintain their CE records at their primary 
practice site; Mr. Broussard indicated that since pharmacists and 
technicians have now certified their compliance with CPE Monitor for the 
past two years of renewal applications, this rule would be referred to the 
Regulation Revision Committee for their reconsideration of that rule.   

Mr. Rabb indicated the next proposed policy required some 
background information; he then reminded the members the rule for 
marijuana pharmacy permits requires Board approval for any proposed 
change in the ownership of that permit, even for minor changes.  He 
informed the members that Willow Pharmacy, the successful applicant for 
Region 9, submitted a request to change the current 50/50 split to bring in 
one new owner, resulting in a 33/33/34 split.  The committee voted to 
recommend the approval of that request.  Mr. Rabb then moved, 

Resolved, that the Board approve the proposed change in 
ownership for the marijuana pharmacy permit held by Willow 
Pharmacy, Inc., to add Mr. R. David Brown as an owner.  

There was no member discussion and no public comment.  The motion 
was adopted after a unanimous vote in the affirmative.  Mr. Rabb then 
reported the committee discussed an appropriate delegation of this 
request for approval of ownership changes in marijuana pharmacy permits 
and directed staff to develop a proposed policy describing how such 
requests would be processed by the Application Review Committee.  He 
then moved, 

Resolved, that the Board approve the proposed new policy 
PPM.I.B.7 – Application Review Committee for the Board’s Policy & 
Procedure Manual. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. Rabb then moved, 

Resolved, that the Board approve the proposed revision of 
PPM.II.A.7 – Pay for Extraordinary Qualifications / Credentials for 
the Board’s Policy & Procedure Manual. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. Rabb then moved, 

Resolved, that the Board approve the proposed revision of 
PPM.II.B.9 – Drug Policy for the Board’s Policy & Procedure 
Manual. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. Rabb then moved, 

Resolved, that the Board approve the proposed revision of 
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PPM.II.H.2 – Sexual Harassment for the Board’s Policy & 
Procedure Manual. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. Rabb then moved, 

Resolved, that the Board renew its approval of the updated Loss 
Prevention Manual for Fiscal Year 2018-2019. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. Rabb then moved, 

Resolved, that the Board renew its approval of the updated Policy 
& Procedure Manual for Fiscal Year 2018-2019. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.   
   
  Mr. Aron then reported the committee reviewed a request from 
Nursing Assistant Network Association (NANA), located in New Orleans, 
as well as Career Step, an on-line provider located in Utah, both 
nationally-accredited pharmacy technician training programs, seeking 
Board approval.  The committee reviewed the requests and voted to 
recommend the approval of both programs.  Mr. Rabb then moved, 

Resolved, that the Board approve Nursing Assistant Network 
Association (NANA) as an approved pharmacy technician training 
program for the remainder of Fiscal Year 2017-2018. . 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. Rabb then moved, 

Resolved, that the Board approve Career Step as an approved 
pharmacy technician training program for the remainder of Fiscal 
Year 2017-2018. 

Mr. Aron replied to a question from one member.  There was no public 
comment.  The motion was adopted after a unanimous vote in the 
affirmative.  Mr. Rabb then reported the committee performed its annual 
review of pharmacy technician education programs for pharmacists and 
pharmacy technicians.  He then moved, 

Resolved, that the Board renew its approval of the updated Roster 
of Accredited Pharmacy Technician Training Programs for Fiscal 
Year 2018-2019. 

There was some member discussion about the criminal history of some of 
the applicants from some of the training programs, but no decisions were 
made or directives provided.  There was no public comment.  The motion 
was adopted after a unanimous vote in the affirmative.  Mr. Rabb then 
moved, 

Resolved, that the Board renew its approval of the updated Roster 
of Accredited Colleges & Schools of Pharmacy for Fiscal Year 
2018-2019. 

Mr. Aron responded to a question from one member; there were no public 
comments.  The motion was adopted after a unanimous vote in the 
affirmative. 
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 Mr. Aron reminded the members the Office of the Legislative 
Auditor had released their report on their audit of the Board’s oversight of 
the state prescription monitoring program.  The committee reviewed the 
report as well as staff’s implementation of some the recommendations, 
and directed staff to initiate the drafting of new policies and procedures for 
the program. 

 
 Mr. Aron informed the members of an invitation from the Office of 
the Attorney General which has begun to offer board member training 
sessions for members of all boards and commission in the state.  The 
committee recommended we send some members of the Executive 
Committee to participate in those sessions to assure suitability for the 
Board’s needs. 

 
 Mr. Aron reported the committee also reviewed the office building 
renovation project, and directed staff to find alternative locations for all 
meetings scheduled from July through October. 

 
Finally, Mr. Aron closed his report with appreciation for the other 

committee members and their work the previous day. 
 
At this point, Mr. Aron declared a recess.  It was noted the members recessed at 10:35 
a.m. and then reconvened at 11:05 a.m. 
 
11.   Staff Reports 
 J.   Report of Assistant Executive Director 

Mr. Aron called upon Mr. Fontenot for the report.  He directed the 
members to the quarterly report of the prescription monitoring program, 
detailing the prescription transaction counts as well as queries from 
prescribers, dispensers, and law enforcement agencies.   He indicated he 
would not present that report verbally but was ready to answer any questions 
from the members.  There were none.   

Mr. Fontenot then directed the members to the requests from pharmacies 
seeking a waiver from the duty to report zero prescription transaction reports 
to the prescription monitoring program.  Mr. Mannino then moved, 

Resolved, to authorize the issuance of full PMP reporting waivers 
to: 

   > PHY.007658-NR – Ardon Health (OR); 
   > PHY.007593-HOS – BridgePoint Continuing Care Hospital (LA); 
   > PHY.006363-NR – BriovaRx Infusion Services 305 (KS); 
    > PHY.007680-HOS – Christus Dubuis Hosp. of Alexandria (LA); 
   > PHY.007562-NR – Costco Pharmacy No. 583 (WA); 
   > PHY.007673-NR – Decillion Healthcare (OH); 
   > PHY.007669-NR – Direct Success Pharmacy Dept. (NJ); 
   > PHY.007672-NR – Elwyn Specialty Care (PA); 
   > PHY.007661-NR – Encompass Rx (GA): 
   > PHY.006943-NR – GenRx Pharmacy (AZ); 



- 14 – 
 

> PHY.007552-NR – Heritage Biologics (MO); 
> PHY.007555-NR – Highland Specialty Pharmacy (MS); 

   > PHY.007657-NR – Keystone Choice Pharmacy (PA); 
   > PHY.007551-NR – NRH Pharmacy (TX); 
   > PHY.007704-NR – Omnicare of Northern Illinois (IL); 
   > PHY.007598-NR – PharMerica (IN); 
   > PHY.007560-NR – Restore Rx (TN); 

> PHY.007548-HOS – River Place Behavioral Health (LA); and 
   > PHY.006701-NR – Shared Solutions Pharmacy (KS); 

once they have executed the standard consent agreement for that 
purpose. 

There was no member discussion or public comment.  The motion was 
adopted after a unanimous vote in the affirmative.   

Mr. Fontenot reminded the members of the recent audit of the state 
prescription monitoring program and one of the recommendations to ensure 
pharmacies were reporting all of their eligible prescription transactions to the 
PMP database.  He informed the members the vendor had released an 
enhancement to the program which permitted pharmacies to prepare a report 
listing all of the pharmacy’s transactions in the PMP database.  By comparing 
that report to the pharmacy’s log of controlled substance dispensing, the 
pharmacy can ensure all of their transactions have been reported.  Mr. 
Fontenot reported staff had sent a letter to all pharmacies on May 1 informing 
them of the new feature and encouraging them to take advantage of it.  

Finally, Mr. Fontenot indicated completion of his report. 
 

K.   Report of General Counsel 
Mr. Aron called upon Mr. Finalet for the report.  Mr. Finalet then presented 

the following files to the members for their consideration. 
 

Angela Angotti Morris (PST.020192) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Reena Jaimin Desai (PST.020803) Ms. Hall moved to approve the proposed 
voluntary consent agreement.  There was no member discussion or public 
comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board Issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Mark Kelso Taylor (PST.021436) Ms. Hall moved to approve the proposed 
voluntary consent agreement.  There was no member discussion or public 
comment.  The motion was approved after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
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Roy Allen Martin (PST.021385) Ms. Hall moved to approve the proposed 
voluntary consent agreement.  There was no member discussion or public 
comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Robert Henry Harshbarger, III (PST.019704) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  Mr. Finalet responded to a question 
from one member; there were no public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  The Board issued a Letter of 
Reprimand, and further, assessed a fine of $1,000 plus administrative costs. 
 
Jennifer Louise Morrison (PST.018658) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Algunas, Inc. d/b/a Woodland Hills Pharmacy [Woodland Hills, CA] 
(PHY.007093) Ms. Hall moved to approve the proposed voluntary consent 
agreement.  There was no member discussion or public comment.  The 
motion was adopted after a unanimous vote in the affirmative.  The Board 
suspended the permit for 3 years plus 9 months plus 17 days and stayed the 
execution of the suspension, then placed the permit on probation for 3 years 
plus 9 months plus 17 days, effective May 23, 2018, subject to certain terms 
enumerated in the consent agreement, and further, assessed administrative 
costs. 
 
Steven Arthur Levin (PST.020926) Ms. Hall moved to approve the proposed 
voluntary consent agreement.  There was no member discussion or public 
comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board suspended the license for 3 years plus 9 months plus 
17 days and stayed the execution of the suspension, then placed the license 
on probation for 3 years plus 9 months plus 17 days, effective May 23, 2018, 
subject to certain terms enumerated in the consent agreement, and further, 
assessed administrative costs. 
 
Medical Center Pharmacy of Many, Louisiana, Inc. d/b/a Medical Center 
Pharmacy of Many [Many, LA] (CDS.038838-PHY) Ms. Melancon moved to 
accept the voluntary surrender of the credential.  Mr. Finalet responded to 
questions from two members; there were no public comments.  The motion 
was adopted after a unanimous vote in the affirmative.  The Board accepted 
the voluntary surrender of the credential, resulting in the active suspension of 
the license for an indefinite period of time, effective March 21, 2018. 
 
Choice Medical Healthcare, Inc. d/b/a Choice Medical Healthcare [Salt 
Lake City, UT] (DME.000206) Ms. Melancon moved to approve the 
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proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Warning, and further, assessed a 
fine of $5,000 plus administrative costs. 
 
Lauren Ruffino Etienne (PST.019969) Ms. Melancon moved to accept the 
voluntary surrender of the credential.  There was no member discussion or 
public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board accepted the voluntary surrender of the credential, 
resulting in the active suspension of the license for an indefinite period of 
time, effective March 29, 2018. 
 
Terry James Veillon, Jr. (PST.018988) Ms. Melancon moved to accept the 
voluntary surrender of the credential.  There was no member discussion or 
public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board accepted the voluntary surrender of the credential, 
resulting in the active suspension of the license for an indefinite period of 
time, effective April 5, 2018. 
 
Bruce Lee Minto (PST.020962) Ms. Melancon moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Erika Janemarie Wanner (PST.020993) Ms. Melancon moved to approve 
the proposed voluntary consent agreement.  There was no member 
discussion or public comment.  The motion was adopted after a unanimous 
vote in the affirmative.  The Board issued a Letter of Reprimand, and further, 
assessed a fine of $1,000 plus administrative costs. 
 
Quality Medical Care & Services, LLC d/b/a Quality Medical Care & 
Services [Ville Platte, LA] (DME.000259) Ms. Melancon moved to approve 
the proposed voluntary consent agreement.  There was no member 
discussion or public comment.  The motion was adopted after a unanimous 
vote in the affirmative.  The Board issued a Letter of Warning, and further, 
assessed a fine of $5,000 plus administrative costs. 
 
Quality Medical Care & Services, LLC d/b/a Quality Medical Care & 
Services [Oakdale, LA] (DME.000260) Ms. Melancon moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Warning, and further, assessed a 
fine of $5,000 plus administrative costs. 
 
Derek Anthony Sapone (PST.022266) Ms. Melancon moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
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or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Walgreen.com, Inc. d/b/a Walgreens Pharmacy No. 02445 [Orlando, FL 
(PHY.007457) Ms. Melancon moved to approve the proposed voluntary 
consent agreement.  Mr. Finalet responded to a question from one member; 
there were no public comments.  The motion was adopted after a unanimous 
vote in the affirmative.  The Board assessed a fine of $5,000 plus 
administrative costs. 
 
Jeremy Rashad Branch (PST.019656) Ms. Melancon moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board suspended the license for 2 years plus 8 months plus 
28 days and stayed the execution of the suspension, then placed the license 
on probation for 2 years plus 8 months plus 28 days, effective May 23, 2018, 
subject to certain terms enumerated in the consent agreement; and further, 
assessed administrative costs. 
 
US Healthlink, Inc. d/b/a US Healthlink Pharmacy [Orlando, FL] 
(PHY.007405) Ms. Melancon moved to approve the proposed voluntary 
consent agreement.  There was no member discussion or public comment.  
The motion was adopted after a unanimous vote in the affirmative.  The 
Board assessed a fine of $15,000 plus administrative costs. 
 
Andrew Wright Coney (PST.020141) Ms. Melancon moved to approve the 
proposed voluntary consent agreement.  There was no member discussion 
or public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand, and further, assessed 
a fine of $1,000 plus administrative costs. 
 
Chau Thai Nguyen (PST.022285) Ms. Melancon moved to accept the 
voluntary surrender of the credential.  There was no member discussion or 
public comment.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board accepted the voluntary surrender of the credential, 
resulting in the active suspension of the license for an indefinite period of 
time, effective May 18, 2018. 
 

  Finally, Mr. Finalet indicated the completion of his report. 
 
 L.   Report of Executive Director 

Mr. Aron called upon Mr. Broussard for the report.  Mr. Broussard directed 
     the members to his report in the meeting binder.  He reviewed the 
     following topics: 

• Meeting Activity 
• Reports 
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 Internal Reports 
Census Reports – Credentials & Compliance Divisions 
Production Reports – Credentials Division 
Exceptions Report 

 External Reports 
Administrative and Legislative Agency Reports 

• Examinations 
MPJE 
NAPLEX 

• Operations 
Credentials Division 
Compliance Division 
Administrative Division 

• State Activities 
       La. Legislature 
       La. State Board of Medical Examiners 
       La. State Board of Nursing 
       La. Dept. of Health – Bureau of Health Services Financing 

• Regional & National Activities 
National Association of Boards of Pharmacy (NABP) 
NABP-AACP District 6  
MALTAGON 

• International Activities 
         International Pharmaceutical Federation (FIP) 
         .Pharmacy Verified Websites Program 
         World Health Professions Alliance (WHPA) 
 

      Finally, Mr. Broussard indicated the completion of his report.  
 

At Mr. Aron’s request, Mr. Moore moved to enter into executive session for the 
purpose of reviewing personnel performance issues.  There was no member 
discussion or public comment.  The motion was adopted after a unanimous roll 
call vote in the affirmative.  Mr. Aron requested Mr. Finalet and Mr. Fontenot to 
remain on stand-by near the meeting room, and he requested Mr. Broussard to 
remain in the room.  All other guests and staff were requested to leave the room. 

 
It was noted the members entered into executive session at 11:30 a.m. and then 
reconvened in open session at 12:50 p.m.  Mr. Aron reported no decisions were made 
during the executive session, and then returned to the posted agenda.  
 
13.   Announcements 
Mr. Aron directed the members to the announcements in their meeting binder.   
 
14.    Recess 
Having completed the tasks itemized on the posted agenda, with no further business 
pending before the Board, and without objection, Mr. Aron recessed the meeting at 
12:55 p.m. 
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*    *   *   *   * 
 
An Administrative Hearing was convened on Wednesday, May 23, 2018 in the 
Boardroom of the Board’s office, located at 3388 Brentwood Drive in Baton Rouge, 
Louisiana.  The hearing was held pursuant to public notice, each member received 
notice, each respondent received notice (unless specifically stated otherwise in the 
official transcript), and public notice was properly posted. 
 
A.   Call to Order 
Mr. Aron called the hearing to order at 1:40 p.m. 
 
B.  Invocation & Pledge 
Mr. Aron called upon Mr. Bond, and he delivered the invocation.  Mr. Marty McKay then 
led the group in the Pledge of Allegiance. 
 
C.   Quorum Call 
Mr. Aron called upon Secretary Bond and he called the roll.  After doing so, he certified 
Ms. Melancon was absent; however, the remaining 16 members were present, 
constituting a quorum for the conduct of official business.  
 
D.   Call for Additional Agenda Items & Adoption of Agenda 
Mr. Aron asked if there were any additional agenda items, and none were requested.  
With no objection, the Board adopted the posted agenda, dated May 10, 2018. 
 
E.  Opportunity for Public Comment 
Mr. Aron reminded the members and guests the Open Meetings Law requires all public 
bodies to provide an opportunity for public comment at all meetings and prior to the 
vote on each agenda item.  He solicited general comments on non-agenda items from 
the guests present, and none were offered. 
 
Appearances 

Mr. Aron indicated he would serve as the Hearing Officer.  Mr. Carlos Finalet 
served as the Prosecuting Attorney.  Ms. Susan Erkle served as the Official Recorder, 
and Mr. Malcolm Broussard served as the Hearing Clerk.   

Mr. Aron indicated both cases originated with the Violations Committee; 
therefore the members of that committee present at their March 2018 meeting would be 
recused.  In particular, Mr. Bond, Mr. Indovina, Ms. Melancon, Mr. Rabb, and Mr. 
Valentine were recused from that case.   

Without objection, Mr. Aron waived the reading of the posted agenda and 
instead directed the insertion thereof into these minutes.  The posted agenda is re-
created here.                                                                                                                      
                                                                                    

A G E N D A 
NOTE: This agenda is tentative until 24 hours in advance of the meeting, at which time the most recent revision becomes official. 

Revised 05-10-2018 
 
A. Call to Order 
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B. Invocation & Pledge of Allegiance 
 
C. Quorum Call 
 
D. Call for Additional Agenda Items & Adoption of Agenda 
 
E. Opportunity for Public Comment 
 
* Appearances 
 
F. Formal Hearings 
 

01. Case No. 17-0361 ~ CPT.008697 – Tiffany Richelle Straughter 
 
02. Case No. 18-0024 ~ CPT.006762 – Ashley Marie Estes 

   
G. Adjourn 
 
 
F.   Formal Hearings 

 
Tiffany Richelle Straughter (CPT.008697) Mr. Finalet appeared for the Board.  
The respondent, Tiffany Richelle Straughter, did not appear and was not 
represented by counsel.  Mr. Aron ruled the hearing would proceed as noticed in 
the form of a default proceeding.  Mr. Finalet offered an opening statement, 
presented no witnesses and five exhibits, and then proffered proposed Findings 
of Facts, Conclusions of Law, and Board Order.  Mr. Finalet then tendered the 
matter to the hearing panel for its consideration.  Mr. Soileau moved to enter into 
executive session for the purpose of deliberating the disciplinary matter and 
discussing the respondent’s professional competency and fitness for practice.  
There was no member discussion or public comment.  The motion for executive 
session was adopted after a unanimous roll call vote in the affirmative. 
 

It was noted the hearing panel entered into executive session at 1:55 p.m. and then 
reconvened at 2:10 p.m. Mr. Aron reported no decision was made during the executive 
session; he then returned the hearing panel to open session and questioned them as to 
their disposition of the case. 
 
 Ms. Hall then moved, 

Resolved, that the hearing panel, having heard the testimony and 
considered the evidence, accept the Findings of Fact as proposed 
by the Prosecuting Attorney, modify them by amending Items 5 and 
6 to correct minor typographical errors, adopt the amended findings 
as our own, and then enter them into the hearing record. 

There was no member discussion or public comment.  The motion was adopted 
after a unanimous vote in the affirmative.  Ms. Hall then moved, 

Resolved, that the hearing panel accept the Conclusions of Law as 
proposed by the Prosecuting Attorney, modify them by correcting 
the second citation to read La. R.S. 40:971(B)(1)(b), adopt the 
amended conclusions as our own, and then enter them into the 
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hearing record. 
There was no member discussion or public comment.  The motion was adopted 
after a unanimous vote in the affirmative.  Ms. Hall then moved, 

Resolved, that the hearing panel enter the following order at this 
time: 

It is ordered, adjudged, and decreed that Louisiana 
Pharmacy Technician Certificate No. 8697, held by Tiffany 
Richelle Straughter, shall be, and is hereby, suspended for 
an indefinite period of time, effective on the entry of this 
order; and further, the respondent shall pay the following 
assessments: 
(1) A fine of $500; 
(2) The administrative hearing fee of $250; and 
(3) The investigative and hearing costs, including the 

costs of the prosecuting attorney, the official recorder; 
and 

It is further ordered, the acceptance of any future application 
for the reinstatement of this certificate, or any application for 
any other credential issued by the board, shall be 
conditioned upon the satisfaction of the following terms: 
(1) Respondent shall have paid all assessments levied 

herein;  
(2) Respondent shall have no pending legal or 

disciplinary matters pending against her in any 
jurisdiction; and 

(3) Respondent shall have received a favorable 
recommendation for her return to practice of 
pharmacy without posing a threat to the public’s 
health, safety, or welfare pursuant to a medical 
evaluation from an addiction medicine specialist 
approved by the Board. 

There was no member discussion or public comment.  The motion was adopted 
after a unanimous vote in the affirmative. 
 
Ashley Marie Estes (CPT.006762) Mr. Finalet appeared for the Board.  The 
respondent, Ashley Marie Estes, did not appear and was not represented by 
counsel.  Mr. Aron ruled the hearing would proceed as noticed in the form of a 
default proceeding.  Mr. Finalet offered an opening statement, presented no 
witnesses and five exhibits, and then proffered proposed Findings of Facts, 
Conclusions of Law, and Board Order.  Mr. Finalet then tendered the matter to 
the hearing panel for its consideration.  Mr. Moore moved to enter into executive 
session for the purpose of deliberating the disciplinary matter and discussing the 
respondent’s professional competency and fitness for practice.  There was no 
member discussion or public comment.  The motion for executive session was 
adopted after a unanimous roll call vote in the affirmative. 
 

It was noted the hearing panel entered into executive session at 2:20 p.m. and then 
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reconvened at 2:26 p.m. Mr. Aron reported no decision was made during the executive 
session; he then returned the hearing panel to open session and questioned them as to 
their disposition of the case. 
 
 Mr. Moore then moved, 

Resolved, that the hearing panel, having heard the testimony and 
considered the evidence, accept the Findings of Fact as proposed 
by the Prosecuting Attorney, adopt them as our own, and then 
enter them into the hearing record. 

There was no member discussion or public comment.  The motion was adopted 
after a unanimous vote in the affirmative.  Mr. Moore then moved, 

Resolved, that the hearing panel accept the Conclusions of Law as 
proposed by the Prosecuting Attorney, adopt them our own, and 
then enter them into the hearing record. 

There was no member discussion or public comment.  The motion was adopted 
after a unanimous vote in the affirmative.  Mr. Moore then moved, 

Resolved, that the hearing panel enter the following order at this 
time: 

It is ordered, adjudged, and decreed that Louisiana 
Pharmacy Technician Certificate No. 6762, held by Ashley 
Marie Estes, shall be, and is hereby, suspended for an 
indefinite period of time, effective on the entry of this order; 
and further, the respondent shall pay the following 
assessments: 
(1) A fine of $500; 
(2) The administrative hearing fee of $250; and 
(3) The investigative and hearing costs, including the 

costs of the prosecuting attorney, the official recorder; 
and 

It is further ordered, the acceptance of any future application 
for the reinstatement of this certificate, or any application for 
any other credential issued by the board, shall be 
conditioned upon the satisfaction of the following terms: 
(1) Respondent shall have paid all assessments levied 

herein;  
(2) Respondent shall have no pending legal or 

disciplinary matters pending against her in any 
jurisdiction; and 

(3) Respondent shall have received a favorable 
recommendation for her return to practice of 
pharmacy without posing a threat to the public’s 
health, safety, or welfare pursuant to a medical 
evaluation from an addiction medicine specialist 
approved by the Board. 

There was no member discussion or public comment.  The motion was adopted 
after a unanimous vote in the affirmative. 
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Mr. Finalet indicated completion of the cases scheduled for that day.  Mr. Aron 
expressed his appreciation to Ms. Erkle for her recording services that day. 
 
G.  Adjourn 
Having completed the tasks itemized on the posted agenda, with no further business 
pending before the Board, and without objection, Mr. Aron adjourned the hearing at 
2:30 p.m. 
 
Respectfully submitted, 
 
 
__________________________________ 
Malcolm J. Broussard 
Executive Director 
 



 
NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
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August 15, 2018 
 
Agenda Item 6:  Report on Action Items 
 
During the report from the Finance Committee at your May 23 meeting, you approved Budget Amendment 
No. 2 for the 2017-2018 Fiscal Year.  We reported that action to the required legislative agencies: House 
Health & Welfare Committee, Senate Health & Welfare Committee, Legislative Auditor, Legislative Fiscal 
Office, and the Joint Legislative Committee on the Budget. 
 
During the reports from the Impairment and Violations Committees, the report of General Counsel, and 
the administrative hearing, you took disciplinary action against a number of credentials.  We filed the 
required reports on those actions to the NABP Disciplinary Clearinghouse and the National Practitioner 
Data Bank. 
 
During the report from the Executive Committee, you approved revisions to several policies, including one 
related to the Sanction Guidelines for CE Audits.  We commissioned a comprehensive audit for all 8,657 
pharmacists to determine their compliance with CE rules during Calendar Year 2017.  NABP analyzed the 
CPE Monitor accounts for all those pharmacists and returned their audit results to us.  A summary of the 
results is provided in the Executive Director report for this meeting. 
 

As indicated in the Final Legislative Brief from the 2018 Legislature, a copy of which was posted in 
the Boardroom Library for this meeting, Sen. Fred Mills sponsored SB 29 relative to a single uniform 
prescription drug prior authorization (PA) form to be used by all third party payors in the state.  Gov. 
Edwards signed the bill into law on May 25, 2018 with an immediate effective date.  The legislation 
requires the medical and pharmacy boards to collaborate with other stakeholders and jointly promulgate a 
rule containing the PA form, and to complete the rulemaking prior to January 1, 2019. 

In order to comply with the January 1 deadline, we needed to begin the process fairly quickly.  At 
the direction of President Aron, we reached out to the medical board and then to the other stakeholders, 
including the Dept. of Insurance, the Medicaid office in the Dept. of Health, the Medicaid managed care 
organizations, and the La. Association of Health Plans, representing other commercial insurers.  The 
group achieved consensus on a single PA form.  We submitted the 1st Report to the Joint Legislative 
Oversight Committee on Health & Welfare on August 10.  The Notice of Intent is scheduled for publication 
in the August 20, 2018 edition of the Louisiana Register.  As indicated in the notice, we will hold a joint 
public hearing with the Board of Medical Examiners at their office in New Orleans on September 28.  
 
Respectfully submitted, 
Malcolm J Broussard 
Executive Director 
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Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Statement of Net Position
FY 16-17 FY 17-18

Q4 06/30/2017 Q4 06/30/2018
ASSETS & DEFERRED OUTFLOWS
      Assets

> Current Assets
      *     Cash

General Operations
Whitney Bank 160,985.43 245,279.77
Iberia Bank 648,018.98 932,997.64

Investment Accounts at Iberia Bank 0.00 107,440.90
Hurricane Relief Fund - Whitney Bank 83,389.04 0.00

     *     Total Cash & Cash Equivalents 892,393.45 1,285,718.31

     *     Accounts Receivable 14,593.74 17,170.00

     *     Accrued Interest Receivable 0.00 11,355.30

     *     Prepaid Expenses 6,600.00 8,154.42

Total Current Assets 913,587.19 1,322,398.03

             > Noncurrent Assets
      Investments

Iberia Bank - General Reserve Fund 1,235,544.47 1,190,485.88
Iberia Bank - OPEB Reserve Fund 1,198,137.48 1,157,538.40
Iberia Bank - Pension Reserve Fund 1,760,670.05 1,693,121.81

      Total Investments 4,194,352.00 4,041,146.09

      Fixed Assets
Land: Lot 5-A, Towne Center Business Park 709,079.90 709,079.90
Land: Lot 1-A-2, Leonard Place Subdivision 295,860.00 295,860.00
Office Building - 3388 Brentwood Drive 1,057,861.29 1,065,861.29
Construction in Progress 0.00 181,353.19
Office Equipment 224,348.23 227,265.21
Furniture 157,808.58 173,594.14
Software: Licensure & Website 408,560.00 408,560.00
Accumulated Depreciation (887,718.31) (940,172.13)

      Total Fixed Assets 1,965,799.69 2,121,401.60

Total Noncurrent Assets 6,160,151.69 6,162,547.69

      Total Assets 7,073,738.88 7,484,945.72

      Deferred Outflows of Resources
OPEB Reserve Fund 0.00 42,799.00
Pension Reserve Fund 1,215,759.00 1,227,635.00

      Total Deferred Outflows of Resources 1,215,759.00 1,270,434.00

TOTAL ASSETS & DEFERRED OUTFLOWS 8,289,497.88 8,755,379.72



Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Statement of Net Position
FY 16-17 FY 17-18

Q4 06/30/2017 Q4 06/30/2018

LIABILITIES, DEFERRED INFLOWS, & EQUITY
      Liabilities

> Current Liabilites
Accrued salaries and benefits 41,249.33 41,335.18
Unemployment taxes payable 73.35 52.92
State taxes withheld 3,772.92 4,212.00
Deferred compensation withheld 50.00 0.00
Accounts payable 4,975.76 8,960.31
Compensated absences (ST) 56,822.31 65,024.75
PES fee payable 400.00 100.00
Contract & retainage payable 0.00 104,550.00

Total Current Liabilities 107,343.67 224,235.16

> Long Term Liabilities
Compensated absences (LT) 64,263.96 62,582.46
Other Post Employment Benefits (OPEB) Payable 1,209,508.00 1,934,454.00
Net Pension Liability 5,336,594.00 5,455,797.00

Total Long Term Liabilities 6,610,365.96 7,452,833.46

      Total Liabilities 6,717,709.63 7,677,068.62

      Deferred Inflows of Resources
OPEB Reserve Fund 0.00 106,345.00
Pension Reserve Fund 78,386.00 144,892.00

      Total Deferred Inflows of Resources 78,386.00 251,237.00

      Equity 1,493,402.25 827,074.10

TOTAL LIABILITIES, DEFERRED INFLOWS, & EQUITY 8,289,497.88 8,755,379.72



Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Statement of Equity
FY 16-17 FY 17-18

Q4 06/30/2017 Q4 06/30/2018

Balance of Equity at Beginning of Year 1,293,857.73 1,493,402.25

Restatement due to implementation of 
GASB Statement 75 ~ Accounting &
Financial Reporting for OPEB (751,686.00)

741,716.25

Net Income 199,544.52 85,357.85

Balance of Equity at End of Year 1,493,402.25 827,074.10

Components of Equity:
Fund Balance at End of Prior Year (881,161.96) (1,596,501.35)

Fund Balance - designated 209,220.00 216,816.00

Invested in Fixed Assets 1,965,799.69 2,121,401.60
1,293,857.73 741,716.25



Louisiana Board of Pharmacy
Fiscal Year 2017-2018 

Statement of Revenue, Expenses, and Budget Performance

FY 16-17 FY 17-18 FY 17-18
Q4 06/30/2017 Q4 06/30/2018 Budget (A#2) Notes

Licensing Fees
PST License Application Fee 178,800.00 179,100.00 180,000.00 1
PST License Reciprocity Application Fee 50,850.00 45,750.00 45,000.00 2
PST License Renewal Fee 831,200.00 849,150.00 845,000.00 3
PNT Registration Application Fee 3,030.00 2,780.00 2,500.00 4
PTC Registration Application Fee 42,975.00 35,075.00 28,000.00 5
CPT Certificate Application Fee 54,800.00 53,500.00 41,000.00 6
CPT Certificate Renewal Fee 339,350.00 339,100.00 335,000.00 7
PHY Permit Application & Renewal Fees 281,325.00 282,005.00 280,000.00 8
AMS Registration Application & Renewal Fees 19,950.00 22,800.00 20,000.00 9
DME Permit Application & Renewal Fees 86,700.00 86,750.00 83,000.00 10
EDK Permit Application & Renewal Fees 12,025.00 12,825.00 12,000.00 11
CDS License Application & Renewal Fees 472,545.00 508,855.00 470,000.00 12
Credential Reinstatement Fees 28,400.00 28,990.00 25,000.00 13
Delinquent Renewal Fees (people) 19,105.00 13,775.00 11,000.00 14
Delinquent Renewal Fees (places) 3,462.50 12,117.50 10,000.00 15

Sales of Goods & Services
Product Charge - Duplicate Credentials 4,420.00 4,175.00 3,000.00 16
Product Charge - PST Original Certificates 6,300.00 6,845.00 6,300.00 17
Product Charge - PST Silver Certificates 300.00 500.00 500.00 18
Product Charge - Law Book & Supplement 255.00 510.00 200.00 19
Product Charge - Official List of Licensees 18,150.00 21,000.00 15,000.00 20
Product Charge - Document Copies 289.50 862.00 700.00 21
Product Charge - Document Certification 4,200.00 5,100.00 3,100.00 22
Service Charge - Inspection Services 2,400.00 0.00 0.00 23
Service Charge - PNT Experience Certifications 0.00 530.00 200.00 24
Disposal of Assets 0.00 0.00 0.00 25

Administrative Fees
Recovery of Bank Charges for NSF Fees 425.00 375.00 250.00 26
Handling & Mailing Fees 169.00 339.00 250.00 27

Enforcement Actions
Administrative Hearing Fees 20,950.00 31,750.00 31,000.00 28
Fines 211,750.00 263,750.00 273,000.00 29
Recovery of Costs 9,805.28 17,088.97 17,000.00 30

Prescription Monitoring Program (PMP)
PMP Assessments 519,100.00 555,830.00 520,000.00 31

Miscellaneous Revenue
Miscellaneous Revenue 5,047.50 1,117.13 1,000.00 32

TOTAL REVENUE 3,228,078.78 3,382,344.60 3,259,000.00 33

REVENUE



Louisiana Board of Pharmacy
Fiscal Year 2017-2018 

Statement of Revenue, Expenses, and Budget Performance

FY 16-17 FY 17-18 FY 17-18
Q4 06/30/2017 Q4 06/30/2018 Budget (A#2) Notes

Operations
Equipment Rentals 15,169.70 15,668.28 16,500.00 34
Equipment Maintenance 2,793.92 2,307.12 3,000.00 35
Telephone 16,410.53 16,668.44 15,000.00 36
Printing 26,962.56 25,772.54 28,000.00 37
Postage 50,033.28 58,078.09 58,000.00 38
Dues & Subscriptions 11,871.81 11,670.64 12,500.00 39
Financial Service Charges 59,196.40 60,319.77 60,000.00 40
Office Meeting Expenses 608.55 14,465.48 13,000.00 41
Office Supply Expenses 21,596.15 21,530.38 22,000.00 42
Utilities 9,402.63 10,885.75 9,700.00 43
Civil Service (DSCS) Assessment 5,805.00 6,663.00 6,700.00 44
Office Insurance (ORM) 10,595.00 11,546.00 11,600.00 45
Depreciation of Fixed Assets 60,720.98 52,453.82 60,000.00 46
Acquisitions 4,543.62 3,049.36 20,000.00 47
Miscellaneous Expenses 0.00 0.00 0.00 48
Personal Services
Salaries for Employees 1,337,023.83 1,517,733.96 1,480,000.00 49
Wages for Temporary Labor 5,782.52 19,370.31 28,000.00 50
Payroll Taxes (FICA + FUTA) 22,260.29 26,139.00 30,000.00 51
Health Insurance Premiums (SEGBP) 158,756.68 165,539.60 178,000.00 52
Pension Plan Premiums (LASERS) 663,901.70 734,659.89 568,500.00 53
Other Post Employment Benefits (OPEB) 37,479.00 36,806.00 40,000.00 54
Board Member Per Diem 29,175.00 31,425.00 35,000.00 55
Professional Services
Accounting & Expense Reimbursement 24,315.10 28,255.00 30,000.00 56
Legal & Expense Reimbursement 63,491.30 29,096.39 50,000.00 57
Information Systems 113,146.50 115,230.50 132,000.00 58
Prescription Monitoring Program 82,400.00 93,700.00 100,000.00 59
Property Management 28,130.25 22,520.67 100,000.00 60
Staff Expenses
Executive Director 4,838.79 3,634.28 5,000.00 61
General Counsel 8,595.85 9,616.70 8,000.00 62
Assistant Executive Director 5,782.27 2,843.74 8,000.00 63
Compliance Officer - Travel 5,074.12 3,734.72 6,000.00 64
Compliance Officer - Rental Cars 12,602.75 11,141.71 13,000.00 65
Compliance Officer - Fuel for Rental Cars 3,835.70 3,891.75 4,000.00 66
Compliance Officer - Conference Travel Expenses 6,001.16 8,158.21 12,000.00 67
House Staff - Travel & Education 0.00 0.00 1,000.00 68
Mileage - entire staff 19,092.87 23,111.18 20,000.00 69
Board Expenses
Board Meeting Expenses 16,543.17 20,156.24 20,000.00 70
Committee Meeting Expenses 3,853.40 10,590.77 9,500.00 71
Conference Travel Expenses 22,563.37 14,865.86 23,000.00 72
President's Expenses 8,322.79 2,271.36 5,000.00 73
Mileage - Members & President 13,528.71 17,610.97 17,000.00 74

TOTAL EXPENSES 2,992,207.25 3,263,182.48 3,259,000.00 75

EXPENSES



Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Statement of Fund Balance Changes

FY 16-17 FY 17-18 FY 17-18
Q4 06/30/2017 Q4 06/30/2018 Budget (A#2) Notes

Income Statement

Total Revenue 3,228,078.78 3,382,344.60 3,259,000.00 76

Total Expenses 2,992,207.25 3,263,182.48 3,259,000.00 77

Net Ordinary Income 235,871.53 119,162.12 0.00 78

Other Income & Expenses

Investment (36,327.01) (33,804.27) 0.00 79

Net Income 199,544.52 85,357.85 0.00 80

FY 16-17 FY 17-18 FY 17-18
Q4 06/30/2017 Q4 06/30/2018 Budget (A#2)

Fund Balance

Beginning Fund Balance 1,293,857.73 1,493,402.25 1,493,402.25

Total Income 3,191,751.77 3,348,540.33 3,259,000.00

Total Expenses 2,992,207.25 3,263,182.48 3,259,000.00

GASB-75 Restatement (751,686.00)

Ending Fund Balance 1,493,402.25 827,074.10 1,493,402.25

Reservations of Fund Balance 1,750,000.00 1,750,000.00 1,750,000.00

Unreserved Fund Balance (256,597.75) (922,925.90) (256,597.75)

Notes on Reservation of Fund Balance
Net Pension Liability 1,000,000.00 1,000,000.00 1,000,000.00
Other Post Employment Benefits 500,000.00 500,000.00 500,000.00
Continuing Payroll Obligations 150,000.00 200,000.00 200,000.00
Land & Building Maintenance 100,000.00 50,000.00 50,000.00

Total 1,750,000.00 1,750,000.00 1,750,000.00



Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Statement of Cash Flows

Cash flows from operating activities
Cash received from licensees 3,379,768.34
Cash payments to suppliers for goods and services (560,330.74)
Cash payments to employees for services (2,430,653.35)

Net cash provided by operating activities 388,784.25

Cash flows from captial and related financing activities
Purchase of capital assets (103,505.73)

Net cash used by capital and related financing activities (103,505.73)

Cash flows from investing activities
Interest income 50,285.42

Net cash provided (used) by investing activities 50,285.42

Net decrease in cash and cash equivalents 335,563.94

Cash and cash equivalents, beginning of period 950,154.37

Cash and cash equivalents, end of period 1,285,718.31

Reconciliation of operating income to net cash provided by operating activities

Cash flows from operating activities
Operating income 119,162.12

Adjustments to reconcile operating income to net cash
     provided by operating activities

Depreciation 52,453.82
Changes in current assets and liabilities

Increase in accounts receivable (2,576.26)
Increase in prepaid expenses (1,554.42)
Increase in deferred outflows related to pensions (11,876.00)
Decrease in deferred outflows related to OPEB 15,532.00
Increase in accounts payable and PES fee payable 3,684.55
Increase in salaies and benefits payable 85.85
Increase in payroll tax liability 368.65
Increase in compensated absences 6,520.94
Increase in net pension liability 119,203.00
Decrease in OPEB payable (85,071.00)
Increase in deferred inflows related to pensions 66,506.00
Increase in deferred inflows related to OPEB 106,345.00

Total adjustments 269,622.13

Net cash provided by operating activities 388,784.25



Louisiana Board of Pharmacy
Fiscal Year 2017-2018
Budget Variance Notes

Notes % Variance

 
1 PST License Application Fee (0.05) Overestimated by 3 applicants
2 PST Reciprocity Application Fee 1.67 Underestimated by 5 applicants
3 PST License Renewal Fee 0.50 Underestimated by 41 applicants
4 PNT Registration Fee 11.20 Underestimated by 28 applicants
5 PTC Registration Fee 25.27 Underestimated by 283 applicants
6 CPT Certificate Application Fee 30.49 Underestimated by 125 applicants
7 CPT Certificate Renewal Fee 1.22 Underestimated by 82 applicants
8 PHY Application & Renewal Fees 0.72 Underestimated growth and renewals
9 AMS Application & Renewal Fees 14.00 Underestimated by 18 permits
10 DME Application & Renewal Fees 4.52 Underestimated growth and renewals
11 EDK Application & Renewal Fees 6.88 Underestimated by 33 permits
12 CDS Application & Renewal Fees 8.27 New group of licensees - medical interns
13 Credential Reinstatement Fee 15.96 Underestimated by 20 applicants
14 Delinquent Renewal (people) 25.23 Underestimated reinstatements
15 Delinquent Renewal (places) 21.18 Underestimated reinstatements
16 Duplicate credentials 39.17 Underestimated demand
17 PST Original Certificate 8.65 Underestimated demand by 7 certificates
18 PST Silver Certificate 0.00 Lucky guess
19 Law Books & Supplements 155.00 Underestimated demand
20 Official Lists of Licensees 40.00 Underestimated by 40 lists
21 Document Copies 23.14 Underestimated demand
22 Document Certification 64.52 Underestimated demand
23 Inspection Services 0.00 No requests from U.S. CPSC
24 PNT Experience Certifications 165.00 Underestimated demand by 33 requests
25 Disposal of Assets 0.00 No equipment surplused this year
26 NSF Fee Recoveries 50.00 Underestimated incidence of NSF checks
27 Handling & Mailing Fees 35.60 Underestimated demand
28 Administrative Hearing Fees 2.42 Underestimated caseload by 3 cases
29 Fines (3.39) Overestimated assessments
30 Cost Recoveries 0.52 Underestimated cost recoveries
31 PMP Assessments 6.89 Understimate related to new CDS licenses for interns
32 Miscellaneous 11.71 Understimated minor revenue
33 Total Revenue 3.78 Understimated total revenue

Account Name Comment

Revenue



Louisiana Board of Pharmacy
Fiscal Year 2017-2018
Budget Variance Notes

Notes % Variance

34 Equipment Rentals (5.04) Reduction in use of color printing
35 Equipment Maintenance (23.10) Overestimated need
36 Telephone 11.12 Underetimated utilization
37 Printing (7.96) Deferred some year-end projects
38 Postage 0.13 Close estimate
39 Dues & Subscriptions (6.63) Overestimated needs
40 Financial Service Charges 0.53 Underestimated use of online renewals
41 Office Meeting Expenses 11.27 Underestimated costs of meeting security
42 Office Supply Expenses (2.13) Overestimated need for supplies
43 Utilities 12.22 Underestimated use  
44 Civil Service Assessments (DSCS) (0.55) Premium set by state
45 Office Insurance (ORM) (0.47) Premium set by state
46 Depreciation of Fixed Assets (12.58) Overestimated amount of depreciation
47 Acquisitions (84.75) Deliberate deferrals
48 Miscellaneous Expenses 0.00 No items without accounting codes
49 Salaries for Employees 2.55 Overtime related to audit and credential growth
50 Wages for Temporary Labor (30.82) Overestimated need for student labor
51 Payroll Taxes (FICA & FUTA) (12.87) Overestimate related to temp labor use
52 Health Insurance (SEGBP) (7.00) Consistently at 11% of salaries
53 Pension Plan (LASERS) 29.23 Premium set by state; includes inflows + outflows
54 OPEB (7.99) Premium set by state
55 Board Member Per Diem (10.21) Overestimated meeting activity
56 Accounting Services (5.82) Overestimated cost of services
57 Legal Services (41.81) Overestimated cost of services
58 Information Systems (12.71) Overestimated need for special support services
59 Prescription Monitoring Program (6.30) Overestimated need for special support services
60 Property Management (77.48) Timing issue for expenses related to renovation
61 Staff - Executive Director (27.31) Overestimated cost of meeting travel
62 Staff - General Counsel 20.21 Underestimated cost of meeting travel
63 Staff - Asst. Exec. Director (64.45) Overestimated cost of meeting travel
64 C.O. - Travel (37.75) Overestimated cost of field travel
65 C.O. - Rental Cars (14.29) Overestimated need
66 C.O. - Fuel for Rental Cars (2.71) Overestimated cost 
67 C.O. - Conference Travel (31.02) Limited to USP 795/797/800 training
67 House Staff - Travel & Education * No travel by house staff
69 Mileage - entire staff 15.56 Underestimated mileage for staff
70 Board - Meeting Expenses 0.78 Close estimate
71 Board - Committee Expenses 11.48 Underestimated committee meeting activity
72 Board - Conference Travel (35.37) Overestimated conference meeting activity
73 Board - President's Expenses (54.57) Overestimated meeting travel
74 Mileage - Board & President 3.59 Underestimated mileage for members
75 Total Expenses 0.12 Underestimated total expenses

76 Total Revenue 4.8% increase over FY 17
77 Total Expenses 9.1% increase over FY 17
78 Net Ordinary Income 49.5% decrease from FY 17
79 Investments Includes $50,289 in interest income + loss in value
80 Net Income 57.2% decrease from FY 17

Summary

Account Name Comment

Expenses



Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Schedule A - Hurricane Katrina/Rita Pharmacy Relief Fund

Statement of Assets, Liabilities & Equity FY 16-17 FY 17-18
Q4 06/30/2017 Q4 06/30/2018

ASSETS
Current Assets

Hancock Bank - Checking Account 83,389 0

TOTAL ASSETS 83,389 0

LIABILITIES
Current Liabilites 0 0

EQUITY
Retained Earnings 83,305 0
Net Income 84 0

TOTAL LIABILITIES & EQUITY 83,389 0

Statement of Receipts & Disbursements FY 16-17 FY 17-18
Q4 06/30/2017 Q4 06/30/2018

RECEIPTS
FEMA - Funds for payment of claims 8,920,812 0
FEMA - Administrative allowance 81,103 0
Pharmacies - reversal of claims 430,138 0
Interest income 22,314 0

TOTAL RECEIPTS 9,454,367 0

DISBURSEMENTS
Claims paid to pharmacies 8,920,812 0
Reversed claim funds returned 430,138 0
Reversed administrative allowance returned 7,338 0
Interest earned on reversed admin. allowance returned 12,690 0

TOTAL DISBURSEMENTS 9,370,978 0

FUND BALANCE 83,389 0

Note: These funds are held in an account separate and apart from the Board's
operating funds.  Further, all recordkeeping is kept separate from the Board's
general fund records.  At the conclusion of the audit exposure period, any
funds remaining will be transferred to the Board's operating account.



Louisiana Board of Pharmacy
Fiscal Year 2017-2018

Summary of Board Actions

Date Action

11/15/2016 Original Budget - Finance Committee Approval

11/16/2016 Original Budget - Board Approval

8/22/2017 Budget Amendment #1 - Finance Committee Approval

8/23/2017 Budget Amendment #1 - Board Approval

5/22/2018 Budget Amendment #2 - Finance Committee Approval

5/23/2018 Budget Amendment #2 - Board Approval

Acceptance of Final Report
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Louisiana Board of Pharmacy

Cumulative Fund Balance Reports

FY 98-99 FY 99-00 FY 00-01 FY 01-02 FY 02-03 FY 03-04 FY 04-05 FY 05-06 FY 06-07 FY 07-08
Actual Actual Actual Actual Actual Actual Actual Actual Actual Actual

Beginning Fund Balance 910,394 1,127,239 1,267,076 1,351,191 1,521,807 1,588,141 1,478,412 1,587,349 1,677,669 2,077,236

Total Income 984,414 1,030,423 1,168,798 1,200,575 1,223,872 1,274,804 1,524,411 1,627,306 2,228,918 2,657,168

Total Expenses 767,569 890,586 1,084,683 1,029,959 1,170,252 1,384,533 1,415,474 1,536,986 1,829,351 2,184,076

Ending Fund Balance 1,127,239 1,267,076 1,351,191 1,521,807 1,588,141 1,478,412 1,587,349 1,677,669 2,077,236 2,550,328

Reservations of Fund Balance 48,884 102,368 476,000 524,000 1,210,000 1,245,000 1,300,000 1,300,000 1,400,000 2,050,000

Unreserved Fund Balance 1,078,355 1,164,708 763,515 997,807 378,141 233,412 287,349 377,669 677,236 500,328

FY 08-09 FY 09-10 FY 10-11 FY 11-12 FY 12-13 FY 13-14 FY 14-15 FY 15-16 FY 16-17 FY 17-18
Actual Actual Actual Actual Actual Actual Actual Actual Actual Actual

 
Beginning Fund Balance 2,550,328 2,607,575 2,715,185 2,810,463 2,936,874 3,225,350 (620,086) 363,796 1,293,857.73 1,493,402.25

Total Income 2,570,282 2,706,829 2,808,468 2,775,418 2,849,249 3,059,394 3,615,033 3,512,690 3,191,751.77 3,348,540.33

Total Expenses 2,513,035 2,599,219 2,713,190 2,649,007 2,560,773 2,764,020 2,631,151 2,582,629 2,992,207.25 3,263,182.48

GASB Restatements (4,140,810) (751,686.00)
(GASB-68) (GASB-75)

Ending Fund Balance 2,607,575 2,715,185 2,810,463 2,936,874 3,225,350 (620,086) 363,796 1,293,857 1,493,402.25 827,074.10

Reservations of Fund Balance 1,900,000 1,650,000 1,650,000 500,000 750,000 2,162,000 1,272,000 772,000 1,750,000.00 1,750,000.00

Unreserved Fund Balance 707,575 1,065,185 1,160,463 2,436,874 2,475,350 (2,782,086) (908,204) 521,857 (256,597.75) (922,925.90)



Louisiana Board of Pharmacy

Cumulative Fund Balance Reports
FY 18-19 FY 19-20 FY 20-21 FY 21-22 FY 22-23 FY 23-24 FY 24-25 FY 25-26 FY 26-27 FY 27-28
Actual Actual Actual Actual Actual Actual Actual Actual Actual Actual

Beginning Fund Balance 827,074.10

Total Income

Total Expenses

GASB Restatements

Ending Fund Balance

Reservations of Fund Balance

Unreserved Fund Balance

FY 28-29 FY 29-30 FY 30-31 FY 31-32 FY 32-33 FY 33-34 FY 34-35 FY 35-36 FY 36-37 FY 37-38
Actual Actual Actual Actual Actual Actual Actual Actual Actual Actual

 
Beginning Fund Balance

Total Income

Total Expenses

GASB Restatements

Ending Fund Balance

Reservations of Fund Balance

Unreserved Fund Balance
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Louisiana Board of Pharmacy
FY 2018-2019 Budget

FY 18-19 FY 18-19
Acct. No. Original BA-1 Notes

Licensing Fees
4206 PST License Application Fee 180,000.00 180,000.00
4153 PST License Reciprocity Application Fee 52,500.00 46,000.00 1
4201 PST License Renewal Fee 830,000.00 850,000.00 2
4350 PNT Registration Application Fee 3,000.00 3,000.00
4208 PTC Registration Application Fee 42,500.00 35,000.00 3
4152 CPT Certificate Application Fee 55,000.00 55,000.00
4204 CPT Certificate Renewal Fee 340,000.00 340,000.00
4301 PHY Permit Application & Renewal Fee 285,000.00 285,000.00
4304 AMS Registration Application & Renewal Fee 20,000.00 23,000.00 4
4306 DME Permit Application & Renewal Fee 85,000.00 87,000.00 5
4303 EDK Permit Application & Renewal Fee 12,000.00 13,000.00 6
4302 CDS License Application & Renewal Fee 475,000.00 510,000.00 7

4205+07+305 Credential Reinstatement Fee 30,000.00 30,000.00
4252+56 Delinquent Renewal Fee (people) 13,000.00 13,000.00
4251+54 Delinquent Renewal Fee (places) 9,000.00 12,000.00 8

Sales of Goods and Services
4452 Product Charge for Duplicate Credentials 4,000.00 4,000.00
4459 Product Charge for PST Original Certificate 6,300.00 7,000.00 9
4453 Product Charge for PST Silver Certificate 300.00 500.00 10
4402 Product Charge for Law Book & Supplement 0.00 500.00 11
4461 Product Charge for Official List of Licensees 18,000.00 21,000.00 12
4462 Product Charge for Document Copies 200.00 900.00 13
4460 Service Charge for Document Certification 4,500.00 5,000.00 14
4458 Service Charge for Inspection Services 2,000.00 0.00 15
4466 Service Charge for PNT Practical Experience 0.00 100.00 16
4457 Disposal of Assets 0.00 0.00

Administrative Fees
4454 Administrative Fee for NSF Items 500.00 500.00
4463 Administrative Fee for Handling & Mailing 200.00 500.00 17

Enforcement Activities
4102 Enforcement: Administrative Hearing Fee 22,000.00 32,000.00 18
4501 Enforcement: Fines 200,000.00 300,000.00 19
4502 Enforcement: Cost Recoveries 10,000.00 17,000.00 20

Prescription Monitoring Program (PMP)
4660 Assessments 520,000.00 560,000.00 21

Grants
?? Private Grants 0.00 81,000.00 22

4455 Miscellaneous 1,000.00 1,000.00

TOTAL REVENUE 3,221,000.00 3,513,000.00 23

Revenue



Louisiana Board of Pharmacy
FY 2018-2019 Budget

FY 18-19 FY 18-19
Acct. No. Original BA-1 Notes

Operations
5321 Equipment Rentals 17,000.00 16,000.00 24
5330 Equipment Maintenance 3,000.00 3,000.00
5370 Telephone 16,000.00 17,000.00 25
5305 Printing 28,000.00 28,000.00
5300 Postage 53,000.00 58,000.00 26
5190 Dues & Subscriptions 12,000.00 12,000.00
5381 Financial Service Charges 60,000.00 61,000.00 27
5260 Office Meeting Expenses 1,000.00 15,000.00 28
5280 Office Supply Expenses 22,000.00 22,000.00
5390 Utilities 10,000.00 11,000.00 29
5125 Civil Service Assessment (DSCS) 7,000.00 7,000.00
5230 Office Insurance (ORM) 12,000.00 17,000.00 30
5180 Depreciation of Fixed Assets 60,000.00 55,000.00 31
5105 Acquisitions 25,000.00 20,000.00 32
5270 Miscellaneous 0.00 0.00

Personal Services
5350 Salaries for employees 1,590,000.00 1,745,000.00 33
5296 Wages for temporary labor 20,000.00 20,000.00
5290 Payroll Taxes (FICA + FUTA) 32,000.00 35,000.00 34
5220 Health Insurance Premiums (SEGBP) 191,000.00 192,000.00 35
5340 Pension Plan Premiums (LASERS) 640,000.00 698,000.00 36
5400 Other Post Employment Benefits (OPEB) 40,000.00 40,000.00
5152 Board Member Per Diem 30,000.00 32,000.00 37

Professional Services
5110 Accounting & Expense Reimbursement 30,000.00 30,000.00
5250 Legal & Expense Reimbursement 60,000.00 60,000.00
5295 Information Systems 130,000.00 130,000.00
5600 Prescription Monitoring Program 100,000.00 100,000.00
?? Drug Price Transparency Website 0.00 81,000.00 38

5297 Property Management 30,000.00 150,000.00 39
Staff Expenses

5361 Executive Director 10,000.00 5,000.00 40
5373 Assistant Executive Director 10,000.00 5,000.00 41
5365 General Counsel 10,000.00 10,000.00
5363 Compliance Officer - Travel 6,000.00 6,000.00
5371 Compliance Officer - Rental Cars 13,000.00 13,000.00
5372 Compliance Officer - Fuel for Rental Cars 4,000.00 4,000.00
5368 Compliance Officer - Conference Travel 12,000.00 12,000.00
5366 House Staff Education & Travel 1,000.00 1,000.00

5362+64+67+74 Mileage - entire staff 20,000.00 24,000.00 42
Board Expenses

5153 Board Meeting Expenses 17,000.00 20,000.00 43
5155 Committee Expenses 8,000.00 11,000.00 44
5154 Conference Travel Expenses 23,000.00 20,000.00 45

5286+87 President's Expenses 8,000.00 8,000.00
5151+5288 Mileage - Members & President 17,000.00 18,000.00 46

TOTAL EXPENSES 3,378,000.00 3,812,000.00 47

Expenses



Louisiana Board of Pharmacy
FY 2018-2019 Budget

FY 18-19 FY 18-19
Original BA-1

Total Revenue 3,221,000.00 3,513,000.00

Total Expenses 3,378,000.00 3,812,000.00

Net Ordinary Income (157,000.00) (299,000.00)

Other Income & Expenses

Investments 0.00 0.00

Reserve Account Withdrawal 157,000.00 299,000.00

Net Income 0.00 0.00

FY 17-18 FY 18-19 FY 18-19
Actual Original BA-1

Beginning Fund Balance 1,493,402.25 1,293,857.00  827,074.10

Total Income 3,348,540.33 3,210,000.00 3,513,000.00

Total Expenses 3,263,182.48 3,210,000.00 3,812,000.00

GASB-75 Restatement (751,686.00)

Ending Fund Balance 827,074.10 1,293,857.00 528,074.10

Reservations of Fund Balance 1,750,000.00 1,750,000.00 1,750,000.00

Unreserved Fund Balance (922,925.90) (456,143.00) (1,221,925.90)

Unfunded Pension Liability 1,000,000.00 1,000,000.00 1,000,000.00
Unfunded OPEB Liability 500,000.00 500,000.00 600,000.00
Compensated Absences 150,000.00 150,000.00 150,000.00
Building Renovation & Repair 100,000.00 100,000.00 0.00

Total 1,750,000.00 1,750,000.00 1,750,000.00

Summary



Louisiana Board of Pharmacy
FY 2018-2019 Budget

Revenue
1 Using historical data, estimate 306 reciprocity applicants @ $150 each.
2 Using historical data, estimate 8,500 pharmacists renewing @ $100 each.
3 Using historical data, estimate 1,400 technician candidate applicants @ $25 each.
4 Using historical data, estimate 153 applications for AMS registration @ $150 each.
5 Using historical data, estimate 696 DME permits renewing @ $125 each.
6 Using historical data, estimate 520 EDK permits renewing @ $25 each.
7 Using historical data; new applicant pool of medical interns/residents.
8 Using historical data for delinquent renewal fees.
9 Using historical data, estimate 93 orders for original certificates @ $75 each.
10 Using historical data, estimate 5 orders for silver certificates @ $100 each.
11 Using historical data, estimate 33 orders for law book supplements @ $15 each.
12 Using historical data, estimate 140 orders of official lists @ $150 each.
13 Using historical data for copies of documents.
14 Using historical data for document certification requests.
15 No pending requests from U.S. Consumer Product Safety Commission for inspections.
16 In lieu of historical data, estimate few requests for interns to certify hours to other states.
17 Using historical data for handling and mailing fees.
18 Using historical data, estimate 128 cases with administrative hearing fees of $250 each,
19 Using historical data, estimate 14% increase in fine revenue.
20 Using historical data for recovery of investigative costs.
21 Using historical data, estimate 22,400 PMP assessements @ $25 each.
22 Estimated costs for new website from ULM-COP; to be funded by grant from PhRMA.
23 Reflects 9% increase over original budgeted revenue.

Expenses
24 Using historical data for equipment rental charges.
25 Using historical data for telephone expenses.
26 Using historical data for postage costs, including one board member election.
27 Using historical data for financial service charges (credit card fees for online renewals).
28 Using historical data for office meeting expenses; now includes security officer expenses.
29 Using historical data for utilities.
30 Significant increase due to state's revised assessment of office building and property.
31 Using historical data for depreciation of fixed assets.
32 Standard allowance for replacement of office computer systems at end-of-life cycles.
33 See Schedule A for salary data; includes 3 new positions and performance adjustments.
34 Calculated value: 2% of salaries + temp labor, for payroll taxes.
35 Calculated value: 11% of salaries, for health insurance premiums.
36 Calculated value: 40% of salaries, for pension premiums.
37 Using historical data for board member per diem payments.
38 Estimated costs from ULM-COP for drug price transparency website.
39 Includes $120,000 remaining costs for office renovation project.
40 Reduction available from travel funded by other entities.
41 Reduction available from travel funded by other entities.
42 Using historical data for mileage expenses for staff, primarily for compliance officers.
43 Using historical data for board meeting expenses.
44 Using historical data for board committee meeting expenses.
45 Although higher than previous fiscal year, this is a return to the historical allowance.
46 Using historical data for mileage expenses for board members.
47 Reflects 13% increase over original budget; 28% of the increase is non-recurring.

Notes



Louisiana Board of Pharmacy
FY 2018-2019 Budget

Date Action

11/14/2017 Original Budget - Finance Committee Approval

11/15/2017 Original Budget - Board Approval

8/14/2018 Budget Amendment #1 - Finance Committee Approval

8/15/2018 Budget Amendment #1 - Board Approval

Budget Amendment #2 - Finance Committee Approval

Budget Amendment #2 - Board Approval

Acceptance of Final Report

Board Action Summary



 
NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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Application Review Committee 
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NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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Reciprocity Committee 
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NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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Violations Committee 
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NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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ABAM – American Board of Addiction Medicine                ABPN – American Board of Psychiatry & Neurology 
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ Facsimile 225.925.6499 

www.pharmacy.la.gov ~ E-mail: info@pharmacy.la.gov   
 
 

Roster of Approved Addictionists 
 
 
Richard P. Amar, MD     La. License No. 049558 
Talbott Recovery Center     Issued: 12-08-2000 Expires: 04-30-2019 
5448 Yorktowne Drive     Status:  Active and unrestricted 
Atlanta, GA 30349     Certification:  ABPN No. 002041 
Telephone (844) 225-3097     Issued: 10-12-2010 Expires: 10-12-2020 
 
 
Daniel S. Aronow, MD     Cal. License No. A63273 
Podiatry Institute of Southern California   Issued: 08-15-1997 Expires: 10-31-2018 
9808 Venice Blvd Ste 600     Status:  Active and unrestricted 
Culver City, CA 90232     Certification: ABAM No. 2012025 
Telephone (310) 204-2300     Issued: 12-15-2012 Expires: 12-15-2022 
 
 
Roy D. Ary, Jr., MD     La. License No. MD.09977R 
BioBehavioral Medicine, Inc.    Issued: 07-29-1993 Expires: 08-31-2018 
4933 Wabash Street     Status:  Active and unrestricted 
Metairie, LA 70001     Certification:  ABAM No. 000870 
Telephone (504) 780-2766     Issued: 03-12-2009 Expires: 12-31-2019 
  
 
Navjyot S. Bedi, MD     Ga. License No. 055658 
Talbott Recovery Center     Issued: 12-03-2004 Expires: 04-30-2019 
5448 Yorktowne Drive     Status:  Active and unrestricted 
Atlanta, GA 30349     Certification:  ABAM No. 002509  
Telephone (844) 225-3097     Issued: 05-02-2009 Expires: 12-31-2019 
 
 
Joan E. Brunson, MD     La. License No. MD.017125 
Edgefield Recovery Center    Issued: 06-16-1983 Expires: 09-30-2018 
10631 Hwy. 71 North     Status:  Active and unrestricted (D)  
Cheneyville, LA 71325     Certification:  ABAM No. 000999 
Telephone (888) 327-2673     Issued: 03-12-2008 Expires: 12-31-2018 
 
 
José Calderón-Abbo, MD     La. License No. MD.14816R 
The Mind-Body Center of Louisiana   Issued: 10-22-2002 Expires: 01-31-2019 
3439 Magazine Street     Status:  Active and unrestricted 
New Orleans, LA 70115     Certification:  ABAM No. 000881 
Telephone (504) 891-8808     Issued: 03-12-2009 Expires: 03-12-2019 
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Louis Cataldie, MD     La. License No. MD.012613 
3535 Brentwood Drive     Issued: 06-13-1974 Expires: 08-31-2018 
Baton Rouge, LA 70806     Status:  Active and unrestricted (D) 
Telephone (225)       Certification:  ABAM No. 003000 
Facsimile       Issued: 05-02-2009 Expires: 05-02-2019 
 
 
John R. Colaluca, DO     La. License No. DO.021805 
Palmetto Recovery Center     Issued: 07-01-1993 Expires: 09-30-2018 
86 Palmetto Road      Status:  Active and unrestricted (D) 
Rayville, LA  71269     Certification:  ABAM No. 000886 
Telephone (318) 728-2970     Issued: 03-12-2009 Expires: 03-12-2019 
 
 
J. David Hammond, Jr., MD    La. License No. MD.022970 
Palmetto Recovery Center     Issued: 07-01-1996 Expires: 07-31-2018 
86 Palmetto Road      Status:  Active and unrestricted 
Rayville, LA 71269     Certification:  ABAM No. 2014243 
Telephone (318) 728-2970     Issued: 11-15-2014 Expires: 11-15-2024 
 
 
Dean A. Hickman, MD     La. License No. MD.020992 
Ochsner Medical Center     Issued: 08-06-1990 Expires: 01-31-2019  
1514 Jefferson Highway, BH-4    Status:  Active and unrestricted 
New Orleans, LA 70121     Certification:  ABPN No. 001163 
Telephone (504) 842-3842     Issued: 04-08-1997 Expires: 12-31-2018 
 
 
Oksana V. Kershteyn, MD     Ga. License No. 065470 
Talbott Recovery Center     Issued: 01-07-2011 Expires: 03-31-2020 
5448 Yorktowne Drive     Status:  Active and unrestricted 
Atlanta, GA 30349     Certification:  ABPN No. 064327 
Telephone (844) 225-3097     Issued: 05-18-2012 Expires: 05-18-2022 
 
 
Edward C. LaFleur, MD     La. License No. MD.025580 
Victory Addiction Recovery Center    Issued: 09-01-2002 Expires: 03-31-2019 
111 Liberty Avenue     Status:  Active and unrestricted 
Lafayette, LA 70508     Certification:  ABAM No. 2014630 
Telephone (888) 991-2237     Issued: 11-15-2014 Expires: 11-15-2024 
 
 
Scott D. Mayers, MD     La. License No. MD.202066 
Victory Addiction Recovery Center    Issued: 06-16-2008 Expires: 11-30-2018 
111 Liberty Avenue     Status:  Active and unrestricted 
Lafayette, LA 70508     Certification:  ABAM No. 2014362 
Telephone (888) 991-2237     Issued: 11-15-2014 Expires: 11-15-2024 
 
 
Jay L. Piland, Sr., MD     La. License No. MD.022337 
Palmetto Recovery Center     Issued: 08-23-1995 Expires: 03-31-2019 
86 Palmetto Road      Status:  Active and unrestricted (D) 
Rayville, LA 71269     Certification:  ABAM No. 2010367 
Telephone (318) 728-2970     Issued:  12-11-2010 Expires: 12-11-2020 
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Arwen L. Podesta, MD     La. License No. MD.200907 
4322 Canal Street , No. 9     Issued: 06-01-2006 Expires: 09-30-2018 
New Orleans, LA 70119     Status:  Active and unrestricted 
Telephone  (504) 252-0026    Certification:  ABPN No. 006208 
Facsimile (504) 322-3856     Issued:  06-03-2011 Expires:  06-03-2021 
 
 
 
Alphonse K. Roy, III, MD     La. License No. MD.012078    
BioBehavioral Medicine, Inc.    Issued: 06-15-1972 Expires: 09-30-2018 
4933 Wabash Street     Status:  Active and unrestricted 
Metairie, Louisiana 70001     Certification:  ABAM No. 000088 
Telephone (504) 780-2766     Issued: 1986  (Issues prior to 1998 do not expire) 
 
 
Kelly A. Scheinberg, MD     Ga. License No. 067608 
Talbott Recovery Center     Issued: 03-29-2012 Expires: 05-31-2019 
5448 Yorktowne Drive     Status:  Active and unrestricted 
Atlanta, GA 30349     Certification:  ABPN No. 002323 
Telephone (844) 225-3097     Issued: 09-29-2014 Expires: 09-29-2024 
 
 
Ronald V. Taravella, MD     La. License No. MD.016298 
7777 Hennessy Boulevard, Suite 302   Issued: 08-16-1981 Expires: 08-31-2018 
Baton Rouge, LA  70808     Status:  Active and unrestricted (D) 
Telephone (225) 767-4668     Certification:  ABPN No. 039750 
Facsimile (225) 765-3430     Issued: 06-30-1994 (Issues prior to 1998 do not expire)  
 
 
Chad W. Trosclair, MD     La. License No. MD.024643 
Southern Addiction Medicine Services   Issued: 03-22-2000 Expires: 05-31-2019 
1018 Creek Court      Status: Active and unrestricted 
Mandeville, LA 70448     Certification: ABAM No. 000983 
Telephone (504) 905-2965     Issued: 03-12-2009 Expires: 03-12-2019 
  
 
Jennifer R. Velander, MD     La. License No. MD.300460 
Ochsner Medical Center     Issued: 11-04-2015 Expires: 11-30-2018 
1514 Jefferson Hwy.     Status:  Active and unrestricted 
New Orleans, LA 70121     Certification:  ABPN No. 002346 
Telephone (504) 842-4025     Issued: 09-29-2014 Expires: 09-29-2024 
 
 
Jay A. Weiss, MD     La. License No. MD.12286R  
Palmetto Recovery Center     Issued: 06-18-1997 Expires: 09-30-2018 
86 Palmetto Road      Status:  Active and unrestricted 
Rayville, LA  71269     Certification:  ABAM No. 000853 
Telephone (318) 728-2970     Issued: 03-12-2009 Expires: 12-31-2019 
 
 
Bob Winston, MD     La. License No. MD.11569R 
2020 W. Pinhook Rd., Ste 504    Issued: 12-07-1995 Expires: 04-30-2019 
Lafayette, LA 70508     Status:  Active and unrestricted 
Telephone (337) 593-0830     Certifications:  ABPN No. 029746 
Facsimile (337) 593-0122     Issued:  11-30-1987 (Issues prior to 1998 do not expire) 



 
NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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NOTICE: In compliance with Act 2018-655 of the Louisiana Legislature, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about the 
Board’s actions or procedures. You may submit such complaints to one or more of the following: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr., Baton Rouge, La 
70809; 225.925.6496; info@pharmacy.la.gov (2)Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; Baton Rouge, LA 70804; 
225.342.2403; obriens@legis.la.gov (3)Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, LA 70804; 225.342.9845; s&g@legis.la.gov 
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Baton Rouge, Louisiana  70809-1700 
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M E M O R A N D U M 

 
To:  Board Members 
 
From:  Malcolm Broussard 
 
Date:  August 15, 2018 
 
Re:  Board Review of Public Comments re Proposed Rule on PBMs 
 
 
When the Board published its Notice of Intent to promulgate a new subchapter of rules to 
license and regulate pharmacy benefit managers, the Board invited public comments and 
testimony on the proposed rule during its public hearing held on June 25, 2018.  The Board must 
now review the comments and testimony and make the following determinations: 

•  How to reply to each of the commentators; and  
•  Whether or not the comments and testimony offered warrant any revisions of the 

proposed rule, and if so, what those revisions are. 
 
You must then select one of the following options: 
(1) Publish the proposed revisions and then schedule a second hearing to receive comments on 
those proposed revisions;  
(2) Make no changes and continue the promulgation process by submitting a comprehensive 
report to the Joint Legislative Oversight Committee on Health & Welfare [the report will contain 
this file along with your replies to the commentators]; 
(3) Pause the promulgation process for some period of time, or  
(4) Withdraw the proposed rule. 
 
This file contains the following documents: 

1. Proposed Rule – LAC 46:LIII.2471 through 2477   Page 2 
2. Summary of Testimony and Public Comments   Page 6 
3. Exhibit 1 – Letter from CVS Health     Page 8 
4. Exhibit 2 – Letter from Express Scripts    Page 12 
5. Exhibit 3 – Letter from PCMA      Page 52 
6. Exhibit 4 – Letter from LBGH      Page 104  
7. Exhibit 5 – Letter from LIPA      Page 157 
8. Exhibit 6 – Letter from PUTT      Page 158 
9. Exhibit 7 – Email from Peter Wolfe     Page 161 
10. Transcript from June 25, 2018 Public Hearing   Page 162 
11. Agenda from June 25, 2018 Public Hearing    Page 223 
12. Guest Register from June 25, 2018 Public Hearing   Page 224 
13. Notice of Intent published in May 2018 Louisiana Register  Page 228 
14. Fiscal & Economic Impact Statement for Proposed Rule  Page 239  

 

mailto:info@pharmacy.la.gov
mailto:obriens@legis.la.gov
mailto:s&g@legis.la.gov
mailto:info@pharmacy.la.gov


 

Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 24.  Limited Service Providers   7 
 8 
… 9 
 10 
Subchapter F.  Pharmacy Benefit Managers 11 
 12 
§2471.  Definitions 13 

A. The following terms shall have the meaning ascribed to them in this Section: 14 
1. “Health insurance plan” means an individual or group plan or program, whether commercial, 15 

self-insured, or mandated or sponsored by any federal, state, or local government, which is 16 
established by contract, certificate, law, plan, policy, subscriber agreement, or by any other 17 
method and which is entered into, issued, or offered for the purpose of arranging for, delivering, 18 
paying for, providing, or reimbursing any of the costs of health or medical care, including 19 
pharmacy services, drugs, or devices. 20 

2. “Pharmacy benefit management plan” or “pharmacy benefits program” means a plan or program 21 
that pays for, reimburses, covers the cost of, or otherwise provides for pharmacist services or 22 
drugs or devices to individuals who reside in or are employed in Louisiana.  23 

3. “Pharmacy benefit manager” or “PBM” means any person or other entity who administers the 24 
prescription drug or device program of one or more health insurance plans on behalf of a third 25 
party in accordance with a pharmacy benefit program.  This term includes any agent or 26 
representative of a pharmacy benefit manager, hired or contracted by the pharmacy benefit 27 
manager to assist in the administering of the drug program. 28 

  29 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 30 
HISTORICAL NOTE:  Promulgated by the Department of Health, Board of Pharmacy, LR  31 
 32 
§2473.  Pharmacy Benefit Manager Permit; Activities; Prohibitions 33 

A. Any pharmacy benefit manager who, pursuant to a contract or under an employment relationship with 34 
a carrier, health benefit plan sponsor, or other third-party payer, either directly or through an 35 
intermediary, manages the drug or device coverage or other pharmacy benefits provided by the carrier, 36 
plan sponsor, or other third-party payer, shall be permitted by the board. 37 

B. A pharmacy benefit manager permit shall authorize the permit holder to administer pharmacy benefit 38 
management services. 39 

C. Pharmacy benefit management services include, but are not limited to: 40 
1. Development, maintenance, and/or administration of drug formularies; 41 
2. Development, maintenance, and/or administration of step therapy procedures; 42 



 

3. Development, maintenance, and/or administration of utilization management and utilization 43 
reviews; 44 

4. Development, maintenance, and/or administration of drug regimen reviews; 45 
5. Development, maintenance, and/or administration of quality care dosing services; 46 
6. Development, maintenance, and/or administration of prescription drug management programs and 47 

the contracting with pharmacies for same; 48 
7. Development, maintenance, and/or administration of disease management programs; 49 
8. Administration, processing, and/or payment of claims for prescription drugs; 50 
9. Processing of prior authorization requests; 51 
10. Adjudication of appeals and/or grievances related to prescription drug coverage; and 52 
11. Any other act, service, operation, or transaction incidental to or forming a part of the 53 

compounding, filling, dispensing, exchanging, giving, offering for sale, or selling drugs, 54 
medicines, poisons or devices in this state by pharmacists or pharmacies, pursuant to a 55 
prescription or an order of physicians, dentists, veterinarians, or other licensed practitioners, 56 
requiring, involving, or employing the science or art of any branch of the pharmacy profession, 57 
study, or training.   58 

D. The provisions of R.S. 37:1232(A) and Section 2303 of this Part notwithstanding, the pharmacy 59 
benefit manager need not hold a resident pharmacy permit in the state in which it is located prior to 60 
applying for a pharmacy benefit manager permit.  However, should the pharmacy benefit manager not 61 
hold a resident pharmacy permit in the state in which it is located, the pharmacy benefit manager shall 62 
be subject to an inspection by the board or its designated agent, in compliance with the provisions of 63 
R.S. 37:1232(C).  64 

E. The board shall not issue a pharmacy benefit manager permit to any person or other entity which has 65 
not yet registered with the Louisiana Secretary of State to conduct business within the state. 66 

F. When the pharmacy benefit manager permit is issued, it shall be valid only for the owner and specific 67 
location noted on the application and recorded on the permit, and the permit shall not be valid for any 68 
premises other than the physical location to which it was issued. 69 

G. A pharmacy benefit manager permit is not transferable from the original owner.  The permit shall not 70 
be subject to sale, assignment or other transfer, voluntary or involuntary.  Moreover, in the event the 71 
ownership of the pharmacy benefit manager changes by 50 percent or more after the initial issuance of 72 
the permit, the ownership will be deemed sufficiently different as to require a new pharmacy benefit 73 
manager permit.  The continued operation of a pharmacy benefit manager permit after its ownership 74 
has changed by more than 50 percent shall constitute sufficient basis for the board to issue a finding for 75 
the operation of a pharmacy benefit manager without a valid permit, in violation of  R.S. 37:1241 76 
(A)(12). 77 

H. Any pharmacy benefit manager may request an exemption from the requirement of this Section.  78 
 79 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 80 
HISTORICAL NOTE:  Promulgated by the Department of Health, Board of Pharmacy, LR 81 



 

 82 
§2475.  Licensing Procedures 83 

A. Application for Initial Issuance of Permit 84 
1. The board shall develop an application form suitable for the pharmacy benefit manager permit.  85 

The board may revise that application form on its own initiative in order to collect the information 86 
it deems necessary to properly evaluate an applicant. 87 

2. The board shall not process applications received by facsimile, or that are incomplete, or 88 
submitted with the incorrect fee. 89 

3. Once received by the board, an application for the permit shall expire one year thereafter.  Fees 90 
attached to an expired application shall be forfeited by the applicant and deposited by the board. 91 

4. In the event any information contained in the application or accompanying documents changes 92 
after being submitted to the board and before the issuance of the permit, the applicant shall 93 
immediately notify the board in writing and provide corrected information. 94 

5. The applicant may be required to personally appear before the board or one of its committees prior 95 
to any decision on the permit application. 96 

6. Upon approval of the application, the board shall issue the pharmacy benefit manager permit to the 97 
applicant.  98 

B. Application for Renewal of Permit 99 
1. All pharmacy benefit manager permits shall expire at midnight on August 31 of every year, 100 

regardless of the date of its initial issuance. 101 
2. The board shall not process applications received by facsimile, or that are incomplete, or 102 

submitted with the incorrect fee. 103 
3. In the event the pharmacy benefit manager does not submit a properly completed renewal 104 

application and fee to the board prior to the expiration of the permit, the permit shall be rendered 105 
null and void.  A pharmacy benefit manager shall not operate with an expired permit.  The 106 
continued operation of a pharmacy benefit manager with an expired permit shall constitute 107 
sufficient basis for the board to issue a finding for the operation of a pharmacy benefit manager 108 
without a valid permit, in violation of R.S. 37:1241(A)(12). 109 

4. An application for the late renewal of an expired pharmacy benefit manager permit that is received 110 
in the board office no later than 30 days after the expiration date of the permit may be processed 111 
by the board office provided the appropriate delinquent fee authorized in R.S. 37:1184 is included 112 
with the application. 113 

5. A pharmacy benefit manager permit not renewed by 30 days after the expiration date shall be 114 
automatically terminated by the board. 115 

6. An application for the reinstatement of a terminated pharmacy benefit manager permit shall be 116 
referred to the board’s reinstatement committee for its consideration. 117 

C. Application for Reinstatement of Lapsed, Suspended, or Revoked Permit 118 
1. The applicant shall complete the application form for this specific purpose supplied by the board 119 



 

2. The application shall be accompanied by the payment of the permit fee, delinquent renewal fee, 120 
and reinstatement fees authorized in R.S. 37:1184. 121 

3. Upon the receipt of a properly completed application form and fee, the board staff shall refer the 122 
application to the board’s reinstatement committee for its consideration and shall notify the 123 
applicant of the time and place for the committee meeting. 124 

D. Maintenance of Permit 125 
1. A pharmacy benefit manager permit shall be valid for the entity to whom it is issued and shall not 126 

be subject to sale, assignment or other transfer, voluntary or involuntary, nor shall the permit be 127 
valid for any premises other than the business location recorded on the permit. 128 

2. Upon receipt of a written request and payment of the fee authorized in R.S. 37:1184, the board 129 
shall issue a duplicate or replacement permit to the applicant; however, such duplicate or 130 
replacement permit shall not serve or be used as an additional or second permit. 131 

3. Prior to any change in the location of a pharmacy benefit manager, the owner of the permit shall 132 
submit an application form for that purpose supplied by the board and pay the appropriate fee 133 
authorized in R.S. 37:1184.  The board may require an inspection of the new location prior to the 134 
issuance of the permit for the new location.  The operation of a pharmacy benefit manager in a 135 
new location not approved by the board shall constitute sufficient basis for the board to issue a 136 
finding for the operation of a pharmacy benefit manager without a valid permit, in violation of 137 
R.S. 37:1241(A)(12). 138 

4. In the event the pharmacy benefit manager contemplates permanent closure of the pharmacy 139 
benefit manager business, the owner of the permit shall notify the board, in writing, 10 days prior 140 
to the anticipated date of closure and surrender its permit. 141 

 142 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 143 
HISTORICAL NOTE:  Promulgated by the Department of Health, Board of Pharmacy, LR  144 
 145 
§2477.  Applicable Laws and Regulations; Sanctions 146 

A. Any pharmacy benefit management service of a pharmacy benefit manager that adversely affects or 147 
impairs the health, safety, and welfare of a person who is a beneficiary of the pharmacy benefit 148 
program administered by the pharmacy benefit manager and who resides or works in this state or 149 
directly impairs the ability of a pharmacist or pharmacy to compound, fill, dispense, exchange, give, 150 
offer for sale, or sell drugs, medicines, poisons or devices to any such person shall be deemed a 151 
violation of R.S. 37:1241(A)(1), as well as a violation of any other applicable provisions of R.S. 152 
37:1241(A), providing cause for the board to take any of the actions permitted in R.S. 37:1241.  153 
Further, Louisiana pharmacy laws shall be applicable to regulation of the practice of pharmacy for that 154 
portion of the permitted pharmacy benefit manager’s Louisiana pharmacy practice or operation. 155 

 156 
AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182. 157 
HISTORICAL NOTE: Promulgated by the Department of Health, Board of Pharmacy, LR 158 
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Summary of Testimony & Public Comments 
re 

Regulatory Project 2018-1 ~ Pharmacy Benefit Managers 
at 

June 25, 2018 Public Hearing 
 
 
1.  June 21, 2018 letter from Jeffrey S. Sinko, on behalf of CVS Health 
Objects to the Board’s intent to license and regulate PBMs because 

• Board lacks statutory authority to adopt rules relative to PBMs; 
• Board lacks statutory authority to require PBMs to obtain a license; 
• PBMs are not engaged in the practice of pharmacy; and  
• Board’s judgment must not be influenced by economic interests of independent 

pharmacies. 
 
2.  June 20, 2018 letter from Jeffrey D. Jeter, on behalf of Express Scripts, Inc. 
Requested the Board to withdraw the proposed rule because 

• Board lacks statutory authority to license and regulate PBMs; 
• Attorney general opinion is flawed in its interpretation of the definition of pharmacy 

practice; 
• Proposed rule violates due process clause of the 14th Amendment of the US 

Constitution; 
• Proposed rule violates the Dormant Commerce Clause of the US Constitution; 
• Proposed rule violates the Supremacy Clause of the US Constitution; 
• Proposed rule violates the Sherman Antitrust Act; and 
• Proposed rule violates the La. Code of Governmental Ethics. 

 
3.  June 25, 2018 letter from Robert L. Rieger, Jr., on behalf of Pharmaceutical Care 
Management Association (PCMA) 
Opposes the promulgation of the proposed rule because 

• Board lacks statutory authority to license and regulate PBMs; 
• They do not agree with several aspects of the notice of intent and impact statements; 
• The Board members are not entitled to state action antitrust immunity; 
• The Board members are prohibited by the La. Code of Governmental Ethics from 

regulating PBMs; 
• Proposed rule is preempted by ERISA and Medicare Part D statutes in regards to certain 

benefits administered by PBMs; and 
• PBMs are already sufficiently regulated by the La. Dept. of Insurance. 

 
4.  June 25, 2018 letter from Cheryl Tolbert, President & CEO, Louisiana Business Group on 
Health (LBGH) 
Requested the Board to terminate the rulemaking project because 

• Regulation of PBMs by the Board will result in higher drug prices; 
• Proposed rule is preempted by ERISA; 
• Board lacks statutory authority to license and regulate PBMs; 
• Board members are not entitled to state action antitrust immunity; 
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• Board members are prohibited by La. Code of Governmental Ethics from regulating 
PBMs; and 

• PBMs are already licensed and regulated by the La. Dept. of Insurance. 
 
5.  June 25, 2018 letter from Randal Johnson, President & CEO, Louisiana Independent 
Pharmacies Association (LIPA) 
Supports the proposed rule without substantial changes.  Proposed rule focuses on the practice 
of pharmacy, for which the Board has statutory authority to license and regulate.  Supports the 
attorney general opinion which indicates some of the activities performed by PBMs constitute the 
practice of pharmacy and are therefore subject to the Board’s oversight. 
 
6.  June 25, 2018 letter from Monique M. Whitney, Executive Director, Pharmacists United for 
Truth and Transparency 
Requested the Board incorporate procedures to increase the transparency around the Maximum 
Allowable Cost (MAC) practices used by PBMs.  Requested the Board to regulate the audit 
process used by PBMs, and to require reporting of rebates and other transfers of money 
between PBMs and other entities. 
 
7.  June 25, 2018 email from Peter Wolfe, Sr., for himself [received after deadline] 
Supports the proposed rule; offered no suggestions for revision. 
 
8.  Testimony from Robert L. Rieger, Jr., on behalf of PCMA. 
Questioned the Board’s intent to begin regulating PBMs when it had not done so for many years; 
noted Board’s composition of marketplace competitors, and discussed current FTC interaction 
with a different state licensing agency.  See transcript for full testimony; his comments begin on 
Page 6 of that file. 
 
9.  Testimony from John N. Rocchio, on behalf of CVS Health. 
Disputed that activities enumerated within the proposed rule were within the practice of 
pharmacy, and suggested proposed rule inappropriately expands scope of practice.  See 
transcript for full testimony; his comments begin on Page 25 of that file. 
 
10.  Testimony from Jeffrey D. Jeter, on behalf of Express Scripts, Inc.  
Summarized arguments presented in his written comments.  See transcript for full testimony; his 
comments begin on Page 30 of that file. 
 
11.  Testimony from Nikki Hollier, on behalf of independent pharmacy  
Offered rebuttals of arguments presented by other commentators.  Opined that need for 
regulation of PBMs more critical now due to interference in pharmacy practice and patient choice 
by PBMs.  See transcript for full testimony; her comments begin on Page 39 of that file. 



SVP & Asst. General Counsel— Board of Pharmacy Practice
Jeffrey S. Sinko, RPh, JD

EBIT

for Licensing and Regulation of Pharmacy

I am writing on behalf of CVS Health to state our objection to the Board of Pharmacy’s (Board)
intent to promulgate new rules for the licensing and regulation of pharmacy benefit managers (“PBMs”).
Specifically, the Board lacks the statutory authority to adopt any rules concerning the licensing or operation
of PBMs. The Board’s rulemaking authority is limited to the regulation of pharmacists, pharmacies, and the
manner in which those individuals and businesses dispense drugs and provide pharmaceutical care. It does
not extend to the licensing or operation of entities such as PBMs, even when their activities affect the
pharmaceutical care received by Louisiana residents.

Under well-established principles of state law, rules and regulations promulgated by an agency may
not exceed the authorization delegated by the legislature. An administrative agency has only the power and
authority expressly granted by the Constitution or enabling statutes, And it only has the implied authority
necessary or appropriate in order to effectuate the express powers granted. Under the Pharmacy Practice
Act (the ‘Act”), any rulemaking must be “relative to pharmacists and the operation of pharmacies.” LSA-R.S.
37:1162.

The legislature — not the Board — determines who the Board may license and regulate. In Pads Ill
and IV of the Act, the legislature specified the persons subject to regulation. Pad Ill governs the licensing of
individuals who engage in the practice of pharmacy, Pad IV governs the permitting of any persons —

whether natural persons or entities — that operate pharmacies. As to individuals, Part III makes it an
unlawful practice for unlicensed individuals to engage in the ‘practice of pharmacy.” In that regard, LSA
R.S. 37:1201 (A) provides that”Except as otherwise provided in this Chapter, it shall be unlawful for any
individual to engage in the practice of pharmacy unless currently licensed or registered to practice under the
provisions of this Chapter.” (emphasis added).

As to the licensure of entities, Pad IV makes it unlawful for any person (whether an individual or an
entity) to operate a pharmacy in Louisiana or an out-of-state pharmacy that provides services to Louisiana
residents unless that person obtains a permit. In that regard, LSA-R.S. 37:1221 provides in relevant part
that:

A. No person shall open, establish, operate, or maintain a pharmacy located within this state
unless the pharmacy is issued a permit by the board.

B. No out-of-state pharmacy providing pharmacy services to residents of this state shall
open, establish, operate, or maintain a pharmacy located out-of-state unless the pharmacy is
issued a permit by the board.
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eCV’SHealth. 200 Campus Drive, suite 310
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Jeffrey. sinko@Cvshealth.com
June 21, 2018

VIA FEDEX

Malcolm J. Broussard
Executive Director, Louisiana Board of Pharmacy
3388 Brentwood Drive
Baton Rouge, LA 70809-1 700

Re: Public Comment on Proposed Rules
Benefit Managers

Dear Mr. Broussard:

As an Administrative Agency, the Board May Not Exceed its Legislative Authority

CVS pharmacy / caremark / minute clInic / specialty
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‘‘Pharmacy is defined as any place located within this state where drugs are dispensed and pharmacy
primary care is provided, and any place outside of this state where drugs are dispensed and pharmacy
primary care is provided to residents of this state” LSA-R S 37.1164(37) By definition, an entity is not a
pharmacy unless it does both of the following (1) dispenses drugs, and (2) provides pharmacy primary
care

The Board Does Not Have the Authonty to Require PBMs to Obtain a License

Section 1182 of the Act enumerates the powers and duties of the Board. The Board has the duty to
“issue and renew licenses, permits, certifications, [and] registrations “ LSA-R.S 37-1 182(A)(8) However,
no provision of the Act expressly or impliedly authorizes the Board to require persons other than
pharmacies or individuals who engage in the practice of pharmacy to obtain a license, or to issue licenses
to anyone other than an individual or a pharmacy Instead, the Act allows the Board to adopt standards and
procedures for licensure of individuals and pharmacies, and to regulate the manner in which those
licensees dispense drugs and provide pharmaceutical care For example, section 1182(A) of the Act directs
the Board to

(9) Establish and enforce compliance with professional standards and rules of conduct of
pharmacists engaged in the practice of pharmacy

(10) Determine and issue standards for recognition and approval of degree programs of
schools and colleges of pharmacy whose graduates shall be eligible for licensure in this
state, and the specification and enforcement of requirements for practical training,
including internship

(12) Regulate, license, certify, and register the training, qualification, and employment of
pharmacy interns and pharmacy technicians

(13) Establish minimum specifications for the physical facilities, technical equipment,
environment, supplies, personnel, and procedures for the storage, compounding and/or
dispensing of drugs or devices

(21) In accordance with R S 37 1184, establish by regulation fees and costs to be
imposed for the purpose of implementing and enforcing the provisions of this Chapter

Section 1182(A) also includes express restrictions on what the Board may do when issuing licenses
Specifically, it only allows the Board to request and obtain information from applicants and third parties for
those licenses which the Board is authorized by statute to issue In that regard, paragraphs 22 and 23 of
that section provide that the Board shall

(22) Have the authority to request and obtain state and national criminal history record
information on any person applying for any license, registration, certificate, permit, or
any other designation deemed necessary to engage or assist in the practice of
pharmacy which the board is authorized by law to issue

(23) Have the authority to require of any applicant for any license, registration, certificate,
permit, or any other designation deemed necessary to engage or assist in the practice of
pharmacy which the board is authorized by law to issue, to provide information which
may be necessary to verify an applicant’s identity including birth certificates, passport
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iii] UI L



•CVSHèaIIh

documents, legal status documents, and any other biometric information deemed
appropriate by the board. The board may charge and collect from an applicant all fees
and costs related hereto.

LSA-R.S. 37:1182(A)(22) & (23) (emphasis added). If the Board can only require information from
applicants and third parties when issuing licenses “which the board is authorized by law to issue,” it
necessarily follows that the Board may only issue those licenses which it is “authorized by law” to issue.
Consequently, the Board cannot by regulation require additional business types to be licensed.

PBMs Are Not Engaged In the Practice of Pharmacy.

The Board apparently believes that because it has the authority to regulate the “practice of
pharmacy,” it may also regulate PBMs. The Board is wrong. First, the “practice of pharmacy” is a learned
profession and is therefore an activity in which only an individual engages. Under the Act, the “practice of
pharmacy” is the “practice of the profession” of pharmacy,” and it consists of acts “requiring, involving or
employing the science or art of any branch of the pharmacy profession, study, or training.” LSA-R.S.
37:1164(43). Just as hospitals do not engage in the practice of medicine or the practice of nursing, neither
pharmacies nor PBMs engage in the “practice of pharmacy.” At most, these entities employ or contract with
individuals who practice their profession. The regulation of the “practice of pharmacy,” like the regulation of
any other professional practice, is limited to the regulation of individual professionals.

Second, assuming that anyone other than an individual could ever engage in the “practice of
pharmacy,” PBMs still do not do so. The “practice of pharmacy” means and includes “the compounding,
filling, dispensing, exchanging, giving, offering for sale, or selling, drugs, medicines, or poisons, pursuant to
prescriptions or orders of physicians, dentists, veterinarians, or other licensed practitioners, or any other act,
service operation or transaction incidental to or forming a part of any of the foregoing acts, requiring,
involving or employing the science or art of any branch of the pharmacy profession, study or training.” The
Board does not contend that PBMs compound, fill, dispense, exchange, give, or offer for sale any drugs,
Instead, the Board seems to believe that PBMs perform functions “incidental to or forming a part” of the
dispensing process. Again, the Board is wrong.

Health plans and employers contract with PBMs to administer and manage their prescription drug
benefits and to maintain cost efficiencies for the plans and their beneficiaries. Among other tasks, PBMs
contract with pharmacies to maintain pharmacy networks, by credentialing pharmacies, monitoring them for
quality and customer service, and auditing records to prevent fraud and abuse. Health plans and employers
also engage PBMs to administer various programs designed to help control rising pharmacy benefit costs,
such as formulary management, claims processing, and step therapy. PBMs engage panels of independent
physicians, pharmacists, and other experts to develop various formulary options that can be adopted by the
plan sponsor and administer cost-sharing and utilization management criteria as determined and directed
by the plan sponsor.

These programs, as all coverage decisions in plan administration, are designed to determine drug
coverage under the plan’s benefit, not which drug is ultimately and appropriately dispensed pursuant to the
prescriber’s prescription based on professional judgment. Nothing (apart, perhaps, from a pharmacist’s
concern that s/he may have to look to the patient for payment) is stopping a pharmacist from interpreting a
prescription drug order, dispensing a drug, or otherwise exercising his or her professional judgment. A PBM
does not decide which drug should be dispensed; PBMs merely administer a payor’s pre-set criteria
concerning coverage requirements, utilization management programs and what the patient’s cost share will
be for the prescription. If coverage decisions administered by a PBM based on a payor’s criteria could be
considered the “practice of pharmacy,” then an insurer who decides to cover one type of surgery but not
another could be considered practicing medicine, making the insurer subject to regulation by the Board of
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Medical Examiners under the Medical Practice Act. Likewise, an insurer that administers its own
prescription drug benefit by developing formularies and running its own utilization management programs
would be engaging in the ‘practice of pharmacy,’ and the Board of Pharmacy would be responsible for
licensing and regulating the insurer The Pharmacy Practice Act cannot possibly be broadly interpreted so
as to lead to such nonsensical results.

The Board’s Judgment Must Not be Influenced by the Desire to Advance the Economic Interests of
Independent Pharmacists or by Concern About How Reimbursement Affects Access to Health Care.

The Board may receive comments from consumers and some pharmacies in support of the
proposed rules. In considering their comments, the Board must be mindful that its role is to implement the
Pharmacy Practice Act, not to address their economic concerns. (And of course, no Board member may
allow his or her own economic interest to guide a decision on whether to approve the proposed rules.).
There are two fora for these issues: the legislature, and the Department of Insurance. If the people of
Louisiana believe that PBMs are causing financial hardship to businesses in this state or affecting patients’
ability to pay for pharmaceutical care, then it is up to the legislature to amend the Pharmacy Practice Act to
require that they hold a Board-issued license and to grant the Board the authority to regulate them.
Alternatively, the Department of Insurance may adopt regulations concerning PBM activities, as it already
regulates PBMs as third party administrators under the law.

Very truly yours,

Jeffrey Sinko RPh, JD
Senior Vice President and Assistant General Counsel
CVS Health
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June 20, 2018

Mr. Malcolm J. Broussard
I

Lian: Board of Pharmacy
3388 Brentwood Dr. LA BOiD OF p:rrrcy
Baton Rouge, LA 70809

RE: Proposed Pharmacy Benefit Managers Regulations (MC 46:2471 et seq.)

Dear Mr. Broussard:

Please accept the following letter on behalf of my client, Express Scripts Inc., one of the

nation’s largest pharmacy benefit management (“PBM”) organizations, serving clients such as

managed care organizations, health insurers, employers, union-sponsored benefit plans and

government health programs with members throughout the country, including in the State of

Louisiana. As a PBM, Express Scripts offers a range of services, including claims processing,

retail pharmacy network management, formulary and utilization management offerings, as well as

data analytics and other services. Certain wholly-owned subsidiaries or affiliates of Express

Scripts provide distinct mail order and specialty pharmacy services.

Our letter is submitted in response to a request for written comments issued by the

Louisiana Board of Pharmacy (hereinafter, the “Board”) in its Notice of Intent dated May 20,2018,

JONES WAI.KER 11.1’
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in the Louisiana Register, Vol. 44, No. 05. As set forth in the Notice of Intent, the Board proposes

to adopt new rules for the licensing and regulation of PBMs. We appreciate the opportunity to

comment on the proposed Rule and the serious legal and constitutional implications associated

with its possible adoption. For the reasons that follow, we urge that the Board and the

Administration withdraw the proposed Rule.

I. EXECUTIVE SUMMARY

The proposed Rule is legally deficient inasmuch as its attempted exercise of authority over

PBMs exceeds the regulatory authority of the Louisiana Board of Pharmacy. Additionally, even if

the Board did have sufficient authority to regulate PBMs—which it does not—the proposed Rule

itself is unconstitutional and illegal. A significant portion of the members of the Louisiana Board

ofPharmacy own or work for pharmacies that negotiate and contract with, or find their professional

work directly impacted by, PBMs. This creates an inherent, institutional bias in the Board, thereby

making any action taken against a PBM legally and constitutionally suspect. The proposed Rule

also begets considerable concerns under the Fourteenth Amendment to the Constitution, the

Dormant Commerce Clause under Article I, Section 8 of the Constitution, the Supremacy Clause

of Article VI of the Constitution, the Sherman Antitrust Act and corresponding State law, and the

Louisiana Code of Governmental Ethics.

In sum, the proposed Rule is harmffil to PBMs, their clients and millions of consumers for

whom reasonably priced medications are an absolute necessity. The legal and constitutional flaws

inherent in the proposed Rule make its final adoption unwise and illegal. For these reasons, we

urge the Board to abandon the proposed Rule.
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II. NO AUTHORITY IS GRANTED TO THE LOUISIANA PHARMACY BOARD TO
REGULATE PBMS UNDER THE LOUISIANA PHARMACY PRACTICE ACT

The Louisiana Board of Pharmacy derives its authority to regulate under the Pharmacy

Practice Act, which is codified at Louisiana Revised Statutes 37:1161 et seq. Therein the scope

of the Board’s authority is expressly limited to “pharmacists and the operations of pharmacies.”

Specifically, under La. R.S. 37:1162, the Louisiana Legislature has declared that “any rule or

regulation adopted relative to pharmacists and the operations of pharmacies, including any

amendment, modification, or repeal thereof, shall be adopted as provided by the Administrative

Procedure Act and shall be effective only upon approval by the respective oversight committees

having jurisdiction over maters relative to pharmacists and the operation of pharmacies.”

(Emphasis added.) Moreover, the express purpose of the Pharmacy Practice Act is the “effective

control and regulation of the practice of pharmacy; the licensure of pharmacists; and the licensure,

permitting, certification, registration, control, and regulation of all persons or sites, in or out of this

state that sell drugs or devices to consumers and/or patients or assist in the practice of pharmacy

within the state.” La. R.S. 37:1163. Thus, the Board of Pharmacy is a regulatory body with narrow

jurisdiction and limited authority. Its powers are precisely fixed as the regulation of pharmacists

and pharmacies, and it is constrained to act solely with respect to the practice of pharmacy.

By contrast, PBMs are not engaged in the practice ofpharmacy,’ and the services they offer

fall outside the definition of pharmacy practice. As an initial matter, if pharmacy benefit managers

Many PBMs, including Express Scripts, own subsidiary mail-order pharmacies and/or specialty pharmacies.
These are already licensed in Louisiana as out-of-state pharmacies.
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were simply engaged in the practice of pharmacy, it would not have been necessary for the State

to adopt a separate definition for them in La. R.S. 22:1863(6)-C) as they have done.2’3 PBMs do

not engage in any of the following acts constituting the “practice of pharmacy” as defined by the

Louisiana Pharmacy Practice Act, La. R.S. 37:1164(43). Accordingly, PBMs are not:

(1) “[C]ompounding ... drugs, medicines, or poisons ... pursuant to prescriptions or
orders of physicians, dentists, veterinarians, or other licensed practitioners . . .

(2) “[Fulling ... drugs, medicines, or poisons ... pursuant to prescriptions or orders of
physicians, dentists, veterinarians, or other licensed practitioners ...“;

(3) “[D]ispensing ... drugs, medicines, or poisons... pursuant to prescriptions or orders
of physicians, dentists, veterinarians, or other licensed practitioners ...“;

(4) “[E]xchanging ... drugs, medicines, or poisons... pursuant to prescriptions or orders
of physicians, dentists, veterinarians, or other licensed practitioners ...“;

(5) “[Guying ... drugs, medicines, or poisons... pursuant to prescriptions or orders of
physicians, dentists, veterinarians, or other licensed practitioners ...“;

(6) “[Ojffering for sale ... drugs, medicines, or poisons... pursuant to prescriptions or
orders of physicians, dentists, veterinarians, or other licensed practitioners ; or

(7) “[S]elling ... drugs, medicines, or poisons... pursuant to prescriptions or orders of
physicians, dentists, veterinarians, or other licensed practitioners ...“;

Nonetheless, Louisiana’s Attorney General’s Opinion 17-0076 appears to incorrectly rely

on a catch-all appended to the definition of “pharmacy practice” in the Louisiana Pharmacy

2 La. R.S. 22:1863(6) provides, a ‘“Pharmacy benefits manager’ means an entity that administers or manages a
pharmacy benefits plan or program.”

La. R.S. 22:1863(7) provides, a ‘“Pharmacy benefits plan’ or ‘pharmacy benefits program’ means a plan or program
that pays for, reimburses, covers the cost of, or otherwise provides for pharmacist services to individuals who reside
in or are employed in Louisiana.”
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Practice Act (La. R.S. 37:1161 et seq.). Specifically, “any other act, service, operation, or

transaction incidental to or forming a part of any of the foregoing acts, requiring, involving, or

employing the science or art of any branch of the pharmacy profession, study, or training.” La.

R.S. 37:1164(43) (emphasis added). However, reliance on this catch-all provision is misplaced.

The catch-all definition consists of two alternative predicates: (I) acts that are “incidental to” the

other, specifically-enumerated pharmacy practices; or (2) acts that “form[] a part of’ the other,

specifically-enumerated pharmacy practices. The assertion that PBM services are “incidental to”

the specified pharmacy practices necessarily requires that the PBM services are incurred as a result

of the occurrence of the pharmacy practice, which they are not. At best, the two sets of activities

are independent of one another, thereby not making them incidental to one another at all. PBM

activity is simply not incidental to the pharmacy practices so as to extend the definition of

“pharmacy practice” to PBMs. This is entirely consistent with the basic definition of the term

“incidental”—which means “something happening or likely to happen in an unplanned or

subordinate conjunction with something else,” or “incurred casually and in addition to the regular

or main amount (e.g. “incidental expenses”),” or “likely to happen or naturally appertaining.”

(Emphasis added.)4 This treatment is also wholly consistent with the meaning of “incidental” in

other key aspects of Louisiana law, such as an “incidental demand.” Under Louisiana Code of

Civil Procedure Article 1031, an “incidental demand” includes reconventional demands, cross

claims, intervention, and third party demands. More importantly for present purposes, the code

characterizes such actions as, “A demand incidental to the principal demand.”

See http://www.dictionary.com/browsefincidental
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Similarly, the second predicate of the catch-all definition of pharmacy practices is that the

pharmacy benefit management activities must constitute “acts forming a part of’ the specifically-

enumerated pharmacy practices. However, tins definition is also suspect in the present case

because the pharmacy practices can and often do exist in absence of PBM services. An act cannot

reasonably be said to form a part of something when that something still exists and is fully operable

in their absence. A pharmacy can still be a pharmacy and practice pharmacy acts without the

involvement of a PBM. Whether it is the result of a particular plan sponsor not offering a pharmacy

benefit, private-pay patients who are paying for medications out-of-pocket, and/or uninsured or

indigent patients, there are numerous instances where the particular aspects of pharmacy practice,

such as dispensing, compounding, filling, exchanging, giving, offering for sale, or selling—all

occur without any pharmacy benefit management activity. Hence, because specific acts of

pharmacy practice under La. R.S. 37:1164(43) can and do occur in the absence ofpharmacy benefit

management, they cannot be deemed to form a part of those pharmacy practices. They are neither

inherent to pharmacy practices nor can their absence be said to disqualify a particular activity from

being designated as a “practice of pharmacy” under the statutory definition.

Therefore, because PBMs are not acting “incidental to” pharmacy practices, nor do PBM

activities “form a part of’ pharmacy practices, they cannot be appropriately fit into the catch-all

definition of the “practice of pharmacy” under La. R.S. 37:1164(43). Further, because PBMs are

not engaged in the practice ofpharmacy, the Board lacks the authority to regulate them. Therefore,

the proposed Rule seeking to assert regulatory authority over PBMs is itself illegal and impotent.

When PBMs perform their administrative management functions, they are not acting as

quasi-pharmacies nor are they providing any type of service remotely of the nature of pharmacy
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practice as defined under the Board’s rules. Instead, PBMs provide services for sponsors of the

health pians, who are the payers and not the pharmacy providers themselves. Because of the nature

of PBM services for plan sponsors, the Louisiana Department of Insurance already regulates

PBMs. The Board should, therefore, refrain from impermissibly overreaching and allow the

existing, well-ffinctioning regulatory scheme to continue to work effectively and efficiently.

III. PROPOSED PBM REGULATIONS VIOLATE THE DUE PROCESS CLAUSE OF

THE FOURTEENTH AMENDMENT TO THE UNITED STATES

CONSTITUTION.

The Fourteenth Amendment to the United States Constitution provides that no State shall

“deprive any person of life, liberty, or property, without due process of law.” The proposed Rule

purports to grant the Louisiana Board of Pharmacy the power to license pharmacy benefit

managers and thereby approve and regulate their participation in the same market already occupied

by the members of the licensing Board. In addition, the proposed Rule purports to also vest in the

Louisiana Board of Pharmacy the power to regulate and sanction PBMs for two broad classes of

violations.

First, the proposed rule proposes to sanction a pharmacy benefit program that “adversely

affects or impairs the health, safety, and welfare of a person who is a beneficiary of the pharmacy

benefit program administered by the pharmacy benefit manager and who resides or works in this

state ...“ (Louisiana Register, Vol. 44, No. 05, §2477, p. 969, May 20, 2018.) The second class

of violation would result from a pharmacy benefit program that “directly impairs the ability of a

pharmacist or pharmacy to compound, fill, dispense, exchange, give, offer for sale, or sell drugs,
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medicines, poisons, or devices to any [person who is a beneficiary of the pharmacy benefit program

administered by the pharmacy benefit manager and who resides or works in this state].” (Id.) In

either instance, the proposed Rule identifies a wide array of potential sanctions drawn from the

pharmacy licensure act in Title 37. The penalties include a fine of $5,000 for each offense, as well

as the revocation of the PBM’s license (or denial of its license or denial of its annual license

renewal) pursuant to La. R.S. 37:1241 A. In addition, the proposed rule expressly states that any

other action permitted in La. R.S. 37:1241 may be levied against a PBM. This includes the

assessment of all investigative and legal fees pursuant to La. R.S. 37:12418 and a misdemeanor

criminal charge punishable by a fine of up to S500 and imprisonment for up to six months, as

provided in La. R.S. 37:1241 F. Furthermore, La. R.S. 37:1241 C specifies that “each day on which

a violation occurs is a separate violation of the law.”

The various sanctions imposed upon PBMs under the proposed Rule constitute

deprivations of liberty (in terms of possible imprisonment and/or loss of livelihood) and property

(in terms of the possible fines andlor denial or revocation of one’s license). Therefore, the pivotal

issue becomes whether the loss of liberty and property occasioned by the application ofthe Board’s

proposed Rule on PBMs occurs without due process. For the reasons that follow, it is respectftifly

suggested that there exists a fundamental failure of due process.

The Board’s composition creates an inherent institutional bias that is unable to make

constitutionally fair and impartial determinations with respect to fitness for licenses an&or

adjudicating purported violations of regulations. “The fundamental problem with this regulatory

scheme is that PBMS are the direct market adversaries of pharmacies in several segments of the
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prescription drug market.”5 For example, PBMs negotiate prices for prescription drugs with retail

pharmacies and typically seek substantial discounts, which can adversely affect the profitability of

the retail pharmacies. Likewise, client decisions such as co-pay differentials help drive consumers

to lower cost medications, which also impact the profit margins of the retail pharmacies. PBM

clients may make a number of benefit design decisions that require certain clinically effective and

lower cost drugs be tried before higher cost products, or require a member to obtain a prior

authorization for a specific medication. PBMs work to ensure the client’s benefit design decisions

are carried out. Additionally, because of the importance of the integrity of PBM retail networks,

pharmacies may be subject to audit by PBMs in order to determine whether they have fulfilled

their contractual obligations. Moreover, many PBMs operate their own mail-order pharmacies

that may offer lower costs for drugs and can reduce the number of prescriptions filled at a retail

pharmacy.

All of the foregoing can foster a naturally adversarial relationship between pharmacists on

the Board and PBMs that gives rise to significant due process concerns. A Board of Pharmacy

packed with local pharmacists certainly has an incentive—and the Proposed Rule would also

provide them the power—to “exercise its regulatory power in ways that weaken PBM’s

competitive positions and, in turn, benefit pharmacies.”6 The opportunity for mischief resulting

from this type of self-interested regulation is substantial. “The power to regulate a market

Shepherd, Joanna. “The Fox Guarding the flenhouse: The Regulation of Pharmacy Benefit Managers by a
Market Adversary,” Northwestern Journal ofLaw & Social Policy, Vol.9, Issue 1, Fall 2013., Article I, p.4

6 Id.
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adversary gives pharmacists unprecedented power and will severely undercut competition in the

prescription drug market. Moreover, this regulatory scheme will increase the prices of prescription

drugs for both consumers and health plan sponsors.”7

This inherent bias is more than theoretical. The Louisiana Board of Pharmacy is comprised

almost entirely of practicing pharmacists who, as previously detailed, enjoy a naturally adversarial

relationship with PBMs. The Louisiana Board of Pharmacy’s own website acknowledges that,

“The Board consists of seventeen members appointed by the govemor, including two pharmacists

from each of the eight pharmacy districts and one representative of the consumers from the state

at large.”8 The real world from which the Board’s background and experiences are drawn, with

its fierce competition and constant market pressures, simply cannot be divorced from the

regulatory duties that the Board is called upon to discharge under the proposed Rules. It is this

natural creeping of personal bias into public administration to such a profound degree that stacks

the deck and constitutionally afflicts the proposed Rule.

The United States Supreme Court has long held that the Fourteenth Amendment’s Due

Process Clause forbids adjudication by administrative tribunals with a substantial pecuniary

interest in the outcome of the disputes before them. Gibson v. Berryhill, 411 U.S. 564 (1973)

(holding that “those with substantial pecuniary interest in legal proceedings should not adjudicate

these disputes.”); see also, Turney v. Ohio, 273 U.S. 510 (1927) and Ward v. Village ofMonroeville,

409 U.S. 57(1972). In Gibson, the Alabama Board of Optometry, comprised of optometrists who

Id.

See hftp://www.pharmacy.Ia.gov/index.cfin?mdpagebui1der&tmphome&pid44
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were all members of a particular state trade association, charged a group of optometrists (who were

not members of the trade association) with unprofessional conduct because they were employed

by a corporation. The Court held that because the Board was composed of private practitioners in

competition with the corporate optometrists, the lower court was warranted in concluding that the

Board members’ pecuniary interest disqualified them from passing on the issues. Under these

circumstances, the Supreme Court agreed with the District Court that the Board’s efforts would

“redound to the personal benefit of members of the Board sufficiently so that ... the Board was

constitutionally disqualified from hearing the charges Gibson, 411 U.S. at 479.

In the present matter, the Board of Pharmacy—of whom 94% are licensed pharmacists—

have defined the infractions that warrant sanctions and will be the entity that determines whether

a violation has occurred, as well as the penalty for the adjudicated violation. The Board members

have a personal interest in, and many stand to personally benefit, at every critical phase of the

process. In this sense, the Board is taking on the role of lawmaker as well as judge, jury and

executioner, all the while maintaining their day jobs with pharmacies that negotiate, contract with

and can be audited by the very entities over which they purport to hold rulemaking and adjudicative

authority. The sanctions that can be levied under the proposed Rule include crippling financial

penalties, imprisonment, and revocation of PBMs’ licenses. Clearly, the Board members who

determine and apply these sanctions have a bias and maintain a personal interest in the outcome.

This inherent, structural bias places substantial pressure on the Board to expansively interpret the

proposed Rule in a manner that will impose the significant anti-competitive obligations and

draconian penalties on PBMs. In dealing with a similar measure involving oversight of PBMs by

the Board of Pharmacy in the State of Mississippi, the Federal Trade Commission expressly noted,
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“Because pharmacists and PBMs have a competitive, and at times, adversarial relationship, we are

concerned that giving the pharmacy board regulatory power over PBMs may create tensions and

conflicts of interest for the pharmacy board.” (See March 22, 2011 letter from the Federal Trade

Commission to the Hon. Mark Formby, attached hereto and incorporated herewith as Appendix

A.)

There are also due process concerns arising out of the vague and ambiguous language of

the proposed Rule. It has long been held that due process requires that a penal statute define the

offense with sufficient definiteness that ordinary people can understand what conduct is prohibited.

Skilling v. United States, 561 U.S. 358 (2010). The statute must also define the offense in such a

manner as to not encourage arbitrary and discriminatory enforcement. The proposed Rule, and in

particular §2477, fails on both counts. Id. The Rule seeks to punish PBMs, inclusive of

imprisonment, for “adverse affect” and “impairment” of beneficiary’s “health, safety, and welfare”

but fails to specify exactly what conduct constitutes this criminal act. The ambiguity of this

provision makes it virtually impossible for a PBM to know what conduct is sanction-worthy until

such time as the Board, inherently biased, decides that it has seen “adverse affect” and

“impairment” in action. Similarly, §2477’s designation of “direct impairment of a pharmacist” as

a violation is equally unspecified and just as ambiguous. The proposed Rule is simply unclear in

that regard, and this lack of clarity not only opens the enforcement of the Rule up to arbitrary and

discriminatory enforcement but it also allows the proposed Rule to be used to potentially harass

PBMs. Hence, the overly broad, ambiguous verbiage of the proposed Rule constitutes a

deprivation of Due Process that requires that the proposed Rule be deemed void for vagueness.
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The Fourteenth Amendment guarantees that parties are afforded fundamental fairness in

their dealings with State government. However, under the proposed Rule, PBMs do not enjoy a

fair and impartial licensure and adjudication process because the tribunal charged with malcing

decisions about their liberty and property rights is biased due to natural competitive forces and

market pressures underlying the relationship between pharmacists, as the regulator, and PBMs, as

the regulated. Whether such a bias is express or latent is of no moment, as that bias nonetheless

exists to the detriment of the PBM. There is no way to sanitize or remediate such a failure of

ffindamental fairness, and the Constitution therefore requires that the proposed Rule be strnck

down in its entirety.

IV. THE PROPOSED PBM REGULATIONS VIOLATE THE DORMANT
COMMERCE CLAUSE OF THE UNITED STATES CONSTITUTION.

Article I, Section 8, Clause 3, of the United States Constitution states that the Congress

shall alone have the power “To regulate Commerce with foreign Nations, and among the several

States, and with the Indian Tribes.” In reliance on this particular provision, the Supreme Court as

far back as 1873 has relied on the doctrine of the “Dormant” Commerce Clause to prohibit state

legislation that discriminates against or unduly burdens interstate commerce.

“The central rationale for the [Dormant Commerce Clause] is to prohibit
state or municipal laws whose object is local economic protectionism, laws
that would excite those jealousies and retaliatory measures the Constitution
was designed to prevent.” C&A Carbone, Inc. v. Town ofClarkstown, NJ,
511 U.S. 383 (1994) citing The Federalist No. 22, pp. 143-145.
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As one considers the composition of the Louisiana Board of Pharmacy and the potential

ulterior motives underlying the promulgation of these PBM regulations, it is difficult to ignore the

local economic protectionism at the core of this proposed regulatory scheme. The point of the

PBM regulations has less to do with the practices of the PBM firms, and more to do with propping

up local pharmacists—who comprise the majority of the Louisiana Board of Pharmacy and whose

customer base and profit margins are increasingly squeezed because of the services out-of-state

PBMs offer.

The controlling case for purposes of Dormant Commerce Clause analysis is Pike v. Bruce

Church, Inc., 397 U.S. 137, 142 (1970), in which the Supreme Court held that State regulations

may be declared invalid under the Dormant Commerce Clause where the burdens imposed by the

regulations on interstate commerce outweigh the local benefits to be gained from them. The

threshold question here asks whether PBMs are, in fact, engaged in some aspect of interstate

commerce. For purposes of pharmacy benefit management, the answer is resoundingly yes—

PBMs are clearly involved in interstate commerce. PBMs contract with managed care

organizations, health insurers, employers, union-sponsored benefit plans and government health

programs (collectively, plan “Sponsors”) located in many states across the nation. Those Sponsors

have members, insureds, and subscribers who reside in many states throughout the nation. Hence,

PBM services are not confined to the state of Louisiana.

Because in this case interstate commerce is affected to a considerable degree, Pike requires

that a balancing test be employed to determine whether the state regulation is unnecessarily

burdensome so as to violate the Dormant Commerce Clause. The first part of the inquiry requires

that one consider the extent of the burdens imposed by PBM regulations on interstate commerce.
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At first blush, the proposed Rule seems purely administrative—requiring that PBMs just submit a

simple licensure application. However, a relatively obscure paragraph tucked in just before the

various boilerplate “impact analysis” provisions of the regulation—2477A——creates a substantial

burden on interstate commerce involving PBMs. Specifically, this section identifies several

classifications of bad acts for which the PBM licensee may be sanctioned. This §2477A states, as

follows:

“Any pharmacy benefit management service of a pharmacy benefit manager
that adversely affects or impairs the health, safety, and welfare of a person
who is a beneficiary of the pharmacy benefit program administered by the
pharmacy benefit manager and who resides or works in this state or directly
impairs the ability of a pharmacist or pharmacy to compound, fill, dispense,
exchange, give, offer for sale, or sell drugs, medicines, poisons or devices
to any such person shall be deemed a violation of R.S. 37:1241(A)(j), as
well as a violation of any other applicable provisions of R.S. 37:1241(A),
providing cause for the Board to take any of the actions permitted in R.S.
37:1241. Further, Louisiana pharmacy laws shall be applicable to
regulation of the practice of pharmacy for that portion of the permitted
pharmacy benefit manager’s Louisiana pharmacy practice or operation.”

The sanctions identified in §2477A reference underlying violations that then impose

corresponding obligations on the PBM. It must be noted that the purportedly sanction-worthy

conduct outlined in §2477A occurs at the micro-level. Specifically, the statute references the

occurrence of an adverse effect on the health, safety, and welfare of “a person” who is “a

beneficiary” and “such [a] person.” The unit of measurement in the proposed Rule is an individual

patient. However, PBM services are offered to clients who may have thousands of members across

the nation, and PBMs implement client benefit design decisions that apply across state lines. In

no other instance, and certainly in no other State, is the PBM required to engage in the sorts of

micro-level analysis and protocols that the Board seeks to mandate that the PBM implement. This
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proposed Rule would require a reengineeñng of the workload, analyses, and processes of the PBM

in order to assure for a single outlier that there is no “adverse effect” or “impairment” on any

Louisiana beneficiary or individual pharmacist; and this dubious approach is unique to the State

of Louisiana. Just the cost and oversight of such a tremendous, Louisiana-centric workaround is

potentially cost-prohibitive for PBMs, while it would solely benefit the commercial interests of

the members of the Board and their pharmacy peers. Moreover, the requirements would

conceivably affect PBM clients and their costs across the country. Consequently, these PBM

regulations impose a significant burden on interstate commerce.

Conversely, the other side of the Pike balancing test calls for an assessment of the local

benefits to be gained as a result of the PBM regulation, which in the present matter is virtually

non-existent. In short, all of the regulation called for in the proposed Rule is already beinghandled

by the Louisiana Department of Insurance. Specifically, La. R.S. 22:t657 states that, “A

pharmacy benefit manager shall be deemed a third-party administratorforpurposes ofthis Part.

As such, all provisions of this Part shall apply to pharmacy benefit managers; however,

notwithstanding the provisions of R.S. 22:1651(F), every pharmacy benefit manager shall be

required to be licensed by the commissioner of insurance.” Thus the licensure and oversight of

both the insurance plans and the pharmacy benefit managers with whom they contract are already

regulated by the Louisiana Department of Insurance (“DOl”), and there is no tangible benefit to

be realized by consumers as a result of the aggrandizing and superfluous regulation proposed by

the Louisiana Board of Pharmacy.

Notwithstanding the extensive amount of licensing regulations that the Department of

Insurance has instituted since at least 2012, the Board of Pharmacy feels like additional
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information is needed. While it is difficult to fathom that there would, in fact, be sufficient

information currently uncollected by the Department of Insurance that would warrant an entirely

new bureaucracy along with its associated costs, especially in this time of budget shortfalls within

the State—as opposed to simply coordinating among agencies to ensure that any additional

information is made a part of existing DOl licensure applications—it is indeed remarkable that the

Board’s proposed Rule provides no specificity whatsoever about the content, requirements, and

approval standards for their new licensing standards. Rather, the attempt to promulgate new

licensing regulations is not undertaken to further a legitimate interest of the State, which is already

being adequately met by the Department of Insurance, and this undertaking must instead be seen

for what it truly is—an effort to punish PBMs by politically connected participants protecting their

personal business interests. There can be no other way to justify the regulatory overlap sought and

aggrandizement by the Board in areas that are already monitored by the Department of Insurance.

Additionally, while the Board has expressed concern about the development and

administration of drug formularies, the Department of Insurance has already enacted a

comprehensive set of regulations (see LAC Title 37, Part XII, Chapter 131, Regulation 100,

§14101 el seq.) addressing this issue. The DOl regulations concerning drug formularies include

specific provisions addressing:

(1) Required Notices (LAC Title 37, Part XII, Chapter 131, Regulation 100, § 14109);

(2) Requirements for Modification Affecting Drug Coverage (LAC Title 37, Part XII,

Chapter 131, Regulation 100, §14111);

(3) Enrollee’s Rights to Appeal Adverse Determinations (LAC Title 37, Part XII,
Chapter 131, Regulation 100, §14113);

(4) Requirements for Modif’ing Group Insurance Product (LAC Title 37, Part XII,
Chapter 131, Regulation 100, §14115); and
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(5) Requirements for Modifying Individual Insurance Product (LAC Title 37, Part XII,

Chapter 131, Regulation 100, §14117).

Included within these Department of Insurance regulations are provisions addressing the removal

of a particular drug from a formulary, prior authorization requirements, quantity limitations for

particular drugs, the imposition of step therapy restrictions, and cost-based incentives favoring the

selection ofgeneric alternatives—all of which are included under the definition of a “modification”

pursuant to LAC Title 37, Part XII, Chapter 131, Regulation 100, §141 lÀ.

Likewise, while the Board of Pharmacy has expressed concern about utilization review,

the Department of Insurance has already implemented a Ml array of regulations addressing these

issues (see LAC Title 37, Part XIII, Chapter 62, Regulation 103, §6201 et seq.). The specific DOl

regulations covering utilization review include, among other things, provisions concerning the

licensure and approval of utilization review organizations (LAC Title 37, Part XIII, Chapter 62,

Regulation 103, §6205 and §6207, respectively) and the process for conducting external reviews

(LAC Title 37, Part XIII, Chapter 62, Regulation 103, §6209-6215).

The Department of Insurance clearly already provides a significant amount of oversight

and the proposed regulation by the Louisiana Board of Pharmacy does nothing to improve upon

the current regulatory landscape. At best, the Board of Pharmacy’s proposed Rule is superfluous;

at its worst, it would create considerable ambiguity, inconsistency and confrision, both among

PBMs and within State government, and unnecessarily increase the costs of doing business.

Regardless, there is no reasonable basis on which one can conclude that the proposed Rule would

result in any tangible local benefit whatsoever.
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Therefore, the Board’s proposed Rule unduly and excessively burdens interstate commerce

by requiring PBMs to institute a separate set of policies and practices with an entirely different

purpose and function than any of its remaining business operations in general or in any other State,

while at the same time, providing no local benefit that is not already realized under existing

Department of Insurance regulations. As the Supreme Court held in the Pike decision, where a

state regulation’s burden on interstate commerce so greatly outweighs the local benefits gained

therefrom, that regulation is unconstitutional pursuant to the Dormant Commerce Clause.

Accordingly, Article I, Section 8 of the United States Constitution requires that the proposed Rule

be abrogated.

V. THE PROPOSED PBM REGULATIONS VIOLATE THE SUPREMACY CLAUSE
OF THE UNITED STATES CONSTITUTION.

Article VI, Clause 2 of the United States Constitution states that, “This Constitution, and

the Laws of the United States which shall be made in Pursuance thereof; and all Treaties made, or

which shall be made, under the Authority of the United States, shall be the supreme Law of the

Land; and the Judges in every State shall be bound thereby, any Thing in the Constitution or Laws

of any State to the Contrary notwithstanding.” Otherwise known as the “Supremacy Clause,”

Article VI establishes that states are bound by the supreme law of the Constitution, and in the case

of conflicts between Federal law and State law, the Federal law must be applied.

In the present case, the Board’s proposed Rule is preempted in two significant ways—first,

by its conflict with the Employee Retirement Income Security Act of 1974 (hereinafter, “ERISA”),

which is codified at 29 U.S.C. Chapter 18; and second, by its conflict with Medicare Part D
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(hereinafter, “Medicare”), which is codified at 42 U.S.C. § 1302 ci seq., 42 C.F.R. Part 423. The

preemption analysis under either statute is fatal to the proposed Rule, and the combined effect

serves to underscore the constitutional infirmity of the Board’s actions.

A. Preemption under ERISA\

First and foremost, by its express terms, ERISA specifically preempts “any and all State

laws insofar as they may now or hereafter relate to any employee benefit plan[.]” 29 U.S.C.

§1144(a). A State law “relates to’ an ERISA plan and is expressly preempted if it has ‘a

connection with or a reference to such a plan.” Egelhoffv. Egelhoffcx rd. Breiner, 532 U.S. 141,

147 (2001) (quoting Shaw v. Delta Airlines, Inc., 463 U.S. 85,97(1983)); Express Scripts, Inc. v.

Wenzel, 262 F.3d 829, 833 (8th Cir., 2001) (quoting New York State Conference ofBlue Cross &

Blue Shield Plans v. Traveler’s Insurance Co., 514 U.S. 645, 656 (1995). A State law has an

impcrmissible “reference to” ERISA plans where it “acts immediately and exclusively upon

ERISA plans . . . or where the existence of ERISA plans is essential to the law’s operation[.]”

Gobeille v. Liberty Mu!. Ins. Co., 136 5. Ct. 936, 943 (2016). A State law has an impermissible

“connection with” ERISA plans if it “governs ... a central matter of plan administration” or

“interferes with nationally uniform plan administration.” Gobeille v. Liberty Mutual Insurance

Co., 136 S. Ct. 936, 943 (2016) (quoting Egelhoffv. Egeihoff 532 U.S. 141, 148 (2001)).

The proposed rule is expressly preempted under ERISA because it both refers to and has

an impermissible connection with ERISA. First, the proposed rule refers to ERISA-covered

entities in its definition of “health insurance plan[sj” and “pharmacy benefits manager”. See

PC/VIA v. Gerhart, 852 F.3d 722, 729—30 (8th Cir. 2017); Pharm. Care Mgmt. Ass ‘n v. Rutledge,

2018 U.S. App. LEXIS 15487 (8th Cir. June 8,2018). Second, the proposed Rule puts forth new
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requirements and novel standards of conduct applicable to PBMs (and more generally to the

benefit plans with which they are associated) that conflict with ERISA’s goal of making plan

oversight and procedures nationally uniform.

B. Preemption under Medicare Part B

Like its ERISA counterpart, the Medicare Part D (“Medicare”) statute specifically prohibits

interference by State actors in negotiations between sponsors and pharmacies. In particular, 42

U.S.C. § I 395w-26(b)(3) states, as follows: “The standards established under this part shall

supersede any State law or regulation (other than State licensing laws or State laws relating to plan

solvency) with respect to [Medicare Advantage] plans which are offered by [Medicare Advantage]

organizations under this part” Notably, this preemption provision applies broadly to any

conflicting state law or regulation—i.e., superseding “y State law or regulation”. Id. (Emphasis

added.)

Particularly instructive in this regard is a very recent Eighth Circuit case, Pharmaceutical

Care Management Association v. Rutledge,9 in which the Court ofAppeals considered the viability

of an Arkansas statute attempting to regulate how PBMs set the maximum allowable costs to be

paid to pharmacies for dispensing generic drugs. The Eighth Circuit found that the Arkansas law

was in fact preempted by both ERISA and Medicare Part D. The Eighth Circuit’s Medicare

preemption analysis involves a two-part test under which the Federal scheme will be found to

preempt a state law when: (1) Congress or the Centers for Medicare & Medicaid Services (“CMS”)

No. 17-1609 and No. 17-1629 (consolidated), United States Court of Appeal Eighth Circuit (June 08, 2018),
http://media.ca8.uscourts.gov/opndir/I 8/06/171 609P.pdf
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has established standards in the area sought to be regulated by the state law; and (2) the state law

acts “with respect to” those standards. Id. at 6. In the Rutledge case, supra, the Court found two

standards implicated by the Arkansas regulation—one of which is also implicated by the Louisiana

Board of Pharmacy’s proposed rule. Under the preemption provisions of Federal law, something

is deemed a “standard” if it is either a statutory provision or a regulation duly promulgated and

published in the Code of Federal Regulations. Id., citing Do Sung Uhm v. Humana, Inc., 620 F.3d

1134, 1148, n.20 (9th Cir. 2010). Known as the “Negotiated Prices” standard, 42 U.S.C. § 1395w-

102 identifies specific requirements for standard prescription drug coverage and access to

negotiated prices. Notably, the Medicare regulation defines “negotiated prices” for Part D

medications as the price that “the part D sponsor (or other intermediary contracting

organization)[such as a PBM] and the network dispensing pharmacy ... have negotiated as the

amount such network entity will receive, in total, for a particular drug.” Id. at 6, citing 42 C.F.R.

§423.100. Based on this definition, the Rutledge court then found that the Arkansas statute acted

“with respect to” the federal Negotiated Price Standard by attempting to regulate retail drug prices.

In so doing, the Court said that Arkansas, “effectively replaces the negotiated MAC price ... and

requires that the price paid by pharmacy customers be no less than the price negotiated by the

pharmacy with its wholesaler.” Id at 7.

With respect to the proposed Rule, there is a similar basis for preemption as in the Rutledge

case. The Board has established a regulatory scheme by which PBMs are purportedly accountable

for vague adverse effects and impairments in the health, safety, and welfare of a beneficiary.

Temporarily setting aside the due process implications of such a broad and ambiguous standard,

there are any number of possible ways that this could be interpreted, including a PBM carrying out



June 20, 2018
Page 23

a Medicare Part D plan sponsor’s decision to cover only certain medications for its beneficiaries,

or requiring a prior authorization. Similarly, with respect to the coverage of particular drugs, all

Medicare Part D plans must provide “qualified prescription drug coverage,” which is defined as

either “(A) standard prescription drug coverage ... and access to negotiated prices ...; or (B)

coverage of covered part D drugs which meets the alternative prescription drug coverage

requirements ... and access to negotiated prices ..., but only if the benefit design of such coverage

is approved by the Secretary See 42 USC § 1395w-102(a)U). The effect of Louisiana’s

proposed Rule is to supplant the decision-making and minimum coverage requirements established

by CMS and contracted with plan sponsors for ad hoc coverage requirements of a non-independent

administrative board responding to complaints from peers and neighbors.

Likewise, 42 U.S.C. § 1395w-Ill (b)(l )-(2) stipulates that a prescription drug plan sponsor

shall submit a prescription drug plan to Medicare, which includes “the prescription drug coverage

provided under the plan, including the deductible and other cost-sharing” (see 42 U.S.C. § 1395w-

lll(b)(2)(A), as well as “categories and classes in formularies” (see 42 U.S.C. §1395w-

Ill (e)(2)(D)(ii)). These plans are reviewed and approved by the U.S. Department of Health and

Human Services when found to meet federal requirements. Again, the effect of Louisiana’s

proposed Rule is to depart from what the Federal government has already considered, approved,

and/or disproved and then substitute the Board of Pharmacy’s determination about what

medications are effective in what circumstances and at what cost. The effect of their efforts, no

matter how well intentioned they might be, is to act “with respect to” these standards established

by CMS. In the Rutledge case, Arkansas impermissibly interjected itself into Federal matters in

very specific ways. By contrast, the Louisiana proposed Rule can conceivably target and endless
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array of prohibited activities under the broad designation of “adversely affect[ing] or impair[ing

the health, safety, and welfare of a person who is a beneficiary ...“ See §2477. What constitutes

the specific application of these proposed new obligations will ultimately prove fact-dependent,

but in any case would most likely amount to further State action “with respect to the Federal

standards” contained in Medicare Pan D regulations to the extent that the Board’s actions deal in

any respect with the pricing and coverage of prescription drugs which appears to be the onus of

the sanctionable conduct under §2477 of the proposed Rule. Therefore, under the preemption

standard of Medicare Part D, such activist State action would be prohibited and preempted.

Moreover, the proposed Rule cannot be interpreted to license that which the administrative

agency cannot license. Furthermore, the lack of specificity concerning any formal licensing

standards and a far more predominant focus on potential sanctions wholly attenuated and divorced

from any real “licensure” aspects of the regulation—suggest that the proposed Rule has nothing to

do with slate licensing laws. Therefore, the preemption provisions of 42 U.S.C. §1395w-26(b)(3)

do not apply lo the proposed Rule.

Therefore, pursuant to the Supremacy Clause of Article VI of the United States

Constitution, the proposed Rule is preempted by ERISA, 29 U.S.C. §1144(a), and Medicare Part

D, 42 U.S.C. §1395w-26(b)(3). Consequently, the proposed Rule must be nullified.

VI. THE PROPOSED PBM REGULATIONS VIOLATE THE SHERMAN
ANTITRUST ACT.

The Sherman Anti-Trust Act, 15 U.S.C. § 1 el seq. (hereinafter, the “Sherman Act”) was

enacted by Congress in 1890 to curb concentrations of power detrimental to trade and fair
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competition. Specifically, §1 of the Sherman Act states that “[ejvery contract, combination in the

form of trust or otherwise, or conspiracy, in restraint of trade or commerce among the several

States, or with foreign nations, is declared to be illegal.” The anti-trust laws declare a considered

and decisive prohibition by the Federal government against cartels, price fixing, and other

combinations or practices that effectively undermine the free market.’°

It is well settled throughout jurisprudence that “active market participants cannot be

allowed to regulate their own markets free from antitrust accountability.” North Carolina Board

of Dental Examiners v. FTC, 135 S.Ct. 1101, 1110, 191 L.Ed. 2d 35 (2015), citing ‘aflfornia

Retail Liquor Dealers Asssn. i Midcal, 445 U.S. 97, 100 S.Ct. 937 (1980). The Court has noted

that there exists a profound “structural risk of participants confusing their own interests with the

State’s policy goals” especially where there are specialized boards dominated by active market

participants—such as the case with the Louisiana Board of Pharmacy. Id.

In North Carolina Board ofDenial Examiners, the Board, of which eight of the ten board

positions were filled by dentists, filed suit against non-dentists performing teeth whitening services

in order to enjoin their non-dental competitors from unlawfully practicing dentistry. In response,

the Federal Trade Commission filed an administrative complaint against the Board of Dentistry

charging that the Board’s concerted action to exclude non-dentists in North Carolina constituted

an anti-competitive and unfair method of competition. The Board attempted to hide behind state-

action immunity to defend its actions, which was rejected by the Supreme Court, holding in

pertinent part: “[W]hen a controlling number of the decision makers on a state licensing board are

See North Carolina State Board ofDental Examiners v. FTC, 135 S.Ct. at 1108, 191 LEd. 2d at 46 (2015).
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active marketplace participants in the occupation the board regulates, the board can invoke state-

action immunity only if it is subject to active supervision by the state.”

In the present circumstances, the Stale has yielded not just regulatory authority but the

entire supervision thereof to the Board of Pharmacy, whose power is unfettered within the

executive branch of State government. The Board is almost completely stacked with active

representatives of local pharmacies, whose history with PBMs and corresponding interest in

beating back outside competition is undeniable. Through this combination of concerted and biased

rulemaking by the self-interested Board along with the conflicted adjudication of subsequent

violations of those biased rules by the same, self-interested Board, we reach the inescapable

conclusion that PBMs are being subjected to an unfair and anti-competitive market brought about

through collusion and conspiracy—all in violation of the Sherman Act.

Additionally,just as there exists a compelling anti-trust case from a Federal law perspective

under the Sherman Act, there also exists a viable state law claim for the same anti-competitive

conduct. Specifically, under La. R.S. 51:122(A), “Every contract. combination in the form of trust

or otherwise, or conspiracy in restraint of trade or commerce in this state is illegal.” When the

individual members of the Board of Pharmacy vote to deny a PBM a new license, or to deny a

renewal of an existing license, or to revoke a license altogether, they will necessarily be striking a

blow that will benefit themselves or their peers in a tangible, economic sense. Given the

composition of the Board of Pharmacy, which again consists of over 90% of local pharmacists,

the licensure actions and related sanctions to be imposed under the proposed Rule cannot take

effect without the combination and collusion of several self-interested Members. This conduct
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violates La. R.S. 51:122 and ifirther argues against the final approval of this illegal and

unconstitutional proposed Rule.

If the proposed Rule is formally adopted, PBMs will be faced with the prospect of being

regulated out of existence in the State to the personal benefit of those who are doing the regulating.

Such actions unquestionably amount to unreasonable restraints of trade in violation of 15 U.s.c.

§ 1 ci seq. The only recourse for the PBM is to pursue claims under the Sherman Act and its state

law equivalent, and further demand that the Federal Trade commission (“FTC”) pursue claims for

“unfair methods of competition” under the Federal Trade Commission Act. Consider the FTC’s

track record in these sorts of cases: its active involvement in the North Carolina Board ofDental

Examiners case, its interjection in the 2013 effort to regulate PBMs in the State of Mississippi of

which you are no doubt aware, and its recent complaint filed against the Louisiana Real Estate

Appraisers Board for violating the Supreme Court’s ruling in the North Carolina Board ofDental

Examiners’ decision”. The FTC has clearly indicated that it takes a dim view of the State’s

regulatory parochialism.

Consequently, the prospects for further FTC action in light of the Board of Pharmacy’s

brazen disregard of constitutional and statutory protections are more likely than ever. To forestall

the inevitable legal and constitutional challenges, the proposed Rule should be immediately

withdrawn.

Sec https://www.ftc.gov/system/files/documents/cases/do93l4louisianareappraiserscomplaint.pdf
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VII. THE PROPOSED REGULATIONS VIOLATES THE LOUISIANA CODE OF
GOVERNMENTAL ETHICS.

Under the Louisiana Code of Governmental Ethics, La. R.S. 42:1112(A), public servants

are absolutely prohibited from participating in a transaction involving the governmental entity in

which they have a personal, substantial economic interest. The term “transaction involving the

governmental entity” is defined to include any proceeding, application, submission, request for a

ruling, or other determination, contract, claim, case, or other such particular matter which the

public servant of the governmental entity in question knows or should know: (a) is, or will be, the

subject of action by the governmental entity; (b) is one to which the governmental entity is or will

be a party; or (c) is one in which the governmental entity has a direct interest. See La. R.S.

42:1102(23). Members of state boards also expressly fall under the jurisdiction of this particular

statute.

It is evident that a substantial number of the Board’s members work for or own pharmacies

that negotiate and contract with PBMs and have a substantial economic interest in the applications,

proceedings, and determinations that will be made concerning PBMs arising out of the proposed

Rule. It should be acknowledged that while the vast majority of the membership of the Board of

Pharmacy—in fact, 16 of the 17 members—are pharmacists, some of that number are associated

with hospitals and are not retail pharmacists. For purposes of this analysis, we will include them

in the larger number of non-independent Board members because it is difficult to parse out

individual intent in light of the clear institutional bias that permeates the group as a whole.

Additionally, because the specific verbiage of §2477 addresses impairments ostensibly suffered

(or to be suffered) by all pharmacists in the state without regard to their practice setting (i.e.,

“impair[ment of] the ability of a pharmacist or pharmacy to compound, fill, dispense, exchange,
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give, offer for sale, or sell drugs, medicines, poisons, or devises to any [beneficiary] ...“) that

arguably can make those pharmacists’ jobs slightly more labor-intensive, which also carries with

it some corresponding financial impact, we must assume a similar posture for all members of the

Board who practice as pharmacists in any setting. Accordingly, the more PBMs that are weeded

out by the proposed Rule’s application process, the fewer will be able to affect local pharmacists’

margins and bottom lines—including all pharmacist members of the Board, of which there appear

to number 16. Hence, there exists a clear conflict of interest in the structure and processes

implemented under the proposed Rule.

Furthermore, under 42 U.S.C. § 1112(c), appointed members of boards cannot participate

or be interested in any transaction that would violate Section 1112. This prohibition is amplified

in La. R.S. 42:1120.4, which states that if any appointed member of a board in the discharge of a

duty or responsibility of his office or position would be required to vote on a matter, which vote

would be a violation of R.S. 42:1112 (see above), he/she “shall recuse” him/herself from voting.

This same statute also explicitly states that a board member who recuses himfherself from voting

“shall be prohibited from participating in discussion and debate concerning the matter.” In other

words, the conflicted pharmacy board members would be unable to vote, discuss, debate, or

otherwise participate in any form or fashion in the Board’s deliberations and subsequent action. It

is worth noting that the mere involvement of the 16 Board members who have these conflicts of

interests calls into question the legitimacy of the very rulemaking process itself and arguably taints

any decision that emerges from this effort. Ultimately, the question of whether La. R.S. 42:1120.4

applies to the pharmacist members’ participation in the discussion, debate, and voting on the
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adoption of the proposed Rule may have to be resolved by the courts trying to interpret what is

clearly a fatally defective regulation.

The recusal and non-participation is a critical factor because of the quorum requirements

applicable to the Louisiana Board of Pharmacy. Because a PBM “transaction” could arguably be

heard by only 6 percent of the Board’s composition because of the inherent bias occasioned by the

Members’ status as pharmacists, and because La. R.S. 37:1 180D, requires a simple majority of at

least 50 percent of the members of the Board to conduct business, there would be no way for the

Board of Pharmacy to every legally take any action with respect to PBMs under this proposed

Rule.

Consequently, the Board must reject the proposed PBM licensing rule, or stubbornly failing

to do so, subject all such matters to de facto inaction keeping them mired forever in regulatory

limbo. Alternatively, every action taken by the Board of Pharmacy under the proposed Rule would

be subject to immediatejudicial challenge as to the composition of the Board and the involvement

of biased Board members in its deliberations and approvals in violation of the Code of

Governmental Ethics.

VIII. CONCLUSION

The Louisiana Board of Pharmacy has clearly exceeded its authority, and by attempting to

regulate PBMs, it is acting far beyond its statutory powers. Consequently, the proposed Rule is

invalid as of its flawed inception. Moreover, the proposed Rule seeks to license, regulate, and

sanction a class of business that negotiates with, contracts with, impacts, andlor is otherwise
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adversarial to over 90 percent of the Board’s members. The resulting bias denies PBMs

fundamental fairness in the Board’s proceedings resulting in a denial of the enterprises’ due

process rights under the Constitution’s Fourteenth Amendment. At the same time, the proposed

Rule imposes an entirely new set of obligations that constitute a significant and undue burden on

PBMs without any real, local benefit because current Department of Insurance regulations already

address the issues and concerns purportedly driving the Board’s self-interested actions. As a result,

the proposed Rule violates the Dormant Commerce Clause of the Constitution. In addition, the

proposed Rule is preempted under ERISA and Medicare.

Moreover, the same inherent, institutional bias driving the due process problems plaguing

the proposed Rule also form the basis for the Rule’s violation of the Sherman Antitrust Act and

corresponding Louisiana unfair trade practice statute. Lastly, even if the proposed Rule were to

somehow wrangle its way past all of the constitutional infirmities and other Federal and State law

violations, any action on the part of the Louisiana Board of Pharmacy would be impossible because

the conflict of interest of the Board members requires that they not participate in any discussions,

deliberations, or voting on matters involving PBMs, thus depriving the Board of Pharmacy of a

quorum sufficient to ever take any action. Based on the above and foregoing, we respectfully urge

the Louisiana Board of Pharmacy to yield to the United States Constitution and follow applicable

State and Federal law by abandoning the proposed Rule.

Again, on behalf of my client, Express Scripts, Inc., we appreciate the opportunity to

convey the myriad concerns we have concerning this proposed Rule and look forward to a

productive dialogue to resolve the differences noted above to the benefit of Express Scripts’ clients

and their millions of beneficiaries.
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Cc: The Hon. Jim Donelon, Commissioner of Insurance
The Hon. Jeff Landry, Attorney General
Matthew Block, Executive Counsel, Office of the Governor
Korey Harvey, Deputy Commissioner of Insurance

Attorney for Express Scripts, Inc.



UNITED STATES OF AMERICA

FEDERAL TRADE COMMISSION
WASHINGTON, D.C. 20580

Office of Policy Planning
Bureau of Economics
Bureau of Compeii[ion

March 22, 2011

The Honorable Mark Forrnby
Representative, District lOB
Mississippi House of Representatives
New Capitol, P.O. Box 1018
Jackson, MS 39215-1018

Dear Representative Formby:

The staffs of the Federal Trade Commission’s Office of Policy Planning, Bureau
of’Competition. and Bureau of Economics1 are pleased to respond to your request for
comments on the likely competitive effects of the pharmacy benefit manager (“PBM”)
rclatcd provisions of Mississippi Senate Bill 2445 (“SB-2445” or “the Bill”). The Bill,
among other things, would “shift regulatory authority over PBMs from the Insurance
Commissioner to the Board of Pharmacy.” You asked the FTC to examine the Bill to
determine “whether the proposed legislation is anti-competitive and will likely result in
the increased cost of pharmaceutical care for consumers.”2

We are concerned that SB-2445, if enacted as passed by the Mississippi State
Senate, may increase pharmaceutical prices and reduce competition. First, allowing the
Pharmacy Board to regulate PBMs will likely undermine the PBM’s ability to negotiate
lower prices for prescription drugs, which in turn, will raise those prices for both insurers
and consumers covered by insurance. Second, the Bill appears to allow’ the Pharmacy
Board to obtain from PBMs financial and any other business information it desires and to
provide that information to third parties.3 If pharmaceutical manufacturers, pharmacists,
and pharmacies gain access to whatever information the Pharmacy Board requires the

This letter expresses the views of the Federal Trade Commission’s OWice of Policy Planning, Bureau of
Competition, and Bureau of Economics. The letter does not necessarily represent the views of the Federal
Trade Commission (Commission) or of any individual Commissioner. The Commission has, however,
voted to authorize us to submit these comments.
2 Letter from Hon. Mark Formby to Jon Leibowitz, Chairman, Federal Trade Commission (March 1,2011).
This comment addresses SB-2445, as requested, but staff notes that similar legislation was passed by the
Mississippi House of Representatives on March 3,2011. It is our understanding that the two bills will be
considered and reconciled by a conference committee and that these comments are being requested for the
purpose of informing those discussions.

SB-2445. Section 73-21-157 (2)(a-b).



PBMs to produce, they could have access to competitively sensitive information,
potentially facilitate collusion, and increase prescription drug prices. Third, SB-2445
would change current law to require nonresident pharmacies that deliver prescription
drugs to Mississippi residents to have a Mississippi-licensed pharmacist-in-charge.4 This
requirement would add to out-of-state pharmacies’ expenses the fees and other costs
associated with licensure, continuing education, and registration of a pharmacist in
Mississippi, in addition to the costs imposed by requirements for pharmacists in the state
in which the nonresident pharmacies operate. These additional costs would likely be
passed on to Mississippi consumers and health plans.

Interest and Experience of the Federal Trade Commission

Congress has charged the Federal Trade Commission (“FTC” or “Commission”)
with preventing unfair methods of competition and unfair or deceptive acts or practices in
or affecting commerce.6 Pursuant to its statutory mandate, the FTC seeks to identify
business practices and regulations that impede competition without offering
countervailing benefits to consumers. For several decades, the FTC and its staff have
investigated the competitive effects of restrictions on the business practices of health care
providers,7 issued reports and studies regarding various aspects of the pharmaceutical
industry,8 and brought numerous enforcement actions in the pharmaceutical industry.9

The Commission has significant expertise in the competitive issues surrounding
PBMs. Of particular relevance to SB-2445 is the Commission’s “Conflict of Interest
Study” regarding PBM practices. In response to a Congressional directive in 2003, the
FTC analyzed data on PBM pricing, generic substitution, therapeutic interchange, and
repackaging practices. The study examined whether PBM ownership of mail-order
pharmacies served to maximize competition and lower prescription drug prices for plan
sponsors. In its 2005 report based on the study (“PBM Study”), the FTC found, among
other things, that the prices for a common basket of prescription drugs dispensed by
PBM-owned mail order pharmacies were typically lower than the prices charged by retail
pharmacies)° The study also found competition affords health plans substantial tools
with which to safeguard their interests. Consumers benefit as a result.

SB-2445, Section 73-21-106.

The current law requires, among other things, registration of the non-resident pharmacy, which is
generally a less-restrictive alternative to duplicative professional licensure.

6 Federal Trade Commission Act, 15 U.S.C. § 45.

See Federal Trade Commission, FTC Antitrust Actions in Health Care Se,vices and Products (Oct. 2003),
available at http://www Ftc.eov/hc/hcupdatefl3 I 024.pdf.

See Federal Trade Commission, GENERIC DRUG ENTRY PRIOR TO PATENT EXPIRATION (July 2002);
DAVID REIFFEN AND MICHAEL R. WARD, GENERIC DRUG INDUSTRY DYNAMICS, Federal Trade
Commission Bureau of Economics Working Paper No. 248 (Feb. 2002), available at
http://www tlc.eov/be/econwork htm.

9See Federal Trade Commission, FTC Antitrust Actions in Pharmaceutical Services and Products (Oct.
2005), available at http://www ftcgov/bc/03 I Orxupdate.pdf

‘° See Federal Trade Commission, PHARMACY BENEFIT MANAGERS: OWNERSHIP OF MAIL-ORDER
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This 2005 PBM study continued the FTC’s ongoing experience with PBMs.
PBM practices were a particular focus of hearings on health care markets jointly
conducted by the FTC and the Department of Justice Antitrust Division (“DOJ”) in 2003
(“Health Care l-Iearings).’’ In 2004, the FTC and DOJ issued a report based on the
hearings, a Commission-sponsored workshop, and independent research.’2 In addition,
FTC staff have analyzed and commented on proposed PBM legislation in several states.13

Background on PBMs

PBMs contract with health plans to manage the cost and quality of the plans’ drug
benefits. They act as clearinghouses for health plans, covered individuals, and retail
pharmacies, and may provide a variety of related services. These include: 3) developing
networks of local pharmacies; 2) providing access to mail order pharmacies; 3)
developing drug formularies and negotiating discounts and rebates from drug companies
in exchange for preferential placement in the formulan’; 13 4) providing analysis of
physician prescribing patterns; and 5) providing treatment information and monitoring of
covered individuals with certain chronic diseases.

Of particular relevance to SB-2445, PBMs negotiate drug prices with pharmacies
participating in the PBMs’ networks and payments for prescription drugs and services
with health plan sponsors. In addition, contracts with health plan sponsors specify how
the plan will share in any rebates or discounts the PBM obtains from pharmaceutical
manufacturers. IS

PHARMACIEs, 23 (Aug. 2005) (“PBM STUDY”), available at
http:kwww ftc.uovirenotlstpharmhenet5tfl5 fl50906phannbenefitmt.pdf.

See Hearings on Health Care and Competition Law and Policy, June 26, 2003, available at
http’./1vww flc.L!ov/m!c’IwalthcarehearinusO3UCôfictrans.pdf. (“Health Care Hearings”) Subsequent

references 10 the hearings ‘viii identify a panelist, affiliation (as of hearing date), and transcript page.

See FEDERAL TRADE COMMISSION AND DEI’ARTNIENTOF JUSTICE. IMPROVING HEkLTH CARE: A Dosr OF

CoMPETITION (2004), available aihttp://nwwttc.aov/repons/heahhcareO1O723heahhcareremndf.

“See, e.g., Letter from FTC staff to New York Senator James L. Seward (March 31, 2009), available at
htlp:’/www ftcuov!os2OO9/04/V09O006newvorLphrn.pdf Letter from FTC staff to New Jersey
Assemblywoman Nellie Pou (Apr. 17, 2007), available at http://www ftc.aov/be/V0600I9.pd( Letter from
FTC staff to Virginia Delegate Terry G. Kilgore (Oct. 2,2006), available at
http://www Itc.uov/be/V060t) I 8.ndf.

A formulary is a list of approved or preferred drugs for the plan.

‘5These payments are paid to the plan sponsor, retained by the PBM, or shared between them depending on
the specifics of the contract between these panics. See PBM STUDY, supra note 10, at 59-60; John
Richardson, Health Strategies Consultancy, Health Care Hearings, supra note 11, at 23-24 (PBM5 “can be
paid through administrative fees, share of rebates, or some combination.”); Thomas M. Boudreau, Express
Scripts, Health Care Hearings, supra note II, at 124. Typically, contracts also specify a plan’s audit rights
with respect to formularv and payment sharing. See PBM STUDY, supra note 10, at 58.
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PBMs negotiate lower pharmacy costs by forming a preferred or exclusive
network of retail pharmacies)6 Retail pharmacies offer discounts to PBMs depending on
the type and number of health plans covered by the PBM and the exclusivity of the
network — the more exclusive the network, the higher the discount. This mechanism can
make customer volume respond very strongly to prices, creating an incentive for
pharmacies to bid aggressively on prescription drug prices and potentially reducing the
prices that public and private health plans and consumers pay for pharmaceuticals. 17

PBMs also use mail-order pharmacies to manage prescription drug costs. Many
PBMs own mail-order pharmacies. Plan sponsors sometimes encourage patients with
chronic conditions who require repeated refills to seek the discounts that 90-day
prescriptions and high-volume mail-order pharmacies can offer. Mail-order pharmacies,
including those owned by PBMs, compete directly with retail pharmacies.’8

PBMs also establish relationships with pharmaceutical manufacturers, who
compete to have their drugs placed on a PBM’s formulary by offering discounts or
rebates.

Likely Effects of SB-2445

Several provisions of the Bill could harm competition and consumers. First, the
bill empowers the Pharmacy Board to regulate PBMs and may impede PBMs’ ability to
negotiate effectively contracts with pharmacies that save money for Mississippi health
plans and consumers. Second, the Pharmacy Board would have vague and potentially
unlimited authority to demand disclosures of sensitive PBM business information,
without any confidentiality protections, which could restrict PBMs’ ability to negotiate
contracts with pharmaceutical manufacturers and pharmacies to provide the best
prescription drug programs and prices for Mississippi consumers. Third, changing the
law to require an out-of-state pharmacy to have a Mississippi licensed pharmacist-in-
charge if it wants to sell prescription drugs to Mississippi consumers could raise the costs
of doing business without any countervailing benefits. Collectively, these requirements
may increase the prices that both public and private health plans, and ultimately
Mississippi consumers, pay for prescription drugs.

(a) Shifting Regulatory Authority of PBMs from the Insurance
Commissioner to the Pharmacy Board

GA PBM may have several networks that differ in degree or scope of exclusivity.
‘ See PBM STUDY, supra note 10, at 3; General Accounting Office, Effects of Using Pharmacy Benefit
Managers on Health Plans, Enrollees, and Pharmacies at II (Jan. 2003) (“GAO Report”), available at
http://www.eao.izovlcui-bin!uetrpt?GAO-03-l96 (noting when Blue Cross Blue Shield introduced a plan
with a smaller network of retail pharmacies, it included deeper discounts in its retail pharmacy payments);
Letter from FTC staff to Patrick C. Lynch, Rhode Island Attorney General and Juan M. Pichardo, Rhode
Island Deputy Senate Majority Leader, State of Rhode Island and Providence Plantations (Apr. 8,2004),
available at http://www flc.uov/os/2004/04/rihills.pdf (discussing these issues more extensively).
IS See PBM STUDY, supra note 10, at i, 18-19.
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The current law places regulatory authority over PBMs with the Insurance
Commissioner, who has discretion over what information PBMs must provide on their
annual financial statements and reports. The Pharmacy Board currently receives copies
of those annual reports. SB-2445 would shift the regulatory authority and power to the
Pharmacy Board, which consists of seven members, all of whom must be pharmacists.
Thus, pharmacists, who negotiate retail prescription drug prices with PBMs and compete
against PBM-owned mail-order pharmacies, would now be regulating PBMs.

Although we offer no specific recommendations on the ideal structure for
regulating PBMs)9 it is our understandiw that no other state has placed PBMs under the
regulatory control of its pharmacy board:° Because pharmacists and PBMs have a
competitive, and at times, adversarial relationship, we are concerned that giving the
pharmacy board regulatory power over PBMs may create tensions and conflicts of
interest for the pharmacy board.2’ Indeed, the antitrust laws recognize that there is a real
danger that regulatory boards composed of market participants may pursue their own
interests rather than those of the state.22 We urge the Mississippi legislature to consider

9 We note that most professions, including medical professions, have self-regulatory boards whose
principal function is to regulate the activities of their own profession. In many cases, the membership of
these boards also includes members from outside the profession to represent the public interest, including
consumers’ interests. See, e.g., HHS, BUREAU OF HEALTH PROFESSIONS, HEALTH RESOURCES
AND SERVICES ADMINISTRATION THE PROFESSIONAL PRACTICE ENVIRONMENT OF
DENTAL HYGIENISTS IN THE FIFTY STATES AND THE DISTRICT OF COLUMBIA, 2001 at 80-8 I
(2004), available at flp]/ftp.hrsa.govibhpr/workforce/denIalhven.pdfQ’DentaI hygiene is idiosyncratic in
that most health professions are self-regulated. Dental hygiene is largely under the purview of dentistry.
This is not true for similarly situated medical professionals who are principally self-regulated. Only the
physician assistant (PA) profession is, to some extent, governed by Boards of Medicine.”). [Hereinafter
HHS Dental Hygienists Report].
20 See generally Richard Cauchi, National Conference of State Legislatures, Background Brief- 2007
State Legislation Affecting Pharmaceutical Benefit Managers (PBMs) (Feb. 5,2007) (summarizing PBM
legislation); National Conference of State Legislatures, Prescription Drug 2009 Enacted State Laws (Jan. 4,
2010), available at: htlp://www ncsl.oru/default.asnx?tabid=18909 (same); National Community
Pharmacists Association, LAWS THAT PROVIDE REGULATION OF THE BUsINEss PRACTICES OF PHARMACY

BENEFIT MANAGERS, available at:
http://www ncpanet.orij/pdt7leu/leu pbm business practice regulation.pdf (same).

21 See Drug Topics: The Newsmagazine for Pharmacists, “Independent pharmacies must unify to fight
PBM industry”, Drug Topics E-News, Feb. 22, 2011, at
http //drugtopics. modernmedicine.com/dru utop cs/Modern +Med icine+News!l ndependent-phann acies
rnust-unifv-Io-thzht-PBM-ind/ArticleStandardlArticl&detail/708606 (discussing what pharmacists must do
to fight PBM industry and citing the Mississippi bill, which “proposes to move the regulatory authority
(over PBM5) from the Department of Insurance to the State Board of Pharmacy, which will be responsible
for overseeing and issuing permits to every PBM. Fortunately, the State Board of Pharmacy understands
the industry and some of its members are friends of independent pharmacy”). See generally HHS Dental
Hygienists Report at 73,165 (HHS noted that “[t]he dental hygiene profession has progressed less quickly
than most other health professions. This is largely due to the regulation of the profession of dentistry, a
condition that is unusual in health regulation since most other professions are provided with autonomy in
governing their constituents.” HHS further noted “There is a demonstrated, adversarial relationship in
organized professional circles between dental professionals and hygiene professionals.”).
22 See Patrick v. Burget, 486 U.S. 94, 100 (1988); Opinion of the Commission, North Carolina State Board
of Dental Examiners at 9 (Feb. 8,2011), available at:
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this concern.

(b) Information Disclosures to the Pharmacy Board and Others

SB-2445 gives the Pharmacy Board complete discretion over what information
PBMs must provide and allows the board to share that information with pharmacies and
health plans. Moreover, there are no confidentiality provisions for sensitive financial or
business information.23 The bill requires each PBM to file an annual statement with the
Pharmacy Board. This statement “shall be on forms prescribed by the board and shall
include: (a) A financial statement of the organization, including its balance sheet and
income statement for the preceding year; and (b) Any other information relating to the
operations of the pharmacy benefit manager required by the board under this section.”24
Moreover, the bill authorizes the Board to “provide a copy of the financial examination to
the person or entity who provides or operates the health insurance plan or to a pharmacist
or pharmacy.”25

These provisions could result in sharing competitively sensitive cost information
among competing pharmacies and pharmaceutical manufacturers. In particular, such
information sharing could undermine competition between pharmacies to be included in
PBM networks and between pharmaceutical manufacturers to offer discounts to PBMs.
Both outcomes could raise prescription drug prices for consumers. We note, however,
that if there are appropriate confidentiality safeguards in place, health plan sponsors (and
their consultants) may find specific cost information helpful as they seek to select among
PBMs, understand their enrollees’ prescription drug use, and ensure that they are
receiving appropriate rebates from PBMs.

In some circumstances, sharing information among competitors ma6y increase the
likelihood of collusion or coordination on matters such as price or output.2 The antitrust
agencies have explained how coordinated interaction harms consumers: coordinated

http://www ftc.iov/os/adjpro/d9343/l l0208cominopinion.pdL
23 But see 58-2445 at § 73-21-107 (4) (unlike the provisions related to PBMs, this Section prevents the
pharmacy board, without written consent, from inspecting drug wholesalers’ “(a) Financial data; (b) Sales
data other than shipment data; or (c) Pricing data”).
24 SB-2445 at § 73-21-157.

25S8’445 at § 73-21-159 (3).
26 FTC/DOJ GUIDELINES FOR COLLABORATIONS AMONG COMFCrVrORS §3.31(b) (discussing potential
harms to competition when competitors exchange or disclose sensitive business information). See also
DEPARTMENT OF JUSTICE AND FEDERAL TRADE COMMISSION, STATEMENTS OF ANTITRUST ENFORCEMENT
POLICY IN HEALTH CARE, Statement 6 (Aug. 1996) (same); available at httn://www.ftc.
iov/bc/healthcare/indtistryeuide/policy/hlth3s.pdI Letter from FTC Staff to Sen. James L. Seward, New
York Senate (Mar. 31, 2009) (disclosure of sensitive business data in one market segment may chill

competition in multiple market segments); available at
http://www ftc.eov/os/2009/O41VOQ0006newyorkphm.pdf; U.S. DEPARTMENT OF JUSTICE AND FEDERAL
TRADE COMMISSION, HORIZONTAL MERGER GUIDELINES §7 (2010) (describing anticompetitive effects of
coordination among rivals), available at http://ftc.gov/os/20 10/08/10081 Qhmg.pdl [hereinafter FTC/DOJ
HORIZONTAL MERGER GUIDELINES].
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interaction “can blunt a firm’s incentive to offer customers better deals by undercutting
the extent to which such a move would win business away from rivals” and “also can
enhance a firm’s incentive to raise prices by assuaging the fear that such a move would
lose customers to rivals.”27

For example, pharmacies may compete with one another by offering deeper
discounts or lower dispensing fees in order to be included in a PBM’s limited network or
to become a preferred provider. Knowing that rivals will see, and can respond to, one’s
prices can dilute incentives to bid aggressively. Thus, depending on the information the
Board requires, the disclosure provisions may undercut the most efficient pharmacy
network contracts, leading to higher prescription drug prices.

Similarly, if the Pharmacy Board requires PBMs to provide detailed information
about their rebate arrangements with pharmaceutical manufacturers, then tacit collusion
among the manufacturers may be more feasible.25 Absent such knowledge,
manufacturers have powerful incentives to bid aggressively for formulary position,
because preferential formulary treatment offers the prospect of substantially increased
sales. Disclosure of such confidential financial and business information thus may raise
the price that Mississippi consumers pay for pharmaceutical coverage by harming
competition among pharmaceutical companies for preferred formulary treatment.

In sum, allowing the Pharmacy Board to demand confidential business
information from PBMs and to disclose it presents a significant threat to competition that
could lead to higher prescription drug prices for Mississippi consumers.

(c) Requirement that Nonresident Pharmacies have a Mississippi-licensed
Pharmacist-in-CharRe

Section 73-21-106 of the Mississippi Code currently requires a nonresident
pharmacy to register with the board. In addition, the nonresident pharmacy, among other
things, must “[c]omply with all lawful directions and requests for information from the
regulatory or licensing agency of the state in which it is licensed [and] maintain at all
times a valid unexpired license, permit or registration to conduct the pharmacy in
compliance with the laws of the state in which it is a resident.” SB-2445 would amend
this section to add the requirement that the pharmacist-in-charge of a nonresident
pharmacy “hold a Mississippi pharmacist license, be licensed to practice pharmacy in the
state of residence of the nonresident harmacy and be current and in good standing with
the licensing boards of both states.”

27 FTC/DOJ HORIZONTAL MERGER GUIDELINEs §7.

28 See, e.g., Svend Albaek ci at. Government Assisted Oligopoly Coordinailon?A Concrete Case, 45):
INDUS. EC0N. 429 (1997).

A nonresident pharmacy is “Any pharmacy located outside this state that ships, mails or delivers, in any
manner, controlled substances or prescription or legend drugs or devices into this state.” SB-2445, Section
73-21-106.
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This additional requirement could increase the costs of mail-order pharmacies that
provide pharmacy services to Mississippi consumers and potentially reduce the incentives
or increase the costs for health plans and PBMs to offer mail order options to
beneficiaries. As noted above, in its 2005 PBM Study, the FTC found that the prices for
a common basket of prescription drugs dispensed by PBM-owned mail order pharmacies
were typically lower than the prices charged by retail phannacies.° Similarly, a
Maryland study found that statutory’ impediments to the use of mail-order pharmacies for
maintenance drugs can be costly for a State and its citizens.31 In the absence of
countervailing health and safety rationales for the new licensure requirement, FTC staff
urges the Mississippi legislature to consider carefully whether requiring a nonresident
pharmacy to employ a Mississippi-licensed pharmacist could unnecessarily hamper
affordable access to pharmaceutical goods and services.

Conclusion

Our analysis oCSB-2445 suggests that its passage may increase pharmaceutical
prices for Mississippi consumers. FTC staff recommends that the Mississippi legislature
seriously consider whether there are benefits to consumers from the additional, more
restrictive regulations in SB-2445 that would outweigh the competitive harm and
consumer costs identified herein. Finally, FTC staff recommends that if the Mississippi
legislature concludes PBMs should be subject to additional oversight, that the legislature
consider giving additional authority to the Mississippi Commissioner of Insurance rather
than to the Board of Pharmacy.

We appreciate your consideration of these issues.

Respectfully submitted,

Susan S. DeSanti, Director
Office of Policy Planning

Joseph Farrell, Director
Bureau of Economics

Richard A. Feinstein, Director
Bureau of Competition

See PI3M Sitoy. supra note 10 at 23.
H Sue Md. Health Care Comm. and Md, Ins. Admin., Mail-Order Purchase of Maintenance Drugs: Impact
on Consumers, Payers, and Retail Pharmacies, 2-3 (Dec. 23, 2005), available a!
hltp:/1mlwc marvland.uovleuislativemailordcrrpt.pdF(noting greater use of mail-order maintenance drugs,
as would be enabled by liberalizing Maryland insurance law, would save Maryland consumers 2-6% on
retail drug purchases overall, and third-party carriers 5-10%).
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EXHIBIT —

ADAMS AND REESE LLP
Florida
Geoigia
Louisiana
M.ssissipoi

June 25, 2018 SocthCflna
Tennessee
Texas
Washingbn, DC

BY HAND AND ELECTRONIC DELIVERY GrantJ.GuWot

Malcolm J. Broussard Direct 225.378.3226
E-Fax: 225.336.5116

Executive Director grant.guulotahaw,com

Louisiana Board of Pharmacy
3388 Brentwood Drive
Baton Rouge, LA 70809-1700

Re: Notice of Intent re Regulatory Project 2018— Pharmacy Benefit Managers
The Louisiana Register, Vol. 44. No.05 (May 20, 2018)
Louisiana Board of Pharmacy

Dear Mr. Broussard:

On behalf of the Pharmaceutical Care Management Association (PCMK),l we thank
you for the opportunity to submit data, views, and arguments at the June 25,2018, public hearing
of the Louisiana Board of Pharmacy (“the Board”) in regards to the referenced matter. Our law
firm has been retained by PCMA to respond on its behalf to the Board’s publication of its Notice
of Intent (“the Notice of Intent”) in the Louisiana Register, Vol. 44, No. 05 (May 20, 2018)
regarding the Board’s proposed promulgation of a set of new rules (“the Proposed Rule”) for the
licensing and regulation of pharmacy benefit managers (“PBM5”). For the following reasons,
PCMA respectfully opposes the promulgation of the Proposed Rule and asserts that the
regulation of PBMs by the Board is neither warranted nor permitted under Louisiana or federal
law. Accordingly, the Board shouLd terminate this rulemaking proceeding.

I. Introduction

Since the enactment of Act No. 386 of the 2008 Regular Session of the Louisiana
Legislature, PBMs have been regulated by the Louisiana Department of Insurance (“DOl”)

PCMA is a national trade association representing PBMs. Its mission is to lead the effort in promoting PBMs and

the proven tools they utilize, which are recognized by consumers, employers, policymakers, and others as key

drivers in lowering prescription drug costs and increasing access. PCMA monitors and advocates on a range of

important health care issues that allow PBMs to continue:

I) Lowering pharmacy costs for America’s employers and consumers; -

, - —_ —.

2) Protecting affordability and choice in Medicare Pan D; . -

3) Lowering pharmacy costs for Medicare seniors; and
4) Improving safety with specialty pharmacies. , JUN 25 2018

https:/iwww.pcmanet.org’our-industry/ (Last visited June 20, 2018).

450 Laurel Street, Suite 1900 I Salon Rouge, Louisiana 70801 I 225.336.52001 Fax 225.336.5220
.adamsandreese.corn



Malcolm J. Broussard June 25, 2018
Page 2

pursuant to La. R.S. 22:1657, which provides that PBMs shall be deemed to be third-party
administrators for purposes of the Insurance Code, La. R.S. 22:1, ci seq.

On August 3,2017, the Office of the Attorney General of the State of Louisiana issued an
Opinion in response to an inquiry by Representative Robert Johnson regarding whether PBMs
are subject to regulation by the Louisiana (sometimes “State”) Board of Pharmacy.2 In its
Opinion, the Attorney General advised that PBMs may be subject to regulation by the Board
depending on the specific facts of the situation.3

Thereafter, on May 20, 2018, the Board published a Notice of Intent in the Louisiana
Register. indicating that it intends to promulgate new rules for the licensing and regulation of
PBMs.4 Pursuant to La. R.S. 37:1172(A), the Board is comprised of seventeen (17) members
appointed by the governor, including sixteen (16) licensed pharmacists and one consumer
representative.

In addition to delineating the activities that constitute a PBM sen’ice, and thus, subject a
PBM to the jurisdiction of the Board? the Proposed Rule also provides other regulations setting
forth licensing procedures and providing for sanctions for non-compliance with the Rule.6 In
addition, the Notice of Intent states that the Proposed Rule (1) will have no effect on family
earnings and budgets;7 (2) will have no effect on health care;8 (3) will not affect the ability of
PBMs to provide the same level of service to individuals with developmental disabilities:9 (4)
will increase aggregate expenditures for PBMs conducting business in Louisiana by an estimated
$6,000 in FY 19 and by $5,000 in subsequent fiscal years;’° and (5) will not affect competition.”

11. Summary of the Argument

PCMA opposes the Board’s promulgation of the Proposed Rule for several reasons.
First, the Board does not have the statutory authority under La. R.S. 37:1162, or elsewhere in its
practice act, to regulate PBMs because PBMs, for the most part, do not engage in pharmacy

I Atty Gen. Opinion No. 2017-0076.

‘Id. at 22-23.

Louisiana Regiswr, Vol. 44, No.05 (May20, 2018). available at http://www.doa.Ia.gov/osr/REG/I805/l805.pdf.

Proposed regulation LAC 46:LIlI.2473.

6 Proposed regulation LAC 46:LlII.2475.

Louisiana Register, supra note 4, at 969.

8 Id.
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operations affecting the public health, safety, and welfare of consumers. While PCMA
acknowledges that the operation of mail-order services and specialized pharmacies by PBMs are
subject to regulation by the Board because those activities fall within the scope of the statutory
definition of the practice of pharmacy”, no other actions performed by PBMs fit within that
definition. Significantly, the Board’s history of not attempting to regulate PBMs. combined with
DOl’s consistent statutorily-authorized regulation of PBMs, suggests that the legislature never
intended for PBMs to be regulated by the Board.

Second, the Notice of Intent published by the Board is deficient for several reasons. For
example, the Notice does not contain a statement indicating whether the agency has prepared a
preamble explaining the basis and rationale for the intended action, summarizing the information
and data supporting the intended action, and providing information concerning how the preamble
may be obtained. In addition, the Notice misstates the effects the Proposed Rule would have on
family earnings and budgets. Furthermore, the Notice does not accurately depict the effects the
Proposed Rule would have on health care. Moreover, the Notice mistakenly states that the
Proposed Rule will not affect the ability of PBMs to provide the same level of service to
individuals with developmental disabilities. Additionally, the Notice does not accurately
represent the estimated costs to directly affected persons or nongovernmental groups. Also, the
Notice erroneously states that the Proposed Rule will not affect competition.

Third, the Board and its market competitor members are not entitled to state-action
antitrust immunity under Parker v Brown. The State has not articulated a clear policy to allow
the anticompetitive conduct that will result from the enactment of the Proposed Rule. In
addition, the Board’s actions taken by Board Member actors, who contract with and/or compete
with PBMs, are not actively supervised by the State. Because the Board members are composed
of market participants. state regulation is required in order for the Board to be entitled to state-
action immunity. The Board has not indicated that the State of Louisiana, through its governor
or some other elected official, intends to actively supervise the proposed rulemaking instead of
merely rubberstamping the Proposed Rule.

Fourth, the Board members are prohibited by the Louisiana Code of Governmental Ethics
from regulating PBMs due to conflicts of interests that such regulation would necessarily entail.
The Board members stand to personally benefit from regulation of PBMs regardless of whether
the regulation is favorable to the PBMs. Therefore, the Board is ethically prohibited from
exercising regulatory control over PBMs.

Fifth, the Board’s Proposed Rule is preempted by ERISA aid the Medicare Part D
statutes in regards to certain benefits administered by PBMs. Thus, the Board is prohibited from
regulating PBMs to the extent the PBMs offer benefits that are covered by ERISA or Medicare
Part D.

Finally, PBMs are already sufficiently regulated by DOl, headed by a popularly-elected
commissioner of insurance, and thus, there is no need for additional, duplicative regulation by
the Board. The Louisiana Legislature has consistently acknowledged DOT’s regulatory authority
over PBMs by amending the Insurance Code statutes that apply to PBMs. On the other hand, the

1JUN25 2018
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legislature has not taken any action suggesting that it believes the Board should be regulating
PBMs in place of or in tandem with DOl.

Accordingly, PCMA respectfully submits that the Board should terminate this
rulemaking proceeding as the Board’s proposed regulation of PBMs is neither warranted nor
authorized by law.

111. Factual and Procedural Background

A. The Role of Pharmacy Benefit Managers

A PBM is defined in the Insurance Code as “a person, business, or other entity and any
wholly or partially owned or controlled subsidiary of such entity that administers the prescription
drug or device portion of one or more health benefit plans on behalf of a third party, including
plan sponsors, insurance companies, unions, and health maintenance organizations, in
accordance with a pharmacy benefit management plan.”2 By contrast, the Proposed Rule
defines a PBM as “any person or other entity who administers the prescription drug or device
program of one or more health insurance plans on behalf of a third party in accordance with a
pharmacy benefit program.”3 In turn, a “pharmacy benefit program” is defined as “a plan or
program that pays for, reimburses, covers the cost of, or otherwise provides for pharmacist
services or drugs or devices to individuals who reside in or are employed in Louisiana.”4 In
addition, the Federal Trade Commission (“the FTC”) has explained,

PBMs contract with health plans to manage the cost and quality of the
plans’ drug benefits. They act as clearinghouses for health plans, covered
individuals, and retail phamrncies, and may provide a variety of related
services. These include: 1) developing networks of local pharmacies; 2)
providing access to mail-order pharmacies; 3) developing drug formularies
and negotiating discounts and rebates from drug companies in exchange
for preferential placement in the formulary;’ 4) providing analysis of
physician prescribing patterns; and 5) providing treatment information and
monitoring of covered individuals with certain chronic diseases.’6

The FTC has explained the business model implemented by PBMs as follows:

12 La. kS. 22:164 I.

‘ Proposed regulation LAC 46:Llll.247 I.

“ Id.

5 A formulary is a list of approved or preferred drugs for a plan.

6 Letter from FTC Office of Planning, Susan S. Desanti, Director, Bureau of Economics; Joseph Farrell, Director,
Bureau of Competition; and Richard A. Feinstein, Director to Mark Formby, Representative, District 108,
Mississippi House of Representatives (March 22, 2011). —

I
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PBMs negotiate lower pharmacy costs by forming a preferred or exclusive
network of retail pharmacies. Retail pharmacies offer discounts to PBMs
depending on the type and number of health plans covered by the PBM
and the exclusivity of the network — the more exclusive the network, the
higher the discount. This mechanism can make customer volume respond
very strongly to prices, creating an incentive for pharmacies to bid
aggressively on prescription drug prices and potentially reducing the
prices that public and private health plans and consumers pay for
pharmaceuticals.

• PBMs also use mail-order pharmacies to manage prescription drug costs.
Many PBMs own mail-order pharmacies. Plan sponsors sometimes
encourage patients with chronic conditions who require repeated refills to
seek the discounts that 90-day prescriptions and high-volume mail-order
pharmacies can offer. Mail-order pharmacies. including those owned by
PBMs. compete directly with retail pharmacies.

• PBMs also establish relationships with pharmaceutical manufacturers,
who compete to have their drugs placed on a PBM’s formulary by offering
discounts or rebates.’7

While some pharmacies contract directly with PBMs, most pharmacies contract with
pharmacy services administrative organizations (“PSAOs”) to manage negotiations with PBMs.’8
As explained by the United States Government Accountability Office (“GAO”), “When a PSAO
enters into a contract with a... PBM, the pharmacies in its network gain access to the... PBM
contract — and the individuals it covers — by virtue of belonging to the PSAO’s network.”9
Thus, “by providing access to multiple independent pharmacies, PSAOs enable.. .PBMs to
expand and maintain networks in certain geographic areas — such as rural and underserved areas
— where independent pharmacies are more likely to be located. Thus, PSAOs help... PBMs build
networks of pharmacies to meet the needs of health plans and their enrollees and, in some cases,
to satisfy’ federal requirements.”2° Although some pharmacies may not contract directly with
PBMs. PSAOs — which do contract directly with PBMs — are often owned by pharmacy
cooperatives:’

‘ h/. (internal citations omitted).

lB Gov’T ACCOUNTABILITY OFF., GAO-13-176, PRESCRIPTION DRUGS: ThE NUMBER, ROLE, AND OwNERsHIP

OF PHARMACY SERVICES ADMINISTRATIVE ORGANIZATIONS (January 2013), available at

https://www.gao.gov/assets/660/65 163 I .pdf.

Id. at 9.

20ld. at3.

21 Id. at 24-25. zzzz _-.
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PBMs reduce prescription drug costs and improve convenience and safely for consumers,
employers, unions, and government programs:2 PBMs administer prescription drug plans for
more than 266 million Americans who have health insurance from a variety of sponsors
including: commercial health plans, self-insured employer plans, union plans, Medicare Pan D
plans, the Federal Employees Health Benefits Program (“FEHBP”). state government employee
plans. managed Medicaid plans. and other health plans.23 Notably. PBMs are projected to save
employers, unions, government programs, and consumers 5654 billion — up to 30 percent — on
drug benefit costs over the next decade.21

As summarized by PCMA, PBMs reduce drug costs by:

1) offering Amazon-style home delivery of medications and creating select networks
of more affordable pharmacies;

2) interacting electronically with pharmacists that are liNing prescriptions to
encourage the use of generics and more aliordable brand medications;

3) negotiating discounts, payments, and rebates from drug manufacturers in
exchange for the manufacturers’ drugs placement on the preferred list of
medication for various illnesses;

4) negotiating discounts from pharmacies in exchange for the pharmacy’s placement
on the preferred network for plan participants;

5) managing high-cost specialty medications; and
6) reducing waste and improving adherence.2

Notably, consumers with prescription drug coverage administered by a PBM pay between
15% and 50% less for drugs than do customers without insurance buying the exact same
medications.26

In addition, several federal government agencies. including the FTC, the GAO, and the
Congressional Budget Office, have analyzed the PBM industry to ascertain its effect on
consumers and plan sponsors. All such studies have concluded that PBMs are beneficial to
consumers and plan sponsors because they reduce the prices paid by consumers for prescription
drugs.27 For example. a 2005 study conducted by the FTC found that the prices for prescription

22 https:I/www.pcmunei.orgfour-industry/ (Last visited June 20,2018).

23j r_:z :
24 Id

I itij JUN 252018
25 Id; Joanna Shepherd, The Fox Guarding the Hetiliouse: The Regulation of Pharmacy Benefit. Mqqge,’s by a J
Market Adversary, 9 Nw. J. L. & Soc. PoI’y (2013).

26 Shepherd, supra note 25, at 3, citing FED. TRADE COMM’N, PHARMACY BENEFIT MANAGERS:

OWNERSIIIF’ OF MAIL-ORDER PHARMACIES 36 (2005). available at
http://www.ftcgov!reports!pharmbeneflt05/O50906pharmbenefltrpt.pdf.

2? Shepherd, supra note 25, at 10, citing FED. TRADE COMM’N, PHARMACY BENEFIT MANAGERS:

OWNERSFIII’ OF MAIL-ORDER PHARMACIES 36 (2005), available at
http:iIwww.ftc.gov/reports/pharmbenefito5/O5o9o6phannbeneritrpt.pdf: U.S. Gov’r ACCOUNFASILnY OFF., GAO-
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medication dispensed by PBM-owned mail-order pharmacies were typically lower than the
prices for the same medications charged by retail pharmacies.28 The study also determined that
the competition resulting from the efforts undertaken by PBMs affords health plans substantial
tools that safeguard their interests, and that consumers benefit as a result.29

B. The Regulatory History of Pharmacy Benefit Managers

The federal government has not taken upon itself to regulate PBMs to the degree states
have done so.30 Beyond regulating PBMs to ensure that they do not violate antitrust laws, the
FTC has found it unnecessary and, in fact, has written numerous papers opposing additional
regulation of the PBM industry.3’ Likewise, the Federal Department of Labor, which is charged
with regulating employee benefit plans, has refrained from exercising any regulatory authority
over PBMs.32 The hesitancy of these agencies to regulate the PBM industry is not surprising, as
some regulatory scholars have opined that it would not be possible for preexisting administrative
agencies to regulate the nuanced actions undertaken by PBMs that result in lower health care
costs, and some of these scholars are even concerned that misguided actions by regulatory
agencies who do not fully comprehend the complex business model utilized by the PBM industry
could negatively impact the integrity of the health care system.33

All states that have chosen to regulate PBMs have done so through their respective
insurance departments or commissions.34 In fact, as more thoroughly discussed below, in
Louisiana, PBMs are regulated by the Louisiana Department of Insurance (“DOl”), as a PBM is
deemed to be a third-party administrator pursuant to La. R.S. 22:1657. However, in 2011,
Mississippi became the first state to propose regulation of PBMs by its Board of Pharmacy.35 In
response to a letter sent to the FTC by a member of the Mississippi House of Representatives

lU-Il, EFFECTS OF USING PHARMACY BENEFIT MANAGERS ON HEALTH PLANS, ENROLLEES, AND PHARMACIES,

available at http://www.gao.gov/cgi-bin/getrpt?GAO-03-196; CONG. BUDGET OFFICE, ISSUES IN DESIGNING A
PRESCRIPTION DRUG BENEFIT FOR MEDICARE, 14, 40 tbl. 6 (2002), available at
http://www.cbo.gov/ftpdocs/39xx/doc3960/ I 0-30-PrescriptionDrug.pdE

28 Letter from FTC Office of Planning, supra note 16, at 2.

° Shepherd, supra note 25, at II, citing KEVIN C. GREEN, REGULATION OF PHARMACY BENEFIT MANAGERS: AN
ECONOMIC ANALYSIS OF REGULATION AND LITIGATION AS AGENTS OF HEALTH CARE CHANGE 9 (January 2008),
http://works.bcpress.com/kevin_green/l.

(h {;ZE —

Id.

321d L JUN 252018
Id. H - U

N Id., at 12, citing EDWARD C. LAWRENCE, ET AL., AN OVERVIEW OF PlIARMACY BENEFIT MANAGERS: FOCUS ON

THE CONSUMER 15 (2012), available at http://www.rxobserver.com/wpcontent/uploads/20 I 2/05/Iawrencestudy.pdf.

Letter from FTC OffIce of Planning, supra note 16, at 5.
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asking whether the proposed regulation was anti-competitive and whether it would likely result
in increased drug costs for consumers, the FTC expressed the following concerns:

First, allowing the Pharmacy Board to regulate PBMs will likely
undermine the PBM’s ability to negotiate lower prices for prescription
drugs, which in turn, will raise those prices for both insurers and
consumers covered by insurance.

Second, the [proposed regulation] appears to allow the Pharmacy Board to
obtain from PBMs financial and any other business information it desires
and to provide that information to third parties. If pharmaceutical
manufacturers. pharmacists. and pharmacies gain access to whatever
information the Pharmacy Board requires the PBMs to produce, they
could have access to competitively sensitive information, potentially
facilitate collusion, and increase prescription drug prices.

• Third, [the proposed regulation] would change current law to require
nonresident pharmacies that deliver prescription drugs to Mississippi
residents to have a Mississippi-licensed pharmacist-in-charge. This
requirement would add to out-of-state pharmacies’ expenses the fees and
other costs associated with licensure. continuing education, and
registration of a pharmacist in Mississippi, in addition to the costs imposed
by requirements for pharmacists in the state in which the nonresident
pharmacies operate. These additional costs would likely be passed on to
Mississippi consumers and health plans.36

The FTC also expressed concern over the fact that seven members of the Mississippi
Board of Pharmacy are pharmacists, who negotiate retail prescription drug prices with PBMs and
compete against mail-order pharmacies owned by PBMs.’ These seven pharmacists would be
regulating PBMs, which often have competitive and sometimes adversarial relationships)S This
arrangement could create conflicts of interests for the members of the Pharmacy Board as “the
antitrust laws recognize that there is a real danger that regulatory boards composed of market
participants may pursue their own interests rather than those of the state.”39

Despite the concerns raised by the FTC. the Mississippi Legislature amended its
Pharmacy Practice Act in 2011 to provide regulatory authority to the Board of Pharmacy.4°

36W at4.

1,
“Id.at5. H

JUN25 2018
301d.

_______

10 See, Mississippi Pharmacy Practice Act, Miss. Code Ann. § 73-21-71, et seq. and Mississippi Pharmacy Benefit
Prompt Pay Act, Miss. Code Ann. § 73-21-151 et seq.; see speefrically, Miss. Code Ann, § 73-21-73, 83, 91, 106,
153, 157, 159.



Malcolm J. Broussard June 25, 2018
Page 9

However, that board has not elected to embark on a regulatory project, such as proposed in this
Notice of Intent.

C. Louisiana Attorney General Opinion 2017-0076

On August 3, 2017, the Office of the Attorney General of the State of Louisiana (“the
AG”) issued an Opinion (“the AG Opinion”) in response to an inquiry by Representative Robert
Johnson regarding whether PBMs are subject to regulation by the Board.41 In the AG Opinion,
the AG notes that PBMs are regulated by DOI as third-party administrators under the Insurance
Code, La. R.S. 22:1, ci seq., and that the Insurance Code defines “pharmacy benefits plan” or
“pharmacy benefits program” to mean “a plan or program that pays for, reimburses, covers the
cost or or oiheni’ise provides for pharmacist services to individuals who reside in or are
employed in Lo,dsiana.”1 However, these terms are not defined in the Louisiana Pharmacy
Practice Act, La. R.S. 37:1161, ci seq.43

The AG states that pursuant to La. R.S. 37:1162, the legislative purpose behind the
Louisiana Pharmacy Practice Act is “to promote. preserve, and protect the public health, safety,
and welfare by and through the effective control and regulation of the practice of pharmacy; the
licensure of pharmacists; and the licensure, permitting, certification, registration, control, and
regulation of all persons or sites in or out of this state that sell drugs or devices to consumers
and/or patients or assist in the practice of pharmacy within the state.”11 In turn, it is the
responsibility of the Board to control and regulate the practice of pharmacy.35 which is defined as
“the compounding, filling, dispensing, exchanging, giving, offering for sale, or selling, drugs,
medicines, or poisons. pursuant to prescriptions or orders of physicians, dentists, veterinarians,
or other licensed practitioners, or any other act. service operation or transaction incidental to or
forming a part of any of the foregoing acts, requiring, involving or employing the science or an
of any branch of the pharmacy profession, study or training.”3’

Citing. though not fully analyzing, the United States Supreme Court’s decision in North
Carolina S/tue Board of Denial Exam iner.c i’. Federal Trade Commission (7t,J C. Stale Bci of
Denial Exam rs”). the AG states that “[wjhether particular services or acts of a PBM constitute
the Practice of Pharmacy is a determination to be made according to existing state law and by the

Att’y Gen. Opinion No. 2017-0076, supra note 2.

42 . .

/c/at 6, citing La. kS. 22:1863(7) (emphasis in original).

_____ _____

Id at 10. I, jr.———

Id at 8. JUN 252018

Id, citing La. R.S. 37:1182, L -________

46 ld. at 9-10, citing La. R.S. 37:1164(43) (emphasis in original).
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judiciary.”47 Therefore, “Consistent with the existing law provided in the Louisiana Pharmacy
Practice Act, the Board has an obligation to regulate the practice of pharmacy and prevent the
unauthorized Practice of Pharmacy, even if it is a PBM that is engaging in the Practice of
Pharmacy.”45

Noting PCMA’s acknowledgement that a PBM is subject to regulation by the Board to
the extent it operates mail-order services and special pharmacies,49 the AG states that certain
other activities performed by PBMs may, dependin on the facts of each circumstance, constitute
“dispensing” under the Pharmacy Practice Act, ° which is defined as “the interpretation,
evaluation, and implementation of a prescription drug order, including the preparation and
delivery of a drug or device to a patient or patient’s agent in a suitable container appropriately
labeled for subsequent administration to, or use by, a patient.”1 Critically, the term “dispense”...
“necessarily includes a transfer of possession of a drug or device to the patient or the patient’s
agent.”2 The AG explains that certain “utilization review services” may involve “dispensing”,
and thus, comprise a pharmacy practice that is subject to regulation by the Board.’3 “Utilization
review” type services are services PBMs provide in administering and implementing formularies
for its clients and which may involve the interpretation, evaluation, and implementation of a
prescription drug order.’4 Included within the ambit of “utilization review services” are the
following:

• “Quality care dosing”, which likely is encompassed by the definition of
“drug regimen review”, and whereby a PBM checks prescription drug
before they are filled to ensure that the quantity and dosage is consistent
with the recommendations of the Federal Food and Drug Administration.

• “Step therapy”, which likely is encompassed by the definition of “drug
regimen review”, and whereby a PBM requires a patient to first try a
certain drug to treat his or her health condition before using another drug
for that condition.’5

Id. at 17, citing NC State Bc! of Dental £val;l rs v. FTC, 135 S. Ct. 1101, 191 L. Ed. 2d 35 (2015). As explained
below, the Supreme Court’s ruling in NC. State Bd. of Dental Exam’rs actually supports PCMA’s position that the
Board is prohibited by federal antitrust law from regulating PBMs.

hI. at 17-18.

4”Idat 18-19.

° Ic/at 20-21.

Id. at II, citing La. R.S. 37:1164(11).

52 hI

Ic! at2O-21.

54 Id. JUN25 2018
55Id. at2O. 1’ r
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Alternatively, the AG states that even if “utilization review” services do not meet the
definition of “dispensing”, the services may still be subject to regulation by the Board if,
depending upon the facts, the services are comprised of an “act, service operation or transaction
incidental to or forming a part of any of the forgoing acts, requiring, involving or employing the
science or art of any branch of the pharmacy profession, study or training.”6 The AG conciudes
the Opinion by again stating that such determinations are questions of fact and that such factual
determinations are within the province of the judiciary, not the Attorney General’s Office.57

D. Notice of Intent Issued By the Louisiana Board of Pharmacy

In its Notice of Intent published on May 20, 2018 in the Louisiana Register, the Board
indicates that it intends to promulgate new rules for the licensing and regulation of PBMs. In the
Notice of Intent, the following activities are identified by the Board as pharmacy benefit
management services (‘PBM servicesi. the performance of which would require a PBM to
obtain a permit from the Board prior to rendering services:

I) development, maintenance, and/or administration of drug formularies;
2) development, maintenance, and/or administration of step therapy procedures;
3) development, maintenance, and/or administration of utilization management and

utilization reviews;
4) development, maintenance, and/or administration of drug regimen reviews;
5) development, maintenance, and/or administration of quality care dosing services;
6) development, maintenance, and/or administration of prescription drug

management programs and the contracting with pharmacies for same;
7) development, maintenance, and/or administration of disease management

programs;
8) administration, processing, and/or payment of claims for prescription drugs;
9) processing of prior authorization requests;
10) adjudication of appeals and/or grievances related to prescription drug coverage;

and
ii) any other act, service, operation, or transaction incidental to or forming a part of

the compounding, filling, dispensing, exchanging, giving, offering for sale, or
selling drugs. mcdicincs, poisons or devices in this state by pharmacists or
pharmacies. pursuant to a prescription or an order of physicians, dentists,
veterinarians, or other licensed practitioners, requiring, involving, or employing
the science or art of any branch of the pharmacy profession, study, or training.’8

In addition to delineating those activities that constitute PBM services, and thus, subject a
PBM to the jurisdiction of the Board,’9 the Proposed Rule also provides regulations setting forth

at 22, citing La. R.S. 37:1161(43).

57id. at 22-23.

SN Proposed regulation LAC 46:LIll.2473. FJ
59 .Proposed regulation LAC 46:LIlI.2473.

[JUN25 2018
LL

___

H



Malcolm J. Broussard June 25, 2018
Page 12

licensing procedures;6° sanctions for adversely affecting or impairing the health, safety, and
welfare of consumers and other beneficiaries of the pharmacy benefit program administered by
PBMs;6’ and sanctions for directly impairing the ability of a pharmacist or pharmacy to
compound, fill, dispense, exchange, give, offer for sale, or sell drugs, medicines, poisons or
devices to consumers and other beneficiaries of the pharmacy benefit program administered by
PBMs.62 Furthermore, the Proposed Rule states that “Louisiana pharmacy laws shall be
applicable to regulation of the practice of pharmacy for that portion of the permitted pharmacy
benefit manager’s Louisiana pharmacy practice or operation.”’3

Finally, the Notice of Intent states that the Proposed Rule (I) will have no effect on
family earnings and budgets;64 (2) will have no effect on health care;65 (3) will not affect the
ability of PBMs to provide the same level of service to individuals with developmental
disabilities;6’ (4) will increase aggregate expenditures for PBMs conducting business in
Louisiana by an estimated S6,000 in FY 19 and by $5,000 in subsequent fiscal years;67 and (5)
will not affect competition.°8

IV. Law and Argument

A. The Louisiana Hoard of Pharmacy Does Not Have the Statutory Authority to
Regulate Pharmacy Benefit Managers.

The legislative declaration set forth in La. R.S. 37:1162 provides,

The practice of pharmacy in the state of Louisiana is declared a
professional practice affecting the public health, safety, and welfare and is
subject to regulation and control in the public interest. Therefore, any rule
or regulation adopted relative to pharmacists and the operations of
pharmacies, including any amendment, modification, or repeal thereof
shall be adopted as provided by the Administrative Procedure Act and
shall be effective only upon approval by the respective oversight
committees having jurisdiction over matters relative to pharmacists and

Proposed regulation LAC 46:Llll.2475.

o Proposed reguiation LAC 46:L11l.2477.

62 Id.

63 hi

63 Louisiana Regis/cr, supra note 4, at 969.

65 Id.

66 Id. at 970.

67 Id.
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the operation of pharmacies. It is further declared to be a matter of public
interest and concern that the practice of pharmacy, as defined in this
Chapter, merit and receive the confidence of the public and that only
qualified persons be permitted to engage in the practice of pharmacy. This
Chapter shall be liberally construed to carry out these objectives and
purposes.

i. For the Most Part, Pharmacy Benefit Managers Do Not Engage in the
Practice of Pharmacy.

La. R.S. 37:1164(43) defines the “practice of pharmacy” or the “practice of the
profession of pharmacy” as “the compounding, filling, dispensing, exchanging, giving, offering
for sale, or selling, drugs, medicines, or poisons, pursuant to prescriptions or orders of
physicians, dentists, veterinarians, or other licensed practitioners, or any other act, service
operation or transaction incidental to or forming a part of any of the foregoing acts, requiring,
involving or employing the science or art of any branch of the pharmacy profession, study or
training.”

While PCMA acknowledges that the operation of mail-order services and specialized
pharmacies by PBMs are subject to regulation by the Board because those activities fall within
the scope of the statutory definition of the “practice of pharmacy”, no other actions performed by
PBMs fit within that definition. 69As explained above, aside from operating mail-order services
and special pharmacies, PBMs reduce drug costs by creating select networks of more affordable
pharmacies; interacting electronically with pharnrncists that are filling prescriptions to encourage
the use of generics and more affordable brand medications; negotiating discounts, payments, and
rebates from drug manufacturers in exchange for the manufacturers’ drugs placement on the
prclèred list of medications for various illnesses; negotiating discounts from pharmacies in
exchange for the pharmacy’s placement on the preferred network for plan participants; managing
high-cost specialty medications; and reducing waste and improving adherence.7 These acts do
not effortlessly fit within the definition of “practice of pharmacy” set forth by the legislature.

Despite the AG’s tortured attempts to include “utilization review” services within the
ambit of the practice of pharmacy, the AG admits that it is not in possession of the facts required
in order for the AG to determine whether such services do, in fact, constitute pharmacy
practices.71 The AG correctly notes that the AG’s Office is not a trier of fact and that factual
determinations are reserved for the judiciary.72 Therefore, the AG admittedly rendered
conclusory advice without being in possession of the facts required to formulate an educated
opinion. Accordingly, no deference should be shown to the AG Opinion. A literal application of

69 Indeed, all PBMs conducting these activities have long had employees apply for and hold BOP-issued pharmacist
licenses.

70 https://www.pcmanet.org/our-industry/ (Last visited June 20,2018).

Att y Gcn Opinion No 2017 0076 wpra note 2 at 22 23 17 H J\ /
72 Id
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La. R.S. 37:1164(43) to the additional activities undertaken by PBMs reveals that PBMs, without
question, do not engage in the practice of pharmacy outside of operating mail-order services and
special pharmacies. Accordingly, the Board of Pharmacy does not have the statutory authority to
regulate PBMs.

ii. In Accordance With the Contemporaneous Construction Principle,
Pharmacy Benefit Managers Were Never Intended to Be Subjected to
Regulation By the Louisiana Board of Pharmacy, nor has the Board
attempted to regulate them under the existing statutory regime.

As noted by the Louisiana Supreme Court, the contemporaneous construction principle
gives “substantial and often decisive weight” to an agency’s long-standing interpretation.73 The
Supreme Court in Coastal Drilling Co., LLC v, Dufrene affirmed a “time-endured construction”
by the Department of Revenue, which had been in existence since 1987, and determined that the
Department’s construction of the regulation “may reasonably be presumed to be in accord with
the legislative intent.”74 As explained by the Supreme Court in Traigle v. PEG Industries, Inc.,

[Ajn administrative construction cannot have weight where it is contrary
to or inconsistent with the statute. 1-lowever, where the statute is
ambiguous.. .a long settled contemporaneous construction by those
charged with administering the statute is given substantial and often
decisive weight in its interpretation.

This is especially so where, as here, the administrative construction has
consistently been followed since adoption of the statute over twenty years
ago. In the absence of legislative amendment during that long period, the
administrative construction may reasonably be presumed to be in accord
with the legislative intent; it also being a reasonable meaning of the
legislative language in the light of the legislative purpose evidenced by the
statute as a whole.75

In addition, in Southern Message Service, Inc. v. Louisiana Public Service Commission,
the Supreme Court stated, “The interpretation placed upon an ambiguous statute by the agency
charged with its enforcement, when adopted soon after the enactment of the statute and adhered

Coastal Drilling Co., LLC’ p. Dufrene, 2015-1793 (La. 3/15/16); 198 So.3d 108, 116, citing Traigle v.
Induvtries mc, 332 So.2d 777, 782 (La. 1976).

hi, citing Traigle, 332 So.2d at 782.

“ Traigle, 332 So.2d at 782, citing Robcws v. City of Baton Rouge, 236 La. 521, 108 So. 2d 111 (1958); E&o
Swndard Oil Co. v. Crescent River Port P. Assti., 235 La. 937, 106 So. 2d 316 (1958); Tennessee Gas Transmission
Co. v. Violet Trapping Co., 248 La. 49, 176 So. 2d 425 (1965); 3 SUTHERLAND, STATUTORY CONsTRUCTION, §
66.04 (4th (Sands) ed., 1974). ET; 7:ETrT! -fli
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to over a long period of time, can be persuasive as to the proper interpretation of the statute.”76
Furthermore. “The legislature is presumed to know of the construction adopted, and the long
continuance of the interpretation without any sign of legislative disapproval warrants the
adoption of that construction by the courts.”77

In line with the cases cited above, the definition of “practice of pharmacy” set forth in La.
R.S. 37:1164(43) has long been interpreted to not include activities performed by PBMs. In
2008, with the enactment of Act No. 386, PBMs were regulated for the first time by the DOT
pursuant to the provisions of the Insurance Code. Not only did the Board not attempt to regulate
PBMs at that point, it expressl recognized DOl’s authority to regulate PBMs in a Bulletin it
published on August 15. 2008. Ten years have elapsed since PBMs have been regulated in the
State of Louisiana, and the Board has not taken any action to indicate that it believes the
activities undertaken by PBMs are subject to the Board’s regulation. Likewise, DOT, pursuant to
the unambiguous authorin’ granted to it by La. R.S. 22:1657, has consistently regulated PBMs
since the date the statutc became eflèctive.

As explained by the Louisiana Supreme Court in Coastal Drilling Co., LW, such “time-
endured construction[s]” of the respective statutes rendered by the Board and DOl “may
reasonably be presumed to be in accord with the legislative intent.”79 After all, “the long
continuance of the interpretation” of the two statutes “without any sign of legislative disapproval
warrants the adoption of that construction by the courts.”8° The Board’s history of not
attempting to regulate PBMs, combined with DOT’s consistent statutorily-authorized regulation
of PBMs, suggests that the legislature never intended for PBMs to be regulated by the Board.

Indeed, the BOP and DOT have existed quite nicely in their respective statutory spheres
of authority. The Board’s attempt to regulate outside of its existing “swim lane” clearly violates
the regulatory deference this Board historically afforded to DOT, without meaningful or legal
articulation of why such monumental change of position is in the public interest.

B. The Notice of Intent Published by the Board Is Deficient.

La. R.S. 953 provides, in pertinent part,

76 Southern Message Servica inc. v. Louisiana Public Service Corn., 554 So.2d 47, 54 (La. 1989), citing Traigle,
332 So. 2d 777; Roberts, 108 So. 2d III; 2A N. SINGER, SUTHLRLAND STATUTORY CoNsrRucrIoN § 49.03 (4th ed.
1984).

Id. at 54, citing Washington i’. St. Charles Putt 5th Bd., 288 So. 2d 321 (La.I974); Dominion Land Co. v, Stark,
156 La. 124. 100 So. 244(1924).

Louisiana Board of Pharmacy Bulletin, No. 08-03 (August 15. 2008), available at
hnp://www.pharmacy.la.govIassers/docs!Bullctins/Bulletino8-03.pdf.

‘ Coastal Drilling Co., LLC, 198 So.3d at 116, citing Traigle, 332 So.2d at 782.

80 Southern Message Service, the., 554 So.2d at 54 (internal citations omitted). —
..J
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A. Prior to the adoption, amendment, or repeal of any rule, the agency
shall:

(1)(a) Give notice of its intended action and a copy of the proposed rules
at least ninety days prior to taking action on the rule. The notice shall
include:

(iii) A statement, approved by the legislative fiscal office, of the
economic impact of the intended action, if any; or a statement, approved
by the legislative Fiscal office, that no economic impact vi11 result from
such proposed action;

(vii) A statement indicating whether the agency has prepared a preamble
which explains the basis and rationale for the intended action, summarizes
the inlbrmation and data supporting the intended action, and provides
information concerning how the preamble may be obtained.

(viii) A statement concerning the impact on family formation, stability,
and autonomy as set forth in R.S. 49:972.8 I

(ix) A statement concerning the impact on child, individual, or family
poverty in relation to individual or community asset development as set
forth in R.S. 49;97382

Xl La. R.S, 49:972 provides, in pertinent part,

A. Prior to the adoption and implementation of rules, each state agency shall consider and state in
writing the impact of such rules on family formation, stability, and autonomy. This written
consideration shall be known as the “family impact statement”.

B. The family impact statement will consider and respond in writing to the following regarding
the proposed rule:

(4) The effect on family earnings and family budget.

H2 La. R.S, 19:973 provides, in pertinent part,

A. In the formation of rules, each state agency shall consider and state in writing the impact of
such rules on child, individual, or family poverty in relation to individual or community asset
development prior to the adoption and implementation of such rules. This written consideration
shall he known as the “poverty impact statement”. -

B. The poverty impact statement shall consider and respond in writing to the following regarding IEr
the proposed rule: r — —-

-I

1 JUN 252018
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(3)(a) For the purposes of this Subsection, the statement of fiscal impact
shall be prepared by the proposing agency and submitted to the Legislative
Fiscal Office for its approval. Such fiscal impact statement shall include a
statement of the receipt, expenditure, or allocation of state funds or funds
of any political subdivision of the state.

(b) For the purposes of this Subsection, the statement of economic impact
shall be prepared by the proposing agency and submitted to the Legislative
Fiscal Office for its approval. Such economic impact statements shall
include an estimate of the cost to the agency to implement the proposed
action, including the estimated amount of paperwork; an estimate of the
cost or economic benefit to all persons directly affected by the proposed
action; an estimate of the impact of the proposed action on competition
and the open market for employment, if applicable; and a detailed
statement of the data, assumptions, and methods used in making each of
the above estimates.

In addition, the Notice of Intent contains a “Provider Impact Statement”, which states, in
pertinent part,

In accordance with House Concurrent Resolution No. 170 of the Regular
Session of the 2014 Legislature, there is hereby submitted a provider
impact statement on the Rule proposed for adoption, repeal, or
amendment. This will certify the agency has considered, without
limitation, the following effects on the providers of services to individuals
with developmental disabilities.

3. The overall effect on the ability of the provider to provide the same
level of service. The proposed Rule will have no effect on the ability of
the provider to provide the same level of service.83

i. The Notice Does Not Contain a Statement Indicating Whether the Agency
Has Prepared a Preamble Explaining the Basis and Rationale for the
Intended Action, Summarizing the Information and Data Supporting the
Intended Action, and Providing Information Concerning How the Preamble
May Be Obtained.

(5) The effect on child and dependent care, housing, health care, nutrition, transportation, and
utilities assistance.

83 Louisiana Register, supra note 4, at 970.

JUN25 2040
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At the outset, PCMA notes that the Notice of Intent published by the Board does not
comply with La. kS. 49:953(A)(1)(a)(vii) because it does not contain a statement that (I)
indicates whether the agency has prepared a preamble which explains the basis and rationale for
the intended action; (2) summarizes the information and data supporting the intended action; and
(3) provides information concerning how the preamble may be obtained. Even if no such
preamble is available, the Board is still obligated pursuant to the plain language of the statute to
notify the public that no preamble exists. Without this information, the Board’s Notice of Intent
is facially deficient.

ii. The Notice of Intent Misstatcs the Effects the Proposed Rule Would Have on
Family Earnings and Budgets.

In its Notice of Intent, the Board includes a Family Impact Statement in accordance with
La. R.S. 49:953(A)(1)(a)(viii), in which it states, “The proposed Rule will have no effect on
family earnings or family budget.”84 This statement is woefully inaccurate. As explained by one
scholar,

[Wihen PBMs negotiate price discounts for prescription drugs at network
pharmacies, they put direct pressure on the profits of both network and
non-network pharmacies. In addition, when PBMs attract customers to
mail-order pharmacies with lower drug costs, they reduce the number of
prescriptions filled at retail pharmacies. Granting Boards of Pharmacy
regulatory control over PBMs creates an inherent conflict of interest by
giving pharmacists regulatory control over their natural competitors in the
marketplace. Under this new regulatory scheme, a Board has both the
incentive and the power to exercise its regulatory power in ways that
weaken PBMs’ competitive positions, and in turn, benefit pharmacies. The
power to regulate a market adversary gives pharmacists unprecedented
power and will severely undercut competition in the prescription drug
market. Moreover, this regulatory scheme will increase the prices of
prescription drugs for both consumers and health plan sponsors.8’

Furthermore, as explained by the Federal Trade Commission, “fAillowing the Pharmacy
Board to reiwlate PBMs will likely undermine the PBM’s ability to negotiate lower prices for
prescription drugs, which in turn, will raLce those prices for both insurers and consmners
covered by insurance.” 86 In addition, regulation of PBMs by the Board would “add to out-of-
state pharmacies’ expenses the fees and other costs associated with licensure, continuing
education, and registration of a pharmacist in Mississippi, in addition to the costs imposed by

Id. at 969.

Shepherd, supra note 25, at 3 (emphases added).

NO Letter from FTC Office of Planning, supra note 16, at 4 (emphases added). F
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requirements for pharmacists in the state in which the nonresident pharmacies operate. These
additional costs would likely be passed on to Mississippi consumers and health plans.”87

Thus, there can be no question that the implementation of the Proposed Rule by the
Board will, in fact, affect family earnings and budgets. As shown in the preceding paragraphs,
the Board’s regulation of PBMs will ultimately result in families having to pay higher prices for
medications, which will reduce their earnings and provide greater strain on their budgets.
Therefore, the Board’s Family Impact Statement is simply inaccurate.

iii. The Notice of Intent Does Not Accurately Depict the Effects the Proposed
Rule Would Have on Health care.

In the Poverty Impact Statement included in its Notice of Intent pursuant to La. R.S.
49:973(A)(l)(a)(ix), the Board states, “The proposed Rule will have no effect on child and
dependent care, housing, health care, nutrition, transportation, or utilities assistance.”88

For all the reasons discussed above, the cost of health care will ultimately rise should the
Proposed Rule be adopted and the Board be permitted to regulate PBMs. Regulation of PBMs
by the Board will also result in increased costs on health plans,89 thus resulting in higher health
care costs for individuals. Consumers can expect to see significant increases in drug prices due
to the chilling effect the Proposed Rule has on the ability of PBMs to negotiate lower prices, thus
also impacting purchasers who buy prescriptions without insurance thus pay cash. For this
reason, cash customers will see an increase in the costs of their medications should the Proposed
Rule be adopted. Accordingly, the Board’s Poverty Impact Statement is also inaccurate because
the enactment of the Proposed Rule will most certainly cause health care costs to rise.

iv. The Notice of Intent Mistakenly States That the Proposed Rule Will Not
Affect the Ability of PBMs to Provide the Same Level of Service to
Individuals with Developmental Disabilities.

In its Provider Impact Statement, the Board states, “The proposed Rule will have no
effect on the ability of the provider to provide the same level of service” to individuals with
developmental disabilities90 For the reasons discussed above, the ability of PBMs to provide
services (such as drug cost-lowering mechanisms) to all individuals, including those with
disabilities, will be diminished should PBMs be subjected to regulation by the Board.

v. The Notice of Intent Does Not Accurately Represent the Estimated Costs to
Directly Affected Persons or Nongovernmental Groups.

Id. (emphases added).

Louisiana Register, supra note 4, at 969.

89 Shepherd, supra note 25, at 3; Letter from FTC Office of Planning, supra note 16, at 4.

9. ..
. RH.: LJ.

Louisiana Register, supra note 4, at 970. J — —.
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In its Fiscal and Economic Impact Statement for Administrative Rules, the Board
explains, “The proposed rules will increase aggregate expenditures for PBMs conducting
business in Louisiana by an estimated $6,000 in FY 19 and by $5,000 in subsequent fiscal years.
PBMs operating in Louisiana will be subject to an initial $150 permit fee in FY 19 and a $125
permit renewal fee in subsequent fiscal years. With an assumption of 40 such entities seeking a
credential, the Board anticipates PBMs’ costs to be $6,000 in FY 19 (40 permits at $150 initial
permit fee) and $5,000 per year thereafter (40 permits at $125 permit renewal fee).9’

The Board has underestimated the negative cost effects that the enactment of the
Proposed Rule would have on affected persons or nongovernmental groups. As stated above, the
FTC has expressly noted that regulation of PBMs by a Board of Pharmacy would “add to out-of-
state pharmacies’ expenses the fees and other costs associated with licensure, continuing
education, and registration of a pharmacist.. .in addition to the costs imposed by requirements for
pharmacists in the state in which the nonresident pharmacies operate.”92 While these additional
costs may be passed on to consumers and health plans, they do comprise “estimated costs to
directly-affected persons or nongovernmental groups.”

vi. The Notice of Intent Erroneously States That the Proposed Rule Will Not
Affect Competition.

Also in its Fiscal and Economic Impact Statement for Administrative Rules, the Board
explains, “The proposed rule will not affect competition or employment.”93 This statement is
perhaps the Board’s most erroneous assertion. As more thoroughly discussed in the following
section, there can be no question that the enactment of the Proposed Rule would result in an
impermissible restraint on competition in violation of federal antitrust law.

C. The Louisiana Board of Pharmacy Is Not Entitled to State-Action Antitrust
Immunity under Parker v. Brown.

In the seminal case of Parker v. Brown, the United States Supreme Court held that the
Sherman Act94 does not apply to anticompetitive conduct undertaken by states in their sovereign
capacity.° This principle, known as the “state action doctrine”, has also been applied on
antitrust cases brought by the FTC pursuant to Section 5 of the FTC Act, 15 U.S.C. § 4596

9’ Id.

92 Letter from FTC Office of Planning, supra note 16, at 4.

Louisiana Register, supra note 4, at 970.

° As stated by the United States Supreme Court in NC. State Bd. of Dental Exam ‘rs, “The Sherman Act, 26 Stat.
209, as amended, 15 U.S.C. § I c/ seq., services to promote robust competition, which in turn empowers the States
and provides their citizens with opportunities to pursue their own and the public’s welfare.” 135 5. Ct. at 1104,
citing FTCv. Ticor Title hv Co., 504 U.S. 621, 632, 112 S. Ct 2169, 119 L. Ed. 2d410 (1992).

° Parker i’. Brown, 317 U.S. 341, 350-51(1943).

In re Louisiana Real Estate Appraisers Board, Opinion of the Commission, FTC Docket No. 9374 (April 10,
2018). iU 25 2013
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However, in order for a private party to avail itself of the state action doctrine, two conditions
must be met.97 First, the challenged restraint must be clearly articulated and affirmatively
expressed as state policy.98 This requirement is satisfied “where the displacement of competition
[isj the inherent, logical, or ordinary result of the exercise of authority delegated by the state
legislature. In that scenario, the State must have foreseen and implicitly endorsed the
anticompetitive effects as consistent with its policy goals.”99 Second, the policy must be actively
supervised by the State itself’00 The requirement demands, inter cilia, “that state officials have
and exercise power to review particular anticompetitive acts of private parties and disapprove
those that fail to accord with state policy.”0’

The Supreme Court in N. C S/cite Bc!. of Dental Ktcim ‘rs explained that the first
requirement — clear articulation — rarely will be sufficient to establish whether an anticompetitive
policy is indeed the policy of a state, “for a policy may satisfy this test yet still be defined at so
high a level of generality as to leave open critical questions about how and to what extent the
market should be regulated.”°2 After all, “Entities purporting to act under state authority might
diverge &om the State’s considered definition of the public good,” and “[t]he resulting
asymmetry between a state policy and its implementation can invite private self-dealing.”03

The second requirement — active supervision — “seeks to avoid [private self-dealing] by
requiring the State to review and provc interstitial policies made by the entity claiming
immunity.”04 This requirement “stems from the recognition that ‘[w]here a private party is
engaging in anticompetitive activity, there is a real danger that he is acting to further his own
interest, rather than the governmental interests of the State.”° Moreover, the requirement “does
not question the good faith of state officers but rather is an assessment of the structural risk of
market participants’ confusing their own interests with the State’s policy The Court
then explained that although the adequacy of supervision is dependent on all the circumstances

° NC. Slate Bd. of Demal Exam ‘rs, 135 S. Ct. at 1111-12, citing Caflfornia Retail Liquor Dealers Assti. v. Midcal
Ahoninum, The., 445 U.S. 97, 100 S. Ct. 937,63 L. Ed 2d 233.

“ NC. State Rd. of Denial Exam’rs, 135 S. Ct. at 1112, citing Ticor, 504 U.S. at 631, Mideal, 445 U.S. at 105.

“‘ Id at 1112, citing FTC v. Phoebe Putney Health S.i’s., 133 5. Ct. 1003, 1013 (2013).

‘°° Id., citing Ticor, 504 U.S. at 631, MkIcal, 445 U.S. at 105.

‘°‘ hi, citing Patrick i’. Burger, 486 U.S. 944, 100 (1988).

102 Id, citing Ticor, 504 U.S. at 636-37.

103 Id.

104 II

‘95 Id, citing Patrick, 486 U.S. at 101.

06 Id. at 1114, citing Patrick, 486 U.S. at 100-01. — —
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of a case, the Court has “identified only a few constant requirements of active supervision,”
which are as follows:’07

1) The supervisor must review the substance of the anticompetitive decision,
not merely the procedures followed to produce it;’°8

2) The supervisor must have the power to veto or modit’ particular decisions
to ensure they accord with state policy;’09

3) The “mere potential for state supervision is not an adequate substitute for a
decision by the State;”’° and

4) The state supervisor may not itself be an active market participant.’’’

In NC. Suite Rd. of Dental Evai;i ‘is. which was referenced but not adequately analyzed
in the AG Opinion,’ 12 the United States Supreme Court held that because a controlling number of
the North Carolina State Board of Dental Examiners’ decision-makers are active market
participants in the occupation the Board regulates, the Board can invoke state-action antitrust
immunity only if it was subject to active supervision by the State.’’3 The FTC had tiled an
administrative complaint accusing the Board of Dental Examiners of violating federal antitrust
law as the Board had issued cease-and-desist letters to non-dentists who provided teeth-
whitening and manufacturers of whitening products and taken other actions with the intention of
deterring non-dentists from offering teeth-whitening services.114 While North Carolina law
authorized the Board to reulate dentistry, it did not address whether teeth-whitening constitutes
the practice of dentistry. The Board moved to dismiss on the grounds of state-action
immunity.’ 16

An Administrative Law’ Judge (“AU”) denied the Board’s motion to dismiss, and the
FTC on appeal sustained the AU’s rulin. finding that in order to claim immunity, the Board
must be actively supervised by the State) The AU then conducted a hearing on the merits and

‘° Id. au 116-17.

1C8 hi at 1116, citing Patrick. 486 U.S. at 102-03.

lag Id.

10 hi, citing Ticor, 504 U.S. at 638.

Id. at 1117.

112 Att’y Den. Opinion No. 2017-0076, supra note 2, at 17, citing NC. Stale 3d. of Dental Eram ‘ix, 135 S. Ct. 1101.

‘ NC. Stare 3d. ofDental £wn ‘is, 135 S. Ct. at 1104.

14 Id. at 1108.

I’S Id. at 1104.

116 Id. at 1109.

“Id.

—1
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determined that the Board had violated antitrust law by unreasonably restraining trade)18 The
FTC once again affirmed the AU’s ruling, thus rejecting the Board’s public safety justification
in light of the “wealth of evidence suggesting that non-dentist provided teeth-whitening is a safe
cosmetic procedure.”’9 The United States Court of Appeals for the Fourth Circuit affirmed the
FTC in all respects, and the Supreme Court granted certiorari.’20

The Supreme Court held that the Board did not qualify for state-action immunity because
it was controlled by active market participants due to the fact that six of the eight Board
members were dentists.’2’ Therefore, the State was required to actively supervise the Board —

which it did not do — when the Board determined that teeth-whitening constituted the practice of
dentistry and implemented anticompetitive measures to deter non-dentists from offering such
services.122 The Court explained,

The Board does not contend in this Court that its anticompetitive conduct
was actively supervised by the State or that it should receive Parker
immunity on that basis.

By statute, North Carolina delegates control over the practice of dentistry
to the Board. The Act, however, says nothhig about teeth-whitening, a

practice that did not exist when it was passed. After receiving complaints
from other dentists about the non-dentists’ cheaper services, the Board’s
dentist members — some of whom offered whitening services — acted to
expel the dentists’ competitors from the market. In so doing the Board
relied upon cease-and-desist letters threatening criminal liability, rather
than any of the powers at its disposal that would invoke oversight by a
politically accountable oflicial. With no active supervision by the State,

North carolina officials may ;vell have been unaware that the Board
had decided teeth-whitening constitutes “the practice of dentistry” and
sought to prohibit those who competed agahist dentists from
participating hi the teeth-whitening market. Whether or not the Board
exceeded its powers under North Carolina law.. .there ft no evidence here
of any decision hi’ the State to initiate or concur with the Board’s actions
against the non—dentists.

123

In a recent FTC enforcement case involving a Louisiana agency, the Louisiana Real
Estate Appraisers Board (“the LREAB”), the FTC opined that the LREAB did not quali for

‘‘ Id.

‘ Id. (internal citation omitted).

120 H (internal citation omitted),

121 Id. at 1108, 1110.

122 Id. at 1110.

123 Id. at 1116 (emphases added) (internal citation omitted).
. ‘,

—
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state-action antitrust immunity under Parker v. Brown because the agency’s anticompetitive
actions were not actively supervised by the State of Louisiana)24 FTC complaint counsel has
alleged and proven that such regulation has displaced competition and caused prices Louisiana
customers paid for appraisal services to rise. In that matter, the LREAB — which consists of ten
members, eight of which were required by statute to be licensed appraisers — adopted and
subsequently enforced a regulation that had the effect of restraining price competition for
appraisal services provided to appraisal management companies After the FTC
filed its Complaint alleging that the regulation violated antitrust law because the State of
Louisiana did not supervise the LREAB’s anticompetitive conduct, Louisiana officials and the
LREAB engaged in certain actions with the goal of increasing state supervision over the

‘6 —LREABs conduct. Specifically, the Governor issued an executive order directing changes
both in the way the LREAB promulgates rules relating to the fees charged by AMCs and in the
way the LREAB enforces those rules)27 Notably, the executive order directed the LREAB to
submit any proposed rule, along with the rulemaking record, to the Louisiana Commissioner of
Administration (“Commissioner”) for approval, rejection, or modilication.’28

In granting a Motion for Partial Summary Decision and thereby disposing of the merits of
the case, the FTC determined that the LREAB still had not proven that its anticompetitive actions
were supervised by the State.’29 The FTC found, inter alk,, that the Commissioner failed to
exercise sufficient judgment and control in order to show that the reissuance of the regulation
was a “product of deliberate state intervention” and not “simply [an] agreement among private
parties.”3° In addition, the FTC noted that the LREAB had ?roduced no evidence that the
Governor actively supervised the reissuance of the regulation.’ The FTC’s ruling has been
appealed by the LRFAB to the United States Court of Appeals for the Fifth Circuit.’32

i. The State Has Not Articulated a Clear Policy to Allow the Antieompetitive
Conduct.

21 In re Louisiana Real Estate Appraisers Board, Opinion of the Commission, FTC Docket No. 9374, supra note
96.

I’S
- !dat2.

126 Id.

27 s’d.at 5.

ZN Id

‘291d. at 10.

130 Id., citing Ticor, 504 U.S. at 634-35.

131 In ,e Louisiana Real Estate Appraisers Board, Opinion of the Commission, FTC Docket No. 9374, sup-a note
96, at 12.

132 On June 22, 2018, Louisiana State Representative Edmond Jordan sent the FTC a letter, a copy of which is
enclosed herewith, in which he requested that the FTC provide its views on the anticipated anticompetitive effects
that would result from the enactment of the Proposed Rule by the Board. -
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In the instant matter, the State of Louisiana has not articulated any policy to allow the
regulation of PBMs by market competitors, an anticompetitive conduct. Again, the requirement
is satisfied “where the displacement of competition [isj the inherent, logical, or ordinary result of
the exercise of authority delegated by the state legislature. In that scenario, the State must have
foreseen and implicitly endorsed the anticompetitive effects as consistent with its policy
goals.”33 As stated above, the Notice of Intent does not contain any preamble explaining the
basis and rationale for the Proposed Rule or summarizing the information and data supporting
the intended action. Therefore, while the intent to allow the Board to regulate PBMs is clear, one
cannot be certain of the purpose of the regulation, as there is no indication that the State of
Louisiana must have foreseen and implicitly endorsed the anticompetitive nature of the Proposed
Rule. Therefore, the Board is not entitled to state-action immunity because it has not articulated
a clear policy to allow the anticompetitive conduct that would result from the enactment of the
Proposed Rule. In any event, as noted by the United States Supreme Court in NC. State Rd. of
Den/al Exam ‘rs, the clear articulation requirement rarel’ will be sufficient to establish whether
an anticompetitive policy is indeed the policy of a state.’

ii. The Anticompetitive Conduct Is Not Actively Supervised by the State.

Even if it were determined that the Board has articulated a clear policy for the enactment
of the Proposed Rule, the Board still is not entitled to state-action immunity because it cannot
show that its conduct is actively supervised by the State, which it is required to do because a
controlling number of its decision makers (16 out of j735) are active market participants in the
occupation the Board regulates.’36 In fact, as discussed in the following section, the conflict of
interests among the Board, its pharmacist members, and the PBMs is two-fold. On one hand, a
mcmber of the Board of Pharmacy may be tempted to interfere with a PBM’s operation from a
competitive point of view. On the other hand, the Board member may be tempted to favorably
regulate a PBM in exchange for being placed on the PBM’s preferred or exclusive network of
retail pharmacies. Thus, because the United States Supreme Court in NC. State Rd. qf Den/al
Exam ‘rs determined that supervision by the State was required in that scenario due to the
relationship between the Board of Dental Examiners and the non-dentist market participants,’37
an argument can be made a for/ion that the Board of Pharmacy is not entitled to state-action
immunity in the absence of supervision by the Stale.

This Board is unable to establish that the State has supervised its conduct, let alone met
the federal active supervision requirements, because the State has never given any indication that
it desires the regulation of PBMs by the Board. Just as teeth-whitening was not yet in existence

‘ NC. State Bd. of Dental Evanz ‘rs, 135 S. Ct. at 1112, citing FTC v. Phoebe Putney Health Sys., 133 S. Ct. 1003,
1013 (2013).

‘ Id., citing Ticor, 504 U.S. at 636-37.

‘ See La. R.S. 1172(A).

‘36N.C. State Rd. of Dental &ram’rs, 135 S. CL at 1104.
-
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when the Dental Practice Act was passed in NC. State Rd. of Dental Exam ‘rs)38 PBMs were
clearly not contemplated by the Louisiana Legislature when it passed the Pharmacy Practice Act,
as evidenced by the fact that in 2008 the legislature authorized DOl — not the Board — to regulate
PBMs. Also, just as the Supreme Court in NC. State Rd. f Dental Exam’rs determined that
there was no evidence of any decision by the State of North Carolina to initiate or concur with
the Board’s actions against the non-dentists, the State of Louisiana has given no indication that it
supports the Proposed Rule. When considering that the State of Louisiana provides no
supervision of the Board’s efforts to regulate PBMs, and in light of the FTC’s recent ruling
against the LREAB, it is evident that the Board’s anticompetitive conduct is not entitled to state-
action immunity.

Finally, during the 2018 Regular Session of the Louisiana Legislature, the legislature
passed Act 623, tiled “The Occupational Board Compliance Act” (“the OBC Act”). The OBC
Act, which became effective May 30, 2018, expressly states that its purpose is to “ensure that
occupational licensing boards and board members will avoid liability under federal antitrust
laws.”39 To that end, the OBC Act creates the Occupational Licensing Review Commission
(“Commission”) that is charged with providing active supervision of occupational licensing
boards.’4° This Commission is composed of the governor or his designee, the secretary of state
or his designee, the commissioner of agriculture or his designee, the commissioner of insurance
or his designee, and the state treasurer or his designee)41 “Active participation” is defined in the
OBC Act as “the Occupational Licensing Review Commission’s responsibilities to do both of
the following: (a) review the substance of an occupational regulation proposed by any
occupational licensing board; (b) approve or disapprove with suggested amendments, or allow an
occupational licensing board to withdraw for revision an occupational regulation to ensure
compliance with state policy.”42

The OBC Act appears to be little more than a codification of the actions undertaken by
certain state officials in the FTC’s lawsuit against the LREAB. As explained by the FTC in its
ruling, “The ultimate question is always simply ‘whether the State’s review mechanisms provide
‘realistic assurance’ that a nonsovereign actor’s anticomfetitive conduct ‘promotes state policy,
rather than merely the party’s individual interests.”14 As stated above, the Board had not
articulated a state policy that justifies the anticompetitive conduct that will result from the
implementation of the Proposed Rule. The Commission must “exercise[1 sufficient judgment
and control” to show that the approval of the proposed regulation is “a product of deliberate state

38 hI. at 1116.

‘ La. kS. 37:42.

40 La. kS. 37:45

‘‘ Id

132 La. kS. 37:43

143 in re Louisiana Real Estate Appraisers Board, Opinion of the Commission, FTC Docket No. 9374, supra note

96, at 9-10, citing NC’. State Bd. oJDentai Exam ‘is, 135 S. Ct. at 1116 (internal citation omitted).
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intervention, not simply [an] agreement among private parties.”44 After all, “[Al program for
state supervision that appears adequate on paper is not, by itself, sufficient to establish active
supervision; state officials must actually exercise their supervision authority in a meaningful
way.”4’ Accordingly, the Commission’s simple rubberstamping of a proposed regulation, which
appears to be what the OBC Act contemplates, will not suffice, as “[a]ctual state involvement,
not deference to private price-fixing arrangements under the general auspices of state law, is the
precondition for immunity from federal law.”46 As noted by the FTC, “Application of such
deferential review is insufficient to make the Board’s remedial determination ‘the State’s own,’
or to ensure that the State has accepted ‘political accountability’ for any anticompetitive conduct
attributable to the Board.””

D. The Pharmacist Members of the Board of Pharmacy are Prohibited by the
Louisiana Code of Governmental Ethics from Regulating Pharmacy Benefit
Managers.

La. R.S. 42:1112, a statute contained in the Louisiana Code of Governmental Ethics,
provides, in pertinent part,

A. No public servant, except as provided in R.S. 42:1120, shall participate
in a transaction in which he has a personal substantial economic interest of
which he may be reasonably expected to know involving the governmental
entity.

B. No public servant, except as provided in R.S. 42:1120, shall participate
in a transaction involving the governmental entity in which, to his actual
knowledge. any of the following persons has a substantial economic
interest:
(1) Any member of his immediate family.
(2) Any person in which he has a substantial economic interest of which
he may reasonably be expected to know.
(3) Any person of which he is an officer, director, trustee, partner, or
employee.
(4) Any person with whom he is negotiating or has an arrangement
concerning prospective employment.
(5) Any person who is a party to an existing contract with such public
servant, or with any legal entity in which the public servant exercises
control or owns an interest in excess of twenty-five percent, or who owes
any thing of economic value to such public servant, or to any legal entity
in which the public servant exercises control or owns an interest in excess

‘ Id. at 10, citing Thor, 504 U.S. at 634-35.

‘ Id. at 13, citing Ticor, 504 U.S. at 637-38.

Id at 14, citing Ticor, 504 U.S. at 633.

‘47 Id, citing NC. Stale Bd. oJDental Exam ‘is, 135 S. Ct. at liii. -. —
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of twenty-Five percent, and who by reason thereof is in a position to affect
directly the economic interests of such public servant.

C. Every public employee, excluding an appointed member of any board
or commission, shall disqualify himself from participating in a transaction
involving the governmental entity when a violation of this Part would
result. The procedures for such disqualification shall be established by
regulations issued pursuant to R.S. 42:1 134(A)(1).

D. No appointed member of any board or commission, except as
otherwise provided in R.S. 42:1120.1 or 1120.4, shall participate or be
interested in any transaction involving the agency when a violation of this
Part would result.

La. R.S. 42:1102 provides definitions for the following terms:

(2)(a) “Agency” means a department, office, division, agency,
commission, board, committee, or other organizational unit of a
governmental entity. For purposes of this Chapter, “agency of the public
servant” and “his agency” when used in reference to the agency of a
public servant shall mean:
(i) For public servants in the twenty principal departments of the
executive branch of state government, the office in which such public
servant carries out his primary responsibilities; except that in the case of
the secretary, deputy secretary, or undersecretary of any such department
and officials carrying out the responsibilities of such department officers it
shall mean the department in which he serves; and except that in the case
of public servants who are members or employees of a board or
commission or who provide staff assistance to a board or commission, it
shall mean the board or commission.
(ii) For the governor and lieutenant governor, it shall mean the executive
branch of state government.
(iii) For public servants in the office of the governor or the lieutenant
governor it shall mean their respective offices.
(iv) For public servants in the legislative branch of state government, it
shall mean the agency or house of the legislature by which a public
employee is employed and the legislative branch in the case of legislators.
(v) For public employees, except judges, of the supreme court, courts of
appeal, district courts, and other courts authorized by Article V of the
Constitution of 1974, it shall mean the court in which the public employee
serves and any other court in which decisions of that court may be
reviewed.
(vi) For public servants of political subdivisions, it shall mean the agency
in which the public servant serves, except that for members of any
governing authority and for the elected or appointed chief executive of a
governmental entity, it shall mean the governmental entity.F Public
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servants of political subdivisions shall include, but shall not be limited to,
elected officials and public employees of municipalities, parishes, and
other political subdivisions; sheriffs and their employees; district attorneys
and their employees; coroners and their employees and clerks of court
and their employees.

(9) “Elected official” means any person holding an office in a
governmental entity which is filled by the vote of the appropriate
electorate. It shall also include any person appointed to fill a vacancy in
such offices.

(12) “Governmental entity” means the state or any political subdivision
which employs the public employee or employed the former public
employee or to which the elected official is elected, as the case may be.

(15) “Participate” means to take part in or to have or share responsibility
for action of a governmental entity or a proceeding, personally, as a public
servant of the governmental entity, through approval, disapproval,
decision, recommendation, the rendering of advice, investigation, or the
failure to act or perform a duty.

(16) “Person” means an individual or legal entity other than a
governmental entity, or an agency thereof.

(18)(a) “Public employee” means anyone, whether compensated or not,
who is:
(i) An administrative officer or official of a governmental entity who is
not filling an elective office.
(ii) Appointed by any elected official when acting in an official capacity,
and the appointment is to a post or position wherein the appointee is to
serve the governmental entity or an agency thereof, either as a member of
an agency, or as an employee thereof.
(iii) Engaged in the performance of a governmental function.
(iv) Under the supervision or authority of an elected official or another
employee of the governmental entity.

(19) “Public servant” means a public employee or an elected official.

-
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(21) “Substantial economic interest” means an economic interest which is
of greater benefit to the public servant or other person than to a general
class or group of persons, except:
(a) The interest that the public servant has in his position, office, rank,
salary, per diem, or other matter arising solely from his public
employment or office.
(b) The interest that an elected official who is elected to a house, body, or
authority has in a position or office of such house, body, or authority
which is required to be tilled by a member of such house, body, or
authority by law, legislative rule, or home rule charter.
(c) The interest that a person has as a member of the general public.

(23) “Transaction involving the governmental entity” means any
proceeding. application, submission, request for a ruling or other
determination, contract, claim, case, or other such particular matter which
the public servant or former public servant of the governmental entity in
question knows or should know:
(a) Is, or will be, the subject of action by the governmental entity.
(b) Is one to which the governmental entity is or will be a party.
(c) Is one in which the governmental entity has a direct interest. A
transaction involving the agency of a governmental entity shall have the
same meaning with respect to the agency.

As explained above, this Board of Pharmacy is comprised of 17 members, 16 of whom
are licensed pharmacists.’48 The United States Supreme Court in NC. State Rd. of Dental
Exam s noted that “[w]here a private party is engaging in anticompetitive activity, there is a real
danger that he is acting to further his own interests, rather than the governmental interest of the
State:”39 As one scholar explains it, “Granting Boards of Pharmacy regulatory control over
PBMs creates an inherent conflict of interest by giving pharmacists regulatory control over their
natural competitors in the marketplace. Under this new regulatory scheme, a Board has both the
incentive and the power to exercise its regulatory power in ways that weaken PBMs’ competitive
positions, and in turn, benefit pharmacies. The power to regulate a market adversary gives
pharmacists unprecedented power and will severely undercut competition in the prescription
drug

However, the Board and the PBMs are not always competitors and. in fact, have long-
established business relationships. While the Board in 1VC. State Bd. ofDental Exam is did not

148 La. R.S. 42:1172(A).

‘“ NC. Stae’ Rd. of Dental Exam tx, [35 S. Ci. at [[12, citing Patrick, 486 U.S. at 101.

50 Shepherd, supra note 25. at 3 (emphases added).
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have any working relationship with its non-dentist market competitors, the Board of Pharmacy
and the PBMs in the instant mailer frequently negotiate pharmacy costs, thus resulting in (1)
higher customer volume for retail pharmacies; (2) reduced drug prices paid by health plans; and
(3) most importantly, lower drug prices paid by consumers) As explained by the FTC,

PBMs negotiate lower pharmacy costs by forming a preferred or exclusive
network of retail pharmacies. Retail pharmacies offer discounts to PBMs
depending on the type and number of health plans covered by the PBM
and the exclusivity of the network — the more exclusive the network, the
higher the discount. This mechanism can make customer volume respond
very strongly to prices, creating an incentive for pharmacies to bid
aggressively on prescription drug prices and potentially reducing the
prices that public and private health plans and consumers pay for
pharmaceuticals.’52

Notably, as explained above, most pharmacies contract directly PSAOs to manage
negotiations with PBMs instead of negotiating directly with PBMs.’53 Nevertheless, while some
pharmacies may not contract directly with PBMs. PSAO5 — which do contract directly with
PBMs — are often owned by pharmacy cooperativesi3 Therefore, the conflict of interest
remains to the extent a Board member is associated with a pharmacy cooperative-owned PSAO
that has entered into a contractual relationship with a PBM.

Thus, the working arrangement between PBMs and the Board of Pharmacy makes their
relationship evcn more susceptible to impairment by the enactment of the Proposed Rule than the
relationship between the Board of Dental Examiners and its non-dentist competitors in NC. State
Act of Dental Exam ‘rs. For example, not only may a member of the Board of Pharmacy be
tempted to interfere with a PBM’s operation from a competitive point of view, the Board
member may also be tempted to favorably regulate a PBM in exchange for being placed on the
PBM’s preferred or exclusive network of retail pharmacies. Therefore, the conflict of interests is
two-fold.

As set forth above, La. R.S. 42:1112(A), a “public servant” is prohibited from
“participating” in a “transaction involving the governmental entity” in which he has a personal
“substantial economic interest” of which he may be reasonably expected to know. The Board
members qualify as “public servants” because they are appointed to serve the Board by the
governor, an “elected official”, to serve an “agency” (the Board). Therefore, the Board members

‘ Letter from FTC Office of Planning, supra note 16, at 2.

52 hi

“ U.S. Gov’r ACCOUNTAHILITY OFF., GAO-13-l 76, PRESCRIRGON DRUGS: TI-IL NUMBER, ROLE, AND OWNERSI-lIP
0,: PI-EARMACY Srnvrcrs ADMINIsTRATIvE ORGANIZNrI0N5 (January 2013), available at
https://\ww.gao.gov!asscts/660!65 1631 .pdf

151 hi. at 24-25.

‘ NC. State Rd. of Dental Exam ‘rs, 135 S. Ct. at 1112. p hi



Malcolm J. Broussard June 25, 2018
Page 32

are not allowed to “participate” (take part in or to have or share responsibility for action of the
Board, through approval, disapproval, decision, or recommendation of the Proposed Rule) in a
“transaction” involving the Board (this rulemaking proceeding, which the Board members show
know they have a direct interest for the reasons set forth above).

In addition, La. R.S. 42:1112(B) prohibits a “public servant” from “participating” in a
“transaction involving the governmental entity which, to his actual knowledge, certain persons
have a “substantial economic interest”, including any “person” in which he has a “substantial
economic interest” of which he may reasonably be expected to know; any “person” of which he
is an officer, director, trustee, partner, or employee any “person” who is a party to an existing
contract with such public servant; any legal entity in which the “public servant” exercises control
or owns an interest in excess of twenty-five percent; any legal entity who owes any thing of
economic value to such “public servant”; and to any legal entity in which the “public servant”
exercises control or owns an interest in excess of twenty-five percent, and who by reason thereof
is in a position to affcct directly the economic interests of such “public servant”. For all the
reasons discussed above, Board members, who are “public servants”, have significant economic
interests (interests which are of greater benefit to the Board members or other persons affiliated
with Board members than to a general class or group of persons) in the regulation of PBMs.
Sixteen out of seventeen of the members of the Board are pharmacist who will benefit from the
Board’s regulation of PBMs, whether through favorable or unfavorable regulatory actions taken
against PBMs.

Aside from the Board being prohibited from regulating PBMs due to the foregoing
statutory provisions, the Board members are expressly prohibited from doing so pursuant to the
plain language of La. R.S. 42:1112(D), which states that no member of a board shall
“participate” or be interested in any “transaction involving the agency” when a violation of this
Part would result. For the reasons discussed above, the Board’s regulation of PBMs would result
in inherent conflict of interests, and thus, violate the provisions of La. R.S. 42:1112.
Accordingly, La. R.S. 42:1112(D) clearly prohibits the Board from engaging in the instant
rulemaking proceeding.

For these reasons, a Board member is likely to have a personal substantial economic
interest that would impair his partiality in regards to regulating PBMs. Because 16 of the 17
members of the Board are prohibited by La. R.S. 42:1112 from participating in a discussion or
vote pertaining to the Proposed Rule, the Board is unable to achieve a quorum to conduct
business and facilitate the enactment of the Proposed Rule. La. R.S. 42:1112(C) requires every
Board member to disqualify himself or herself from this rulemaking proceeding due to the
inherent conflicts of interests that would arise from this Board’s regulation of PBMs.
Accordingly, the ethical constraints governing the Board members prohibits them from being
able to take further action in this matter, and thus, the Board should terminate this rulemaking
proceeding.

E. ERISA and the Medicare Part D Preempt the Proposed Rule Insofar as It
Regulates PBMs Servicing ERISA and Part D Plans.

i’.i 252013
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In structurally similar express preemption provisions, ERISA’56 and Medicare Part D’”
preempt state law that “relates to” ERISA and Part D plans. In Fhann. Care Mgrnt. Ass ‘n v.
Rutledge,’58 the United States Court of Appeals for the Eighth Circuit very recently held that
both of these federal statutes preempted an Arkansas law that regulated prices negotiated
between PBMs and pharmacies and allowed pharmacies to decline to dispense covered
prescription drugs, notwithstanding the terms of PBM-pharmacy contracts.

The Eighth Circuit affirmed the district court’s determination that the Arkansas statute
was preempted by ERISA, citing a previous case in which the court held that an Iowa statute was
preempted by ERISA because it “both explicitly and implicitly referred to ERISA by regulating
the conduct of PBMs administering or managing pharmacy benefits, and also had a connection
with ERISA.”9

In addition, the Eighth Circuit reversed the district court’s determination that the
Arkansas statute was not preempted by Medicare Part D. Federal law sets a standard governing
“negotiated prices” between plans and pharmacies, see 42 U.S.C. § 1395w-102, and the
Arkansas statute’s “efforts to change the pricing model” between PBMs and pharmacies acted
with respect to that standard.’6° In addition, the Eighth Circuit concluded that that the decline-to-
dispense provisions in the statute acted “with respect to” federal standards governing pharmacy
access because pharmacies that decline to dispense, in effect, become “out of network.”6’ The
court stressed that while the Arkansas statute “actually interlère[dj” with the federal standard,
that is “more than is required for If state law “merely acts ‘with respect to’ the
standard, it is preempted.”’3

Applying Rutledge, Supreme Court decisions relied upon by Rutledge, and Center for
Medicare (“CMS”) guidance, is clear that both ERISA and Medicare Part D would preempt the
Proposed Rule in regards to qualifying plans should the Proposed Rule be adopted by the Board.
First, the Proposed Rule has an impermissible “reference to” both ERISA and Medicare Part D

56 ERISA’s preemption provision provides: “[T]he provisions of thtc subchapter and subchapter Ill shall supersede
anl’ and all State laws insofar as they may now or hereafter relate to any employee benefit plan described in section
1003(a) of this title and not exempt under section 1003(b) of this title.” 29 U.S.C. § 1144(a) (emphasis added).

157 Medicare’s preemption provision provides: “The standards established under thLv part shall supersede any State
law or regulation (other than State licensing laws or State laws relating to plan solvency) with respect to [Part DJ
plans which are offered by [Part D] organizations under this part.” 42 U.S.C. § 1395w-26(b)(3), 1395w-I 12(g)
(emphasis added).

‘ Phanu. Care Mgmt. Ass ‘i v. Rutledge, 2018 U.S. App. LEXIS 15487 (8th Cir. June 8,2018).

‘“hi, at *6, citing P/win,. Care Mgmt. Ass nv. Gerhart, 852 F.3d 722 (8th Cir. 2017).

160 Id. *9

161 hI. at * II.

I 62 hI.
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plans because it refers to “health benefit plan sponsor” and “other third-party payer” (terms
which necessarily include ERISA and Part D benefit plans) in § 2473(A).

Second, the Proposed Rule also has an impermissible “connection with” with both
ERISA and Part D plans because it purports to allow the Board to regulate activities that involve
the structure and administration of plans far removed from pharnzacv practices, including
developing plan formularies, utilization management, administration of prescription drug
management programs, processing authorization requests, processing claims, and adjudicating
appeals of reimbursement decisions. In other words, the Proposed Rule seeks to regulate PBMs
(and by extension, the ERISA and Medicare Plans they service), not pharmacies.

The Proposed Rule is not saved from Medicare Part D express preemption by that
provisio&s exception for “State licensing laws.” That exception only applies to state law that
licenses Medicare pians. See 42 U.S.C. § 1395w-26(b)(3). 1395w-I 12(g). The Proposed Rule
licenses PBMs. Moreover. CMS has recognized that the licensing law exception is “limited to
State requirements for becoming State licensed, and do not extend to any requirement that the
State might impose on licensed health plans[.1” CMS. Medicare Managed Care Manual. ch. 10, §
30.1. The exception does not allow states to impose substantive requirements on PBMs that
service Medicare plans.

Finally, we note that DOl has recognized that because of express preemption, it lacks
authority to regulate PBMs servicing Medicare Part D plans.’’4 If DOl lacks such authority
because of preemption, then surely the Board does as well.

In sum, any regulations that are enacted pursuant to the adoption of the Proposed Rule
would have no authority over qualifying ERISA and Medicare Part D health plans. Accordingly,
the Board should refrain from adopting the Proposed Rule given that the Board will be
significantly limited in its ability to enforce the provisions of the Proposed Rule.

F. Pharmacy Benefit Managers Arc Already Sufficiently Regulated By the
Louisiana Department of Insurance.

As explained above, for ten (10) years now PBMs have been regulated by 001 pursuant
to La. R.S. 22:1657. DOl’s regulatory authority over PBMs has been consistently recognized by
the legislature, even as recently as the 2018 Regular Session, through various legislative
amendments that have been made to the Insurance Code statutes that apply to PBMs)t’ There
has never been indication that DOl’s regulatory authority over PBMs is insufficient, nor has
there ever been L!L indication that the legislature. DOl. or any other state agency has determined
that regulation of PBMs by the Board of Pharmacy is warranted. Again, the AG Opinion, which
admittedly was formed without knowledge of the pertinent facts, does not suffice as a valid

64 See DOl Advisory Letter 2016-01 (July I, 2016), available at https://www.ldi.la.gov/docs/default
source/documents/legaldocs/advisoryletters/a120 16-01 -cur-applicabilityproviderFee.

16
Acts2008,No. 386, § I; Acts2009,No. 99, § 1,2; Acts2Ol I, No. 94, § l;Acts2OlS,No.317, § I: Acts2Ol8,

—

No. 423, § 1.
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authoritative endorsement of Board regulation over PBMs. Accordingly, there is no need for the
Board to regulate PBMs as they are already sufficiently regulated by DOl.

V. Conclusion

The public health, safety, and welfare of consumers are best served when PBMs are not
subjected to a regulatory landscape that discourages competitive pricing and creates a scenario
wherein Board members regulate market competitors. This is especially true in the instant
matter, whereby Board members stand to derive benefits regardless of whether they take
favorable or unfavorable regulatory actions against PBMs. For all the reasons set forth herein,
PCMA respectfully opposes the Board’s promulgation of the Proposed Rule and requests that
this rulemaking proceeding be terminated.

We remain,

Sincerely yours,

ADAMS AND REESE LLP

Robert L. Rieger, Jr.
Grant J. Guillot

Attorneys Jbr the Pharmaceutical Care
Mancigen en! Association

RLR/gjg

Cc: The Flonorable Jeff Landry
The 1-lonorable James J. Donelon
The Honorable Frank A. Hoffmann
The 1-lonorable Fred H. Mills, Jr.
The Honorable John R. Smith
The Honorable Kirk Talbot
Matthew F. Block
Korey Harvey
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LOUISIANA HOUSE OF REPRESENTATIVES

5713 I-looper Road, Suite B
Baton Rouge, IS 70811-2420
Email: isird ‘ne ( I epis .1 a.

Phone: 225-359-9480
Fax: 225-359-9483

State Representative - District 29

Commerce
Insurance

Ariculsure, Forestry, Aquaculsure and Rural Development
Select Coninsittet on Hun,eland Security

Louisiana Legislative Black Caucus, Secretary
Capital Region Legislative Delegation

Louisiana Rural Caucus
Democratic CaLICUS

June 22, 2018

Ms. Tara Isa Koslov
Acting Director, Office of Policy Planning
Federal Trade Commission
600 Pennsylvania Avenue NW
Washington, DC 20580

Sell? i-’ia eiiiaih rknsIováIftc.eo’

Re: Louisiana Board of Pharmacy Regulatory Project 2018-1 — Pharmacy Benefit Managers
Notice of Proposed Rulemaking (LAC 46:UI1.2471 through 2477)

Dear Ms. Koslov:

I am writing to request that the Federal Trade Commission (“FTC”), or its staff; provide its views on the anticipated
anticompetitive effects of a proposed rulemaking by the Louisiana Board of Pharmacy (“BOP”) that would — among other
things — assert regulatory authority over Pharmacy Benefit Managers (“PBMs”). A Notice of Intent — published in Vol. 44,
No. 5 of the May 20, 2018 edition of the Louisiana Register, (enclosed) — would grant the HOP regulatory authority over
PBMs.

The proposed rules would require PBMs to: (I) obtain BOP issued licenses before conducting operations,- and (2) disclose
information that constitutes confidential information and/or trade secrets upon demand from the BOP.

Concerns have been raised that this new regulator regime — complete with investigative and enforcement powers — would
duplicate a regulator regime currently enforced by the Louisiana Department of Insurance. Additionally, this new
regulatory regime appears to pose a conflict of interest and could negatively impact the competitive nature of the phammcy
sector; leading to an increase in the cost of pharmaceutical benefits for employers, insurers, and; ultimately, the citizens of
Louisiana.

I understand that the VC has noted in the past that similar legislative and proposed rulemaking provisions in Mississippi
would have the unintended consequence of decreasing competition and raising drug prices for consumers. Therefore, 1
am requesting that the FTC examine the Louisiana BOP rulemaking to determine whether the proposed administrative
action is anti-competitive and will likely result in the increased cost of pharmaceutical care for Louisiana consumers.

Thank you for your attention to this matter. If you have any additional questions, please feel free to contact my office via
email at ordanelegis.la.gov.

Sincerely,

Louisiana Sta ative
District 29, Baton Rouge
Enclosure: Notice of Intent

F--n -- _tl
Ic

Lr520J

Edmond Jordan



Ioutiana oarb of 3annacp
3388 Brentwood Drive

Baton Rouge, Louisiana 70809-1700
Telephone 225.925.6496 — Facsimile 225.925.6499

ww.pharrnacy.laciov — E-mail: lnfceo1,armacy.Ia.pov

May 11. 2016

Senator John A. Aarlo, Jr. President
Louisiana Senate
P0 Box 94183 Via Emafl: ApkSenatePtesjdrtal.&Jaaov
Baton Rouge, LA 70804-9183

Electronic Mall — Delivery Receipt lequested

Re: Report No. I of 3 for Regulatory Project 2018-1 — Pharmacy Benefit Mangers

Dear Senator Alario:

The Board has initiated the rulemaking process to adopt a new subchapter of rules relative to the
ilcensure and regulation of pharmacy benefit managers. The proposed rule will require pharmacy benefit
managers operating within the state of LouisIana to obtain a pharmacy permit from the Board or Pharmacy
and comply with the Board’s rules relauve to certain of their activities construed to be within the practIce of
pharmacy. In connection with this regulatory project, you should find the following documents in this
packet:

• Notice of lntenl
• Proposed Rule
• Family Impact Statement
• Poverty Impact Statement
• Provider Impact Statement
• Regulatory Rexibility Analysis
• Solicitation of Comments
• Fiscal & Economic Impact Statement

As Indicated in the solicitation, we will convene a public hearing on June 25,2018 to receive public
comments and testimony on this proposed rule. We will summarize those comments and our responses
thereto in our next report to you. In the event you have any questions or need additional information,
please contact me directly at mbroussard@oharmacv.la.gov or 225.925.6481.

For the Board:

Malcolm J Broussard
Executive Director

cc: Chair, Senate Health & Welfare Committee
Via Email: APAS-H&W@Iegis.la.Qov

Speaker, HOUSe of Representatives
Via Email: APA.Housesoaakereleois.la.oov

Chair, House Health & Welfare Committee
Via Email: APA.H.HWTea.b.pov

Director, Community Outreach Services, La Economic Development
Via Email: PaLWthvcaLa.oov

Editor, Loulsians Reoister
Via Email: Recs.$ubyiissionla.oov

Reference File
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Notice of Intent

Department of Health
Board of Pharmacy

Pharmacy Benefit Managers (LAC 46±111.2471 through 2477)

In accordance with the provisions of the Administrative Procedure Act (La. R.S. 49:950 et seq.) and the
Pharmacy Practice Act (La R.S. 37:1161 ci seq.), the LouisianaBoard of Pharmacy hereby gives notice of its intent
to promulgaic new rules for the licensing and regulation of pharmacy benefit managers, mQre specifically
Subchapter F— Pharmacy Benefit Managers of Chapter 23— Limited Service Providers.
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Louisiana Administrative Code

Title 46— Professional and Occupational Standards

Part LIII: Pharmacists

Chapter 24. Limited Service Providers

Subchapter F. Pharmacy Benefit Managers

247l. Definitions
A. The foIloving terms shall have the meaning ascribed to them in this Section:

I. ‘Health insurgnce p/an” means an individual or gçpIan or program, whether commercial.
self-insured, or mandated or soonsored by any federal, state, or local go4emment, which is
established by contract, certificate, law, plan, polkv. subscriber agreement, or by any other
method and ‘which is entered in(p, issued, or offered for the purpose of agranging r. delivering.
paving for, providing, or reimbursing any of the costs of health or medical care. including
pharmacy services, dmgs. or devices.

2. “Pharmacy benefit management plan’• or “pharmacy benefits program” means a plan or pmgram

that paws for, reimburses. coveti the cost of. or otherwise provides for pharmacist services or
drues or devices to individuals who reside in or arc employed in Loulsiapa.

3. ‘Phannacy benefit manager” or ‘PEA!” means any person or other ent who administers the
prescription drug or device pmgram of one or more health insurance ula4s on behalf of a third
party in accordance with a pharmacy benefit program, This term includ4s any agent or
representative of a pharmacy benefit manager, hired or contracted by the pharmacy benefit
manager to assist in the administering of the drug program.

AUThORITY NOTE: Promulgated in accordance with R.S. 37:1182.
HISTORICAL NOTE: Promulgated by the Department of Health. Board of Pharmacy. LR

S2473. Pharmacy Benefit Manager Permit; Activities: Prohibitions
A. Any pharmacy benefit manager who, pursuant to a contract or under an emplpymcnt relationship with

a carrier, health benefit plan sponsor, or other third-pady paver, either directly or throueh an
intermediary, manages the drug or device coverage or other pharmacy benefits provided by the carrier,

plan sponsor, or other ihird-oartv flayer, shall be permitted by the board.
B. A pharmacy benefit manager permit shall authorize the permit holder to administer pharmacyt

management services.
C. Pharmacy benefit management services include, but are not limited to:

I. Development, maintenance, and/or administration of drue foimularics;
2. Development, maintenance. and/pr administration of stea therapy procegures;
3. Development, maintenance, and/or administration of utilization manngetnent and utilization

reviews;
Development, maintenance, and/or administration of drug regimen reviews;
Development, maintenance, and/pr administration of quality care dosing services;

4.
5.
6.

7.
8.
9.
10.
I],

Development, maintenance, and/or administration of prescription drag itanagement pronms ?nd
the contracting with pharmacies for same;
Development, maintenance, and/or administration of disease manauemept uroarams:
Administration, processing, and/or payment ofclaims for DTCSCTIDtIOn tkUEE

Processina of prior authorization requests;
Adiudication of appeals andlor grievances related to prescription dmi c vane and
Any other act service, operation, or transaction incidental to or fixmin q east of the
compounding, filling, dispensing, exchanging, giving. offering forsala rsellbl2&uRs.
medicines, poisons or devices in this state by pharmacists or ohrmaoi nursusitto p
prescription or an order of ohysicians, dentists, veterinarians, or other II eased oractltlonen.
requiring, involving, or employing the science or an of any branch ofdi nbrmacv profession.

study. or training.
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D. The provisions of R.S. 37:1232(A) and Section 2303 of this Part notwithstanping, the pharmacy
benefit manager need not hold a resident pharmacy permit in the state in which it is located prior to
ppplying for a pharmacy benefit manacer permit. However, should the pharmacy benefit manager not
hold a resident pharmacy permit in the state in which it is located. the pharmacy benefit managcr shall
be_subiect to an inspection by the board or its designated agent. in compliance with the provisions of
R.S. 37:1232(C).

E. The board shall not issue a phannacv benefit manner permit to any person or other entity which has
not yet registered with the louisiana Secretary of State to conduct business within the state.

F. When the pharmacy benefit manner permit is issued, it shall be valid only for the owner and specific
locution noted on the application and recorded on the permit and the permit shall not be valid for any
prcmiscs other than the physical location to which it was issued.

0. A pharmacy benefit manacer permit is not transferable from the originat owzr. The permit shall not
be subject to sale. assignment or other transfer, voluntary or involuntary. Moreover, in the event the
ownership of the pharmacy benefit manager changes by 50 percent or more after the initial issuance of
ç_permit. the ownership will be deemed sufficiently different as to require a new pharmacy benefit
manager permit. The continued operation eta pharmacy benefit manager peçmit after its ownership
has changed by more than 50 percent shall constitute sufficient basis for the board to issue a finding for
the operation ofa pharmacy benefit manner without a valid permit, in violnion of R.S. 37:1241
(AM 12).

H. Any phrmacv benefit manager may request an exemption from the requirement of this Section.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.
HISTORICAL NOTE: Promulgated by the Department of Health. Board ofPhannacy, L9L

S2475. Licensin2 Procedures
A. Application for Initial Issuance of Permit

1. The board shall develop an apolication form suitable for the pharmacy benefit manager permit.
The board may revise that application form on its own initiative in order to collect the information
it deems necessary to properly evaluate an applicant.

2. The board shall not process applications received by facsimile, or that aqe incomplete, or
submitted with the incorrect fee.

3. Once received by the board, an application for the permit shalt expire oqe year thereafter. Fees
attached to an expired application shall be forfeited by the applicant and deposited by the board.

4. lathe event any information contained in the application or accompanvihR documents changes
after heing submitted to the hoard and before the issuance of the pyrmit,the applicant shall
immediately notify the board in writing and provide corrected information.

5. The applicant may be required to personally appear before the board or one of its committees prior

to any decision on the permit application,
6. Upon approval of the application, the board shall issue the pharmacy benefit managcr permit to the

applicant.
B. Application for Renewal of Permit

1. All pharmacy benefit manager permits shall expire at midnight on Aunst 31 of every year,

regardless of the date of its initial issuance.
2. Thy board shall not process applications received by facsimile, or that are incomplete, or

submitted with the incorrect fee.
3. In the event the pharmacy benefit manager does not submit a pmper)v c4,mpleted rene’al

application and fee to the board prior to the expiration of the permit. thipennit shall be rendered

null and void. A pharmacy benefit manner shall not operate with an expired permit. The
continued operation of a pharmacy benefit manager with an expJc4jçnit shall constitute
sufficient basis for the board to issue a finding for the operation of a phmacy benefit manager
without a valid permiL in violation of R.S. 37:1241 (AX 12).

4. An application for the late renewal of an expired pharmacy benefit man*ger permit that is received
in the board office no later than 30 days after the expiration date of the Øermit may be pmcessed
by the board office provided the appropriate delinquent fee authorized it KS, 37:1184 is included
with the application.
A pharmacy benefit manager permit not renewed by 30 days after the e piittion date sh&l be
automatically temñnated by the board.
An application for the reinstatement of a terminated pharmacy benefit a inaaerucrmft sl*Il be
referred to the board’s reinstatement committee for its consideration.

5.

6.
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C. Application for Reinstatement of Lapsed. Suspended, or Revoked Permit
I. The applicant shall complete the aplication font for this specific purpose supplied by the board
2, The aonlication shall be accompanied by the payment of the permit fee. delinquent renewal fee,

and reinstatement fees authorized in R.S. 37:1184.
3. Upon the receipt of a properly completed application form and fee, the board staff shall refer the

application to the board’s reinstatement committee for its consideration nd shall notiv the
applicant of the time and Dlace for the committee meeting.

D. Maintenance of Permit
I. A pharmacy benefit manager cermit shall be valid for the entih’ to whom it is issued and shall not

be subiect to sale, assignment or other transfer. voluntary or involuntary, nor shall the permit be
valid for any premises other than the business location recorded on the permit.

2. Upon receint of a written request and payment ofthe fee authorized in P.S. 37:1184, the board
shall issue a duplicate or replacement permit to the applicant: however. such duplicate or
replacement permit shall not serve or be used as an additional or second permit.

3. Prior to any change in the location of a pharmacy benefit tuanager. the owner of the permit shall
submit an appticatiQn form for that purpose supplied by the board and pay the appropriate fee
authorized in R.S. 37:1184. The board may require an inspection of the flew location orior to the
issuance of the permit for the new location. The operation of a pharmacy benefit manager in a
pew location not approved by the board shall constitute sufficient basis thr the board to issue a
finding for the operation of a pharmacy benefit manager sithout a valid bermit. in violation of
P.S. 37:l241(Ay12).

4. In the event the pharmacy benefit manager contemplates permanent closure of the pharmacy
benefit manager business, the owner of the permit shall notift the board. in writing. 10 days prior
to the anticipated date of closure and surrender its pennit

AUTHORiTY NOTE: Promulgated in accordance with P.S. 37:1182.
HISTORICAL NOTE: Promulgated by the Department of Health. Board of Pharmacy, Lit

S2477. Applicable Laws and ReguIations Sanctions
A. Any pharmacy benefit management service of a phannacy benefit manager that adversely affects or

impairs the health, safety. and welfare of a person who is a beneficiary of the pharmacy benefit
program administered by the pharmacy benefit manager and who resides or works in this state or
directly impairs the ability of a pharmacist or pharmacy to compound, fill. dispense, exchange, give.
offer for sale, or sell drues, medicines, poisons or devices to any such person shall be deemed a
violation ofR,S. 37:1241(AYI\ as well as a violation Qf any other applicable provisions ofk,S.
37:1241(A). providing cause for the board to take any ofthe actions nermittqi in R.S. 37:1241.
Further. Louisiana pharmacy laws shall be applicable to regulation of the practice of pharmacy for that
portion of the permitted pharmacy benefit manaaer’s Louisiana pharmacy practice or operation.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182,
HISTORICAL NOTE: Promulgated by the Department of Health. Board of Phannacy. LR

H
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FAMILY IMPACT STATEMENT
FOR ADMINISTRATIVE RULES

In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a family
impact statement on the rule proposed for adoption, repeal, or amendment. The following tatements will be
published in the Louisiana Register with the proposed agency rule.

I. The effect on the stability of the family.

The proposed rule will have no effect on the stability of the family.

IT. The effect on the authority and dghts of parents regarding the education and supervision of their children.

The proposed rule will have no effect on the authority and rights of parents regarding
the education and supervision of their children.

III. The effect on the functioning of the family.

The proposed rule will have no effect on the functioning of the family.

IV. The effect on family earnings and family budget.

The proposed rule will have no effect on family earnings or family budget.

V. Theeffect on the behavior and personal responsibility of children.

The proposed rule will have no effect on the behavior and personal responsibility of
children.

VI. The ability of the family or a local government to perform the function as contained in the proposed rule.

The proposed rule will have no effect on the ability of the family or a local government to
perform the activity as contained in the proposed rule.

ii.iJIZ1L17,
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POVERTY IMPACT STATEMENT
FOR ADMINISTRATIVE RULES

In accordance with Section 973 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a poverty
impact statement on the rule proposed for adoption, repeal, or amendment.

1. The effect on household income, assets, and financial security.

The proposed rule will have no effect on household income, assets, Or financial security.

II, The effect on early childhood development and preschool through postsecondary education development.

The proposed rule will have no effect on early childhood development or preschool
through postsecondary education development.

III. The effect on employment and workforce development.

The proposed rule will have no effect on employment or workforce development.

IV. The effect on taxes and lax credits.

The proposed rule will have no effect on taxes or tax credits.

V. The effect on child and dependent care, housing, health care, nutrition, tnnsportadon, and utilities
assistance.

The proposed rule will have no effect on child and dependent care, housing, health
care, nutrition, transportation, or utilities assistance.

- L
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PROVIDER DvWACT STATEMENT
FOR ADMINISTRATIVE RULES

In accordance with House Concurrent Resolution No. 170 of the Regular Session of the 2014 Legislature, there is
hereby submiucd a provider impact statement on the rule proposed for adoption, repeal, or amendment, This will
certify the agency has considered, without limitation, the following effects on the providers of services to
individuals with developmental disabilities:

1. The effect on the staffing level requirements or qualifications required to provide the same level of service.

The proposed rule will have no effect on the staffing level requirements or the
qualifications for that staff to provide the same level of service.

II. The total direct and indirect effect on the cost to the provider to provide the same level of service.

The proposed rule will have no effect on the total direct or indirect costs to the provider
to provide the same level of service.

III. The overall effect on the ability orthe provider to provide the same level ofsenice.

The proposed rule will have no effect on the ability of the provider to provide the same
level of service.
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REGULATORY FLEXIBILITY ANALYSIS
FOR ADMINISTRATIVE RULES

In accordance with Section 965 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a regulatory
flexibility analysis on the rule proposed for adoption, repeal, or amendment. This will certify the agency has
considered, without limitation, each of the following methods of reducing the impact of the proposed rule on small
businesses:

I. The establishment of less stringent compliance or reporting requirements for small businesses.

The proposed rule requires pharmacy benefit managers to obtain a pharmacy permit
from the Board. There are not specific reporting requirements. However, the proposed
rule does provide that any pharmacy benefit manager that adversely affects or impairs
the health, safety, and welfare of a person who is a beneficiary of the pharmacy benefit
program administered by the pharmacy benefit manager, or directly impairs the ability of
a pharmacist or pharmacy to compound, fill, dispense, exchange, give, offer for sale, or
sell drugs, medicines, poisons, or devices to any such person shall be deemed to have
violated the Louisiana Pharmacy Practice Act and shall be subject to the disciplinary
sanctions authorized by that same act.

U. The cstablishment of less stringent schedules or deadlines for compliance or reportina requirements for
small businesses.

There are no specific reporting requirements in the proposed rule.

III. The consolidation or simplification of compliance or reporting requirements for small businesses.

There are no specific reporting requirements in the proposed rule.

IV. The establishment of performance standards for small businesses to replace design or operational standards
required in the proposed rule.

There are no design or operational standards required in the proposed rule.

V. The exemption of small businesses from all or any pan of the requirements contained in the proposed rule.

There are no exemptions for small businesses.

--
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SOLICITATION OF COMMENTS

Interested persons may submit written comments, via United States Postal Service or other mail carder, or in the
alternative, by personal delivery, to Malcolm 3 Broussard, Executive Director, Louisiana Board of Pharmacy, 3388
Brcntwood Drive, Baton Rouge, Louisinna 70809-1700. He is responsible for responding to inquiries regarding this
proposed rule. A public hearing on this proposed rule is scheduled for Monday, June 25, 2018 at 9:00 a.m. in the
Board office. At thai time, all interested persons will he afforded an opportunity to submitdata, views, or
arguments, either orally or in writing. The deadline for the receipt of all comments is 12:00 noon that same day.

Malcolm 3 Broussard
Executive Director
Louisiana Board of Pharmacy

1



FISCAL AND ECONOMIC fl.WACT STATEMENT
FOR ADMINTSTRATWE RULES

Person Prrpaiing MalCOlm 3. Broussard DepI: Health
Stmetrit: Executive Director

Office: Board of Pharmacy
Phone: (225) 925-648!

Title: Pharmacy Benefit Managcrs
Reftm Address: 3388 Brentwood Drive

Baton Rouge, LA 70809 Effective Date of Rule: Upon promulgation
Oct 20, 2018 (eat.)

SW4?L4RY
(Use complete scatenees)

In accordance with Section 953 of Tide 49 of the Louisiana Revised Statutes, tbue Is hereby subaitted a fiscal and
ecomk impact statement or. the rule propo,ed for adopon, repeal or amendment THE IOLLOWDJG
STATEMENTS SUMMARIZE A1TACHED WORKSHEETS, I THROUGH IV AM) WrLL BE PUBLISHED N
THE LOUISIANA REGTSTER WITH TRW PROPOSED AGENCY RULE.

I. ESTIMATED UV1?LE?€ZfrATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNf S
(S umm my)

The proposed mles will increase self-generated expenditures for the Louisiana Board of
Pharmacy (ISP) by an estimated $214,500 beginning in Fl’ 19 and in subsequent fiscal years.
The proposed roles establish a new type of pharmacy permit forpharmacy benefitmanagers
(PBMs) in order to regulate the activities of PBMs that are construed as the practice of
pharmacy.

The Board anticipates inspecting PEMs annually. To accomplish annual inspections of PBMs,
LBP anticipates hiring one additional pharmacist compliance officer at a cost of$l 66,500
annually (S 111,000 salasy and £55,500 related benefits) to supplement the six current
compliance officers and carty out the annual inspections. LBP anticipates licensing and
inspecting 40 PBMs annually, with inspection costs totaling an estimated £48,000. Anticipated
costs for en individual inspection total S 1,200 and include expenditures for travel ($500), lodging
(S400), and meals and ground franspcnation for three days ($300). LBP anticipates the
aforementioned inspection costs because all PBMs conducting business in Louisiana art located
out-of-state. Furthermore, LBP may incur additional expenditures to conduct complaint-related
investigations of PEMs. The expenditures associated with complaint-related investigations of
PBMs is indetenninable and dependent upon he number of complaints received in a given year.

In addition, La? has anticipated printing expenditures of $1,000, including $500 for the Notice

of Intent in Fl’ 18 and $500 for the Final Rule in Fl’ 19.

The proposed rules will not result in any additional expenditures or savings for local
governmental units.

U. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVE&NMEWrAL UNITS
(Su

The proposed rules will result in an initial self-generated revenue increase of 56,000 in Fl’ 19
that will reduce to a $5,000 self-generated revenue increase beginning in Fl’ 20 and in
subsequent years. The LBP anticipates licensing 40 PEMs beginning in Fl’ 19. The existing fee
for an initial pharmacy permit is S ISO and the annual renewals have an associated fee ofSl2S.
With an assumption of 40 such entities seeking a permit, the Board anticipates up to $6,000 in
Fl’ 19 (40 permits at SI SD initial permit fee) and $5,000 per year thereafter (40 pennits at 5125
permit renewal fee).

Furthermore, the LBP may realize additional self-generated revenue collections as a result of
PBMs being subject to fines up to 55,000 per offense to the extent they are found lobe in
violation of the Board’s laws and regulations. Any revenue from this source is cunently

Pagelofi
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indeterminable and dependent upon PUMa committing violations and being fined as a result.

LU? does not anticipate any revenue collections for other state or local governmental units.

111. ESTIMAThD COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS OR NON
GOVERNMENTAL GROUPS (Summary)

The proposed mles will increase aggregate expenditures for P814s conducting business in
Louisiana by an estimated $6,000 in FY 19 and by $5,000 in subsequent fiscal years. PBMs
operating in Louisiana will be subject to an initial $150 permit fee in F? 19 and a $125 permit
renewal fee in subsequent fiscal years. With an assumption of4O such entities seeking a
credential, the Board anticipates PBMs costs to be $6,000 in FY 19 (40 permits at $150 initial
permit fee) and $5000 per year thereafter (40 permits at $125 permit renewal fee).

N. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Swmnazy)

The proposed rule will not affect competition or emplo>ment.

____________

& &UZ44/
SigtiSme of A6eicy Head or Deice Legislative Fiscal Ofliccr or Dsign4/

Mplcolm J Bmyssard. Executive Director

_____________________________________

Twed Name and Title ofAgcncyMeadoDcsignce Date of SImture

May 10.2018
Date of Siwlatwc
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FiSCAL AND ECONOMIC IMPACT STATEMENT
FOR AD MINI STRATWE RULES

The following !nrmation Is required in order to assist the Legislative Fiscal Office in its rniew of the fiscal and
econonuc impact statement and to assist th appropriate legislative oversight subcommittee in its delibeestion on the
proposed nile.

A. Provide a brief summary of the content of the role (ifpmposed for adaption, orrepeal) orabdefsmnn’.asy of tie
change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the mit
croposed for initial adoption or repal (or. in the case ala rule change, copies of both the cureentond proposed roles
with amended portions indicated),

The Board proposes to establish a new type of pharmacy permit for pharmacy benefit managers (POMs) and
to regulate that pardon oftheiracdvities which arc construed as the practice of phanmcy.

B. Summarize the chuw.stances that require this action. If the Action is required by federal regulation, attach a copy
oldie appticable regulation.

The Board determined that some of the practices of PBMs an construed as the practice of phamiacy. The
Pharmacy Practice Act authorizes the Board to license and regulate the practice of pharmacy within, or for
the benefit of residents within, th: state.

C. Compliance with Act II of the 1986 First Extraordinary Session:
(I) Will the proposed role change result in any increase in the expenditure of finds? If so, specitS’ amount and

comet of finding.

The Board has allocated $00 each for printing the Notice of Intent and the Final Rule. The Mississippi Board
of Pharmacy, which has a registration requirement for pharmacy benefit managers operating in that slate,
recently reported 44 such entities have registered with that agency. The Louisiana Board estimates
approximately 40 pharmacy benefit managers would be eligible for and seek the required pharmacy permit
and that none of than .rc located within the state of Louisiar, LBP estimates the need for one additional
pharmacist compliance officer, at a cost ofSl66JOD pa year. LBP estimates the cost of an inspection to be
51,200, fore total of 548,000 per year for 40 permits. Additional site visits may be required in coanection
with complaints agaiast the pharmacy benefit manager. Since LBP has no basis to estimate the number of
complaints, the Board has no way to estimate the expecditures resulting from such additional site visits, The
Board operates on self-generated finds.

(2)Ifthe answer to (1) above Is yes, has the Legislature specifically appropriated the fluids necessary for the
associated expenditure therease7

(a)_Yes, If yes, attach documentation.
(b) _,,,,_No. If no, provide justification as to why this role change should be published at this timc,

The Board has determined it necessary to license and regulote pharmacy bcncfit managers using its self
gccemtcd finds.

0. Cotpliar:c with Act 820 ofthe 2008 Regular Session
(I) An Identificatioc and estimate of the number of small busir.cascs subject to the proposed rote.

Given the criteria in the statutory definition of “small businesses”, LBP is unable to specifically idcntif’

small businesses because the Board does not collect information from pharmacies concerning the number of
employees or any information on sales, net worth, or other financiai darn. However, the Board does cot
believe that any PBM would quallQ’ as a smafl business.

(2) The projected reporting. record keeping, and other administrative costs requited foreomphance with the
proposed role, includir.g the type cfprofcssioncl skill, necessary for preparation ofthe report or record.

The proposed rule does not speci& Boy recordkccping or reporting requirements. However, to the extent the
PBM engages in any activities construed as the practice of phannacy, some or all of those pharmacy practice
uctivities may hove rtcurdkeeping or reporting requirements delineated elsewhere in the Board’s rules.

(3) A statement nlthc probable effect on impacted small businesses.

Since the Board does not believe any PBM would qualify as a small business, LBP does not anticipate the
proposed role wilt have any impnct on snull businesses.

(4) A description of any less Intrusive or less costly alternative methods of achieving the purpose of the
proposed rule.

There are no alternative methods for achieving the purpose of the proposed role.

Page3 ofS
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FISCAL AND ECONOMIC ThWACT STATEMEWr
WORKSHEET

1. A. COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM ThE ACTION PROPOSED

I. What I, the anticipated Increase (decrease) in costs to implement the proposed action?

COSTS FY17-l8 FYIB-ID FV19-20
PERSONAL SERVICES 5 0 5156,500 5165.500
OPERATING EXPENSES $ 500 5 48,500 $ 48000
PROFESSIONAL SERViCES 5 0 5 0 $ 0
OTHERCKARGES $ 0 $ 0 $ 0
EQUIPMENT 5 0 $ 0 $ C
MAJOR REPAIR 8 CONSTR, S 0 S 0 $ 0
TOTAL r $ 500 $215,000 5214.500
POSITIONS (4) 0 1 1

2. Provide a narrative explanation of the costs orsavings shown in “LI”, including the increase or reduction
in workload or additional paperwork (number of new fomm, additional documentation, etc.) anticipated as
a resuLt of the imptenentatlon of the proposed action, Describe aN data, assumptions, and methods used in
calculating these costs.

The proposed rules will increase self-generalcd expenditures for LBP by an estimated 5214,500 beginning in
1W 19 and in subsequent fiscal years. The proposed rules establish a new type of phammey permit for
pharmacy benefit managers (PUMs) in order to regulate the activities of PBMs that am construed as the
practice of phannacy.

The Board anticipates inspecting PEMs annually. To accomplish annual inspections of PHMs, T.BP
anticipales hiring one additional pharmacist compliance officer at a cost of $166,500 annually ($111,000
salary plus $55,500 related benefits) to supplement the sax current compliance staff and cany out the annual
inspections. LBP anticipates licensing and inspecting 40 PBMs annually, with inspection casts totaling an
estimated $48,000, Anticipated costs for an individual inspection tow! 51,200 and include ezpendiwres for
travel (5500), lodging (5400), and meals and gitund transportation for three days (5300). The Board
anticipates the aforementioned inspection costs because a moriIy of PBMs doing business in Louisiana are
locatcd out-of-state. Furthermore, LBP may incur additional expenditures to conduct complaint-related
investigations of PBMs. The expenditures associated with complaint-related investigations is indeterminable
and dependent upon the number of complaints received in a given year.

In addition, the Board has anticipated expenditures of $1,000 for the printing of each document; die Notice of
Intent for $500 in FY18 and the Final Rule for $500 inFY 19.

The proposed rules will not result in any addutionnl expeodihucs or savings for local governmental units,

3, Sources of finding for implementing the proposed nile or rile change.

SOURCE F’? 17-18 F’? 1-10 F’? 19-20
STATE GENERAL FUND $ C $155,500 5166,500
AGENCY SELF-GENERATED $ 500 5 45,500 $ 48.000
DEDICATED $ 0 $ 0 $ 0
FEDERALFUNOS $ 0 5 0 $ 0
OmERisoecirvi S 0 S 0 $ C
TOTAL $ 500 5215.000 5216,500

4. Does your agency rrrenUy have sufficient finds to Implement the proposed action? limo:, bow and when
do you anticipate obtaining itch finds?

The Doard has sufficient funds available to implement the proposed rule.

B, COST SAVTNGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM ThE AniON PROPOSED

I. Provide an estimate of the anticipated impact of the proposed action on local governmental units,
including adjustment, in workload and paperwork requirements. Describe all data, assumptions and
methods used In calculating this impact

2. Indicate the source of funding of the local governmental unIt that will be affected by these costs or
Savings.

Thcrc will be no impact or cost savings for local governmental units resulting from the proposed rule.

It. ErpEp ON REVFNUE COLLECTIONS OF STATE AND WCAL 00 VER?NEI4TAL UNITS

FagedofS ,rT

P TM 9 r
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A. What increase (deaasa) in revenues can be anticipated from the proposed action?

B. Provide a r.arr.tive explanation of cacti Increase or decrease In revenues shown in “A”. Describe alt
data, assumptions, and methoth used in calculating these increases or decreases.

The proposed mica Will result in an initial self-generated revenue increase of $6,000 in FY 19 that will
reduce to a $5,000 self-generated revenue increase beginning in FY20 and in subsequent fiscal years. The
LBP anticipates licensing 40 PBMs beginning in FY 19. The existing fee for an initial pbannacy permit is
$150 and annual renewals have an associated fee of 5125. With an assumption of40 such entities seeking a
permit, the Board anticipales up In $6,000 in FY 19(40 penniEs at 5150 initial pcmdt fee), and 55,000 per
year thereafter (40 permits at $125 permit renewal lee).

Furthermore, the LBP may realize additional self-generated revenue collections as a result of PBMS being
subject to fines up to $5,000 per offense Lathe extent they are found to bc in violations of the Board’s laws
and regulations. Any revenue from this source is indeterminable and dependent upon PUMs commitling
violations and being fined as a result.

LBP does not anticipate any revenue collections for other state or local goveminentai wut&

ID. COSTS AND)OR ECONOMIC BENEFITS TO OWCTLY AFFECTED PERSONS OR NON
GOVERNMENTAL GROUPS

A. What penaca or non-goverratcntsl greups would be directly affected by the proposed action? For
each, provide an estimate and a narrative daiption of any effect on corns, iocudL’g workload
adjustments and additional papawork (number of new foam, additional documentation. etc.). they
may ban to Incur as a rtsutt of the proposed action.

The proposed rules will increase aggregate expenditures for PBMs by an estimated 56,000 in IV 19 and

by $5,000 In subsequent fiscal yearn. PBMs operating in Louisiana will be subject to an initial $150
penrJt lee in 1W 19 and a $125 permit renewal fee in subsequent fiscal years. With an assumption of 40
such entities seeking a credential, the Board anticipates up lo 56,000 in FY 19(40 permits at SI 50 tmttal
permit fee), and $5,000 per year thereafter (40 permits at $125 permit renewal fee).

Also provide an eslinue and a narrative description olany impact on reeeipct and/or incnne (revenue)
resulting from this nile or nile change to these groups.

The proposed nile will have no effect on receipts or revenue.

IV. EFFECTS ON COMPETITION AND EMPLOflIENT

Identi& and provide estianies of the inpact of the proposed action on competition and employweni in the
public and private sectors. Include a nsmmaiy of any data, assumptions and methods used in mating these
esthnatea.

The proposed mte will not affect competition or employment.

y,zte sJ
Siturt of pigcncytlnd or Dinet

Malcolm J Broussard. Executive Dlrctor
Typed Name and Title of Agency head or Designee

—i

-

SOURCE
STATE GENERAL FUND
AGENCY SELF-GENERATED
DEDICATED FUNDS
FEDERAL FUNDS
j,QçAL FUNDS
TOTAL__..

Pt’ 17-18
0$

$
$

FY 18-19
S 0

$

0
0
0
0

$
$
$
S

S 0

6,000
0
0
2

5.000

Pt’ 19-20
$ 0
$ 5,000
$ 0
$ 0
I .2
$ 5.000

May 10, 2016
Date ofSignature
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ADAMS AND REESE LLP

June 25, 2018

Attorneys at Law
Alabama
Florida
Georgia
Louisiana
Mississippi
South Carolina
Tennessee
Texas
Washington. DC

BV HAND AND ELECTRONIC DELIVERY

Malcolm J. Broussard
Executive Director
Louisiana Board of Pharmacy
3388 Brentwood Drive
Baton Rouge, LA 70809-1700

Grant J. Guillot
Direct: 225.378.3226
E-Fax: 225336.5118
grant guiltartaw.com

Re: Notice of Intent re Regulaton’ Project 2018— Pharmacy Benefit Managers
The Louisiana Register, Vol. 44, No. 05 (May 20, 2018)
Louisiana Board of Pharmacy

Dear Mr. Broussard:

Attached please find the original and one copy each of the Comments being filed on
behalf of Pharmaceutical Care Management Association (“PCMA”) and also Louisiana Business
Group on Health QtBGH”) in the captioned matter. Please file each of these Comments of
record and return one file-stamped copy of each to our courier. Please note that we have also
submitted both of these comments via e-mail to infopharniacv.la.ov, as directed by your
office

With kind regards, we remain

Sincerely yours,

ADAMS

Robert L. Rieger, Jr.
Grant J. Guiflot

Attorneys Jbr (lie Pharmaceutical
Management Association

Care

252018
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RLRIIba
Enclosure

450 Laurel Street, Suite 1900 I Baton Rouge, Louisiana 70801 I 225.336.5200 Fax 225,336.5220
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EXHIBIT

1 4 LBCR
ISIBflD BUSIfiBSS orou or’ eatt

12046 Justice Ave., Suite B
Baton Rouge LA 70816

(225)291-0085

June 25, 2018

Mr. Malcolm J. Broussard
Executive Director
Louisiana Board of Pharmacy
3388 Brentwood Drive
Baton Rouge, LA 70809-1700

Re: Notice of Intent re Regulatoiy Project 2018 — Pharmacy Benefit Managers
The Louisiana Register. Vol. 44, No. 05 (May 20, 2018)
Louisiana Board of Pharmacy

Mr. Broussard:

On behalf of the Louisiana Business Group on HeaLth (“LBGH”), I thank you for the opportunity to respond
to the Notice of Intent (“the Notice of Intent”) published by the Louisiana Board of Pharmacy (“the Board”) in the
Louisiana Register, Vol. 44, No. 05 (May 20,2018) in regards to the Board’s proposed promulgation of a set of new
rules (“the Proposed Rule”) for the licensing and regulation of pharmacy benefit managers (“PBMs”). For the reasons
discussed below, LBGH respectthlly submits that the Board should terminate this rulemaking proceeding.

LBGH, which represents over 200 Louisiana employers, consists entirely of stakeholders whose focus is to
develop and sustain a purchaser, payer and provider partnership that will improve the quality and value of health care
in Louisiana.’ LBGH is the only unified voice representing employers solely on health care issues in Louisiana.2
Among other things, LBGH monitors issues relevant to health care as well as collaborating with other organizations
to educate members of Congress at the federal and state level.3 LBGH is building a healthier, more productive
Louisiana by recognizing employers who have worksite health and wellness programs.4

LBOH opposes the Board’s promulgation of the Proposed Rule for the reasons set forth in the letter submitted
by the Pharmaceutical Care Management Association (“PCMA”) in its response to the Board’s Notice of Intent, and
LBGH herein incorporates PCMA’s arguments as through reproduced in full.

First and foremost, the regulation of PBMs by the Board will result in even higher drug prices, which is
already the most expensive component of employee health care plans, at a time with many private employers,
especially small businesses, are striving to minimize the cost of health care. As noted by PCMA on its website, “One
of the most important fUnctions performed by PBMs is obtaining discounts on drugs for health plans and patients
through the negotiation and administration of manuthcturer purchase and rebate agreements. PBMs are able to lower
drug spending by negotiating price discounts from pharmacies, by negotiating discounts from wholesalers, and by
negotiating directly with drug manufacturers for purchase discounts.”5 The expenses PBMs will incur as a result of
increased regulation will inhibit their ability to obtain drug discounts for health plans and patients. With PBMs unable

httpi/www.lbgh.orgf(LastvisitedJune23,2018).
—- -

_____

JUN25 2018
httpi/www.lbgh.org/advocacy- I .html (Last visited June 23,2018).

--

I i :-
http://www.lbgh.org/working-well-in-louisiana.html (Last visited June 23, 2018). L_

https://www.pcmanet.org/policy-issues/drug-price-negotiations-rebates/ (Last visited June 23, 201 8).



to effectively negotiate reduced drug prices, employers will incur additional costs when they are already struggling to
offer their employees affordable health care coverage.

Furthermore, the Board’s Proposed Rule is preempted by the Employee Retirement Income Security Act of
1974 (“ERISA”) in regards to certain benefits administered by PBMs. The members of LBGH are private employers
who offer health plans that are subject to strict regulations under ERISA. Thus, the Board is prohibited from regulating
PBMs who administer health plans offered by private employers.

In addition, the Board does not have the statutory authority under La. R.S. 37:1162, or elsewhere in its
practice act, to regulate PBMs because PBMs, for the most part, do not engage in pharmacy operations affecting the
public health, safety, and welfare of consumers. Significantly, the Board’s history of not attempting to regulate PBMs.
combined with the Louisiana Department of Insurance’s consistent statutorily-authorized regulation of PBMsf’
suggests that the legislature never intended for PBMs to be regulated by the Board.

Moreover, the Board and its market competitor members are not entitled to state-action antitrust immunity
under Parker v. Brosi’n. Because the Board members are composed of market participants, state regulation is required
in order for the Board to be entitled to state-action immunity. However, the Board has not indicated that the State of
Louisiana, through its governor or some other elected official, intends to actively supervise the proposed rulemaking
instead ofmerely rubberstamping the Proposed Rule. In any event, the Board members are prohibited by the Louisiana
Code of Governmental Ethics from regulating PBMs due to conflicts of interests that such regulation would
necessarily entail.

Finally, PBMs are already sufficiently regulated by DOl, headed by a popularly-elected commissioner of
insurance, and thus, there is no need for additional, duplicative regulation by the Board. The Louisiana Legislature
has consistently acknowledged DOl’s regulatory authority over PBMs by amending the Insurance Code statutes that
apply to PBMs. On the other hand, the legislature has not taken aiy action suggesting that it believes the Board should
be regulating PBMs in place of or in tandem with DOI. Needless regulation by yet another State agency will
unnecessarily drive up costs for both employers and consumers.

In conclusion, LBGH again expresses its gratitude to the Board for being afforded the opportunity to respond
to the Board’s Notice of Intent setting forth the promulgation of the Proposed Rule. However, the economic pressures
that will be placed on private employers due to increased regulation of PBMs will substantially impair the ability of
employers to offer their employees affordable, high-quality health care. For all the reasons set forth herein, LBGH
respectfully opposes the Board’s promulgation of the Proposed Rule and requests that this rulemaking proceeding be
terminated.

6 Since the enactment of Act No. 386 of the 2008 Regular Session of the Louisiana Legislature, PBMs have been
regulated by the Louisiana Department of Insurance (“DOl”) pursuant to La. R.S. 22:1657, which provides that PBMs
shall be deemed to be third-party administrators for purposes of the Insurance Code.

Sincerely yours,



June 25, 2018

BY HAND AND ELECTRONIC DELIVERY
Malcolm J. Broussard
Executive Director
Louisiana Board of Pharmacy
3388 Brentwood Drive
Baton Rouge, LA 70809-1700

Attorneys at Law
Alabama
Florida
Georgia
Louisiana
Mississippi
South carolina
Tennessee
Texas
Washington, DC

GrantJ. Guillot
Direct: 225.378.3226
E-Fax: 225.336.5118
grant.guiElot@ariaw.com

Re: Notice of Intent re Regulatory Project 2018— Pharmacy Benefit Managers
The Louisiana Register, Vol. 44. No.05 (May 20, 2018)
Louisiana Board of Pharmacy

Dear Mr. Broussard:

On behalf of the Pharmaceutical Care Management Association (“PCMA”),’ we thank
you for the opportunity to submit data, views, and arguments at the June 25, 2018, public hearing
of the Louisiana Board of Pharmacy (“the Board”) in regards to the referenced matter. Our law
firm has been retained by PCMA to respond on its behalf to the Board’s publication of its Notice
of Intent (“the Notice of Intent”) in the Louisiana Register, Vol. 44. No. 05 (May 20, 2018)
regarding the Board’s proposed promulgation of a set of new rules (“the Proposed Rule”) for the
licensing and regulation of pharmacy benefit managers (“PBMs”). For the following reasons,
PCMA respectfully opposes the promulgation of the Proposed Rule and asserts that the
regulation of PBMs by the Board is neither warranted nor permitted under Louisiana or federal
law. Accordingly, the Board should terminate this rulemaking proceeding.

I. Introduction

Since the enactment of Act No. 386 of the 2008 Regular Session of the Louisiana
Legislature, PBMs have been regulated by the Louisiana Department of Insurance (“DOT”)

PCMA is a national trade association representing PBMs. Its mission is to lead the effort in promoting PBMs and
the proven tools they utilize, which are recognized by consumers, employers, policymakers, and others as key
drivers in lowering prescription drug costs and increasing access. PCMA monitors and advocates on a range of
important health care issues that allow PBMs to continue:

I) Lowering pharmacy costs for America’s employers and consumers;
2) Protecting affordability and choice in Medicare Part D;
3) Lowering pharmacy costs for Medicare seniors; and
4) Improving safety with specialty pharmacies.

hups://www.pcmanet.org/our-industry/ (Last visited June 20,2018).

I .
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pursuant to La. R.S. 22:1657, which provides that PBMs shall be deemed to be third-party
administrators for purposes of the Insurance Code, La. R.S. 22:1. etseq.

On August 3,2017, the Office of the Attorney General of the State of Louisiana issued an
Opinion in response to an inquiry’ by Representative Robert Johnson regarding whether PBMs
are subject to regulation by the Louisiana (sometimes •Slate”) Board of Pharmacy.2 In its
Opinion, the Attorney General advised that PBMs may be subject to regulation by the Board
depending on the specific facts of the situation.3

Thereafter, on May 20, 2018, the Board published a Notice of Intent in the Louisiana
Register. indicating that it intends to promulgate new rules tbr the licensing and regulation of
PBMs.4 Pursuant to La. kS. 37:1172(A), the Board is comprised of seventeen (17) members
appointed by the governor, including sixteen (16) licensed pharmacists and one consumer
representative.

In addition to delineating the activities that constitute a PBM service, and thus, subject a
PBM to the jurisdiction of the Board.3 the Proposed Rule also provides other regulations setting
forth licensing procedures and providing for sanctions for non-compliance with the Rule.6 In
addition, the Notice of Intent states that the Proposed Rule (I) will have no effect on family
earnings and budgets;7 (2) will have no effect on health care; (3) will not affect the ability of
PBMs to provide the same level of service to individuals with developmental disabilities;9 (4)
will increase aggregate expenditures for PBMs conducting business in Louisiana by an estimated
$6,000 in FY 19 and by $5,000 in subsequent fiscal years;’° and (5) will not affect competition.’’

11. Summary’ of the Argument

PCMA opposes the Board’s promulgation of the Proposed Rule for several reasons.
First, the Board does not have the statutory authority under La. R.S. 37:1162, or elsewhere in its
practice act, to regulate PBMs because PBMs. for the most part, do not engage in pharmacy

2 Atfy Gen. Opinion No. 2017-0076.

Ic! at 22-23.

Louisiana Register, Vol. 41, No. 05 (May 20, 2018), available at http://www.doa.Ia.gov/osr/REG/l 805/I 805.pdf.

Proposed regulation LAC 461111.2473.

Proposed regulation LAC 4611112475.

Louisiana Register. supi-a note 4, at 969.

Ill.

fd. at 970.

JUN 2 § 2018
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operations affecting the public health, safety, and wrlfare of consumers. While PCMA
acknowledges that the operation of mail-order services and specialized pharmacies by PBMs are
subject to regulation by the Board because those activities fall within the scope of the statutory
definition of’ the “practice of pharmacy”, no other actions performed by PBMs fit within that
definition, Significantly, the Board’s history of not attempting to regulate PBMs, combined with
DOl’s consistent statutorily-authorized regulation of PBMs, suggests that the legislature never
intended for PBMs to be regulated by the Board.

Second, the Notice of Intent published by the Board is deficient for several reasons. For
example, the Notice does not contain a statement indicating whether the agency has prepared a
preamble explaining the basis and rationale for the intended action, summarizing the information
and data supporting the intended action, and providing information concerning how the preamble
may be obtained. In addition, the Notice misstates the effects the Proposed Rule would have on
family earnings and budgets. Furthermore, the Notice does not accurately depict the effects the
Proposed Rule would have on health care. Moreover, the Notice mistakenly states that the
Proposed Rule will not affect the ability of PBMs to provide the same level of service to
individuals with developmental disabilities. Additionally, the Notice does not accurately
represent the estimated costs to directly affected persons or nongovernmental groups. Also, the
Notice erroneously states that the Proposed Rule will not affect competition.

Third. the Board and its market competitor members are not entitled to state-action
antitrust immunity under Parker v. Brown. The State has not articulated a clear policy to allow
the anticompetitive conduct that will result from the enactment of the Proposed Rule. In
addition. thc Board’s actions taken by Board Member actors, who contract with and/or compete
with PBMs, are not actively supervised by the State. Because the Board members are composed
of market participants, state regulation is required in order for the Board to be entitled to state-
action immunity. The Board has not indicated that the State of Louisiana, through its governor
or some other elected official, intends to actively supervise the proposed rulemaking instead of
merely rubberstamping the Proposed Rule.

Fourth. the Board members are prohibited by the Louisiana Code of Governmental Ethics
from regulating PBMs due to conflicts of interests that such regulation would necessarily entail.
The Board members stand to personally benefit from regulation of PBMs regardless of whether
the regulation is favorable to the PBMs. Therefore, the Board is ethically prohibited from
exercising regulatory control over PBMs.

Fifth, the Board’s Proposed Rule is preempted by ERISA and the Medicare Part D
statutes in regards to certain benefits administered by PBMs. Thus, the Board is prohibited from
regulating PBMs to the extent the PBMs offer benefits that are covered by ERISA or Medicare
Part D.

Finally. PBMs are already sufficiently regulated by DOl. headed by a popularly-elected
commissioner of insurance, and thus, there is no need for additional, duplicative regulation by
the Board. The Louisiana Legislature has consistently acknowledged DOI’s regulatory authority
over PBMs by amending the Insurance Code statutes that apply to PBMs. On the other hand, the

JUN 2 52018
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legislature has not taken any action suggesting that it believes the Board should be regulating
PBMs in place of or in tandem with DOT.

Accordingly, PCMA respectfully submits that the Board should terminate this
rulemaking proceeding as the Boards proposed regulation of PBMs is neither warranted nor
authorized by law.

III. Factual and Procedural Background

A. The Role of Pharmacy Benefit Managers

A PBM is defined in the Insurance Code as “a person, business, or other entity and any
wholly or partially owned or controlled subsidiary of such entity that administers the prescription
drug or device portion of one or more health benefit plans on behalf of a third party, including
plan sponsors, insurance companies. unions, and health maintenance organizations, in
accordance with a pharmacy benefit management plan.”2 By contrast, the Proposed Rule
defines a PBM as “any person or other entity who administers the prescription drug or device
program of one or more health insurance plans on behalf of a third party in accordance with a
pharmacy benefit program.”3 In turn, a “pharmacy benefit program” is defined as “a plan or
program that pays for, reimburses, covers the cost of, or otherwise provides for pharmacist
services or drugs or devices to individuals who reside in or are employed in Louisiana.”4 In
addition, the Federal Trade Commission (“the FTc”) has explained,

PBMs contract with health plans to manage the cost and quality of the
plans’ drug benefits. They act as clearinghouses for health plans, covered
individuals, and retail pharmacies. and may provide a variety of related
services. These include: 1) developing networks of local pharmacies; 2)
providing access to mail-order pharmacies; 3) developing drug formulades
and negotiating discounts and rebates from drug companies in exchange
for preferential placement in the formulary;’ 4) providing analysis of
physician prescribing patterns; and 5) providing treatment information and
monitoring of covered individuals with certain chronic diseases.t6

The FTC has explained the business model implemented by PBMs as follows:

2 La. R.S. 22:1641.

Proposed regulation LAC 461111.2471.

3 Id.

A formularv isa list of approved or preferred drugs for a plan.

10 Letter from FTC 0111cc of Planning. Susan S. Desanti, Director, Bureau of Economics; Joseph Farrell, Director,
Bureau of Competition; and Richard A. Feinstein, Director to Mark Formby, Representative, District 108,
Mississippi House of Representatives (March 22. 2011).

-
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PBMs negotiate lower pharmacy costs by forming a preferred or exclusive
network of retail pharmacies. Retail pharmacies offer discounts to PBMs
depending on the type and number of health plans covered by the PBM
and the exclusivity of the network — the more exclusive the network, the
higher the discount. This mechanism can make customer volume respond
very strongly to prices, creating an incentive for pharmacies to bid
aggressively on prescription drug prices and potentially rcducing the
prices that public and private health plans and consumers pay for
pharmaceuticals.

• PBMs also use mail-order pharmacies to manage prescription drug costs.
Many PBMs own mail-order pharmacies. Plan sponsors sometimes
encourage patients with chronic conditions who require repeated refills to
seek the discounts that 90-day prescriptions and high-volume mail-order
pharmacies can offer. Mail-order pharmacies, including those owned by
PBMs, compete directly with retail pharmacies.

• PBMs also establish relationships with pharmaceutical manufacturers,
who compete to have their drugs placed on a PBM’s formulary by offering
discounts or rebates.i7

While some pharmacies contract directly with PBMs, most pharmacies contract with
pharmacy services administrative organizations (“PSAOs”) to manage negotiations with PBM5.iN

As explained by the United States Government Accountability Office (“GAO”), “When a PSAO
enters into a contract with a... PBM, the pharmacies in its network gain access to the... PBM

19contract — and the individuals it covers — by virtue of belonging to the PSAOs network.”
Thus. ty providing access to multiple independent pharmacies, PSAOs enable... PBMs to
expand and maintain networks in certain geographic areas — such as rural and undersewed areas
— where independent pharmacies are more likely to be located. Thus, PSAOs help... PBMs build
networks of pharmacies to meet the needs of health plans and their enrollees and, in some cases,
to satisfy federal requirements.”2° Although some pharmacies may not contract directly with
PBMs, PSAOs — which do contract directly with PBMs — are often owned by pharmacy

iicooperatives.

‘71a’. (internal citations omitted).

IS
•• GovT ACCOUNTABILITY OFF., GAO-13-176, PRESCRIPTION DRuGS: THE NUMBER, ROLE, AND OWNERsHIP

OF PHARMACY 5E:RvicEEs ADMINISTRATIVE ORGANIZATIONs (January 2013), available at
https:’/www,gao.gov/assets!660/65 163 I .pdf.

‘ Id. at 9.

20 at 3.

211d at24-25.
-
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PBMs reduce prescription drug costs and improve convenience and safety for consumers,
employers, unions, and government programs.22 PBMs administer prescription drug plans for
more than 266 million Americans who have health insurance from a variety of sponsors
including: commercial health plans, self-insured employer plans, union plans, Medicare Part D
plans, the Federal Employees Health Benefits Program (“FEHBP”), state government employee
plans, managed Medicaid plans. and other health plans.23 Notably, PBMs are projected to save
employers, unions, government programs. and consumers $654 billion — up to 30 percent — on
drug benefit costs over the next decade.24

As summarized by PCMA. PBMs reduce drug costs by:

I) offering Amazon-style home delivery of medications and creating select networks
of more affordable pharmacies;

2) interacting electronically with pharmacists that are filling prescriptions to
encourage the use of generics and more affordable brand medications;

3) negotiating discounts. payments, and rebates from drug manufacturers in
exchange for the manufacturers’ drugs placement on the preferred list of
medication for various illnesses;

4) negotiating discounts from pharmacies in exchange for the pharmacy’s placement
on the preferred network for plan participants;

5) managing high-cost specialty medications; and
6) reducing waste and improving adherence.2?

Notably, consumers with prescription drug coverage administered by a PBM pay between
15% and 50% less for drugs than do customers without insurance buying the exact same
medications.26

In addition, several federal government agencies, including the FTC, the GAO, and the
Congressional Budget Office, have analyzed the PBM industry to ascertain its effect on
consumers and plan sponsors. All such studies have concluded that PBMs are beneficial to
consumers and plan sponsors because they reduce the prices paid by consumers for prescription
drugs.2’ For example. a 2005 study conducted by the FTC found that the prices for prescription

22 https://wuw.pcmanet.org/our-industry/ (Last visited June 20, 201 8).
—-9

• ‘ —
-

24Id JUN25 2Uhii
25 Id; Joanna Shepherd. The Fox Guarding the Henliouse: The Regulation of Pharmacy Benefit, ALa ag by a
Market ,4dversan, 9 Nw, 1. L. & Soc. PoI’y (2013).

° Shepherd, supra note 25, at 3, citing FED. TRADE COMM’N, PHARMACY BENEFIT MANAGERS:
OWNERSHIP OF MAIL-ORDER PHARMACIES 36 (2005), available at
http:/Iwww.ftc.gov/repons/phannbene titosiO5o9oóphaniibenefltrpt.pdt

27 Shepherd, supra note 25, at 10, citing FED. TRADE COMM’N, PHARMACY BENEFIT MANAGERS:
OWNERSHIP OF MAIL-ORDER PHARMACIF.S 36 (2005), available at
http://www.ftc.gov/repons!phamibenefltos/Oso9o6pharmbenefltrpt.pdf; U.S. Gov’T ACCOUNTABILITY OFF., GAO-
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medication dispensed by PBM-owned mail-order pharmacies were typically lower than the
prices for the same medications charged by retail pharmacies.28 The study also determined that
the competition resulting from the efforts undertaken by PBMs affords health plans substantial
tools that safeguard their interests, and that consumers benefit as a result.29

B. The Regulatory History of Pharmacy Benefit Managers

The Federal government has not taken upon itself to regulate PBMs to the degree states
have done so.3D Beyond regulating PBMs to ensure that they do not violate antitrust laws, the
FTC has found it unnecessary and, in hict, has written numerous papers opposing additional
regulation of the PBM industry.31 Likewise, the Federal Department of Labor, which is charged
with regulating employee benelit plans, has refrained from exercising any regulatory authority
over PBMs.32 The hesitancy of these agencies to regulate the PBM industry is not surprising, as
some regulatory scholars have opined that it would not be possible for preexisting administrative
agencies to regulate the nuaneed actions undertaken by PBMs that result in lower health care
costs, and some of these scholars are even concerned that misguided actions by regulatory
agencies who do not fully comprehend the complex business model utilized by the PBM industry
could negatively impact the integrity of the health care system.33

All stales that have chosen to regulate PBMs have done so through their respective
insurance departments or commissions.1 In fact, as more thoroughly discussed below, in
Louisiana. PBMs are regulated by the Louisiana Department of Insurance (“DOl”). as a PBM is
deemed to be a third-party administrator pursuant to La. R.S. 22:1657. However, in 2011,
Mississippi became the first state to propose regulation of PBMs by its Board of Pharmaey.3 In
response to a letter sent to the FTC by a member of the Mississippi House of Representatives

0-Il. EFFECTS OF USING PHARMACY BENEFIT MANAGERS ON l-IF.ALTH PLANS, ENROLLEES, AND PHARMACIES,
available at http:Hwww.gao.gov/cgi-bin/getrpt’?GAO-03-l96; CONG. BUDGET OFFICE, ISSUES IN DESIGNING A
PRESCRIPTION DRUG BENEFIT FOR MEDICARE, 14, 40 tbl. 6 (2002), available at
hup://www.cbo.gov/ftpdocs/39xx!doc3960/l 0-30-PrescripuonDrug.pd[

211 Letter from FTC Office of Planning, supra note 16, at 2.

29 hi.

° Shepherd, supra note 25, at II, citing KEVIN C. GREEN, REGULATION OF PIIARMACY BENEFIT MANAGERS: AN
ECONOMIC ANALYSIS OF REGULATION AND LITIGATION AS AGENT.s OF HEALrII CARL CHANGE 0 (January’ 2008),
http:”works.bepress.conVkevin green1 1.

1
31

- -Id.

Id. JUN 252013
‘hi.

-

Id. at 12, citing EDWARD C. LAWRENCE, ET AL., AN OVERV1EW OF PI-IARNIACY BENEFIT MANAGERS: FOCUS ON
THE CONSUMER 15(2012), available at http:f!www.rxobserver.com!wpcontentiuploads!20 l2iO5ilawrencestudv.pdf.

Letter from FTC Office of Planning, szipra note 16, at 5.
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asking whether the proposed regulation was anti-competitive and whether it would likely result
in increased drug costs for consumers, the FTC expressed the following concerns:

• First, allowing the Pharmacy Board to regulate PBMs will likely
undermine the PBM’s ability to negotiate lower prices for prescription
drugs, which in turn. will raise those prices for both insurers and
consumers covered by insurance.

• Second. the [proposed regulation] appears to allow the Pharmacy Board to
obtain from PBMs financial and any other business information it desires
and to provide that information to third parties. If pharmaceutical
manufacturers, pharmacists, and pharmacies gain access to whatever
information the Pharmacy Board requires the PBMs to produce, they
could have access to competitively sensitive information, potentially
fhcilitate collusion, and increase prescription drug prices.

• Third. [the proposed regulationi would change current law to require
nonresident pharmacies that deliver prescription drugs to Mississippi
residents to have a Mississippi-licensed pharmacist-in-charge. This
requirement would add to out-of-state pharniaeies expenses the fees and
other costs associated with licensure. continuing education, and
registration of a pharmacist in Mississippi. in addition to the costs imposed
by requirements for pharmacists in the state in which the nonresident
pharmacies operate. These additional costs would likely be passed on to
Mississippi consumers and health plans.’6

The FTC also expressed concern over the fact that seven members of the Mississippi
Board of Pharmacy are pharmacists, who negotiate retail prescription drug prices with PBMs and
compete against mail-order pharmacies owncd by PBMs.37 These seven pharmacists would be
regulating PBMs, which often have competitive and sometimes adversarial relationships.38 This
arrangement could create conflicts of interests for the members of the Pharmacy Board as “the
antitrust laws recognize that there is a real danger that regulatory boards composed of market
participants may pursue their own interests rather than those of the state.”39

Despite the concerns raised by the FTC, the Mississippi Legislature amended its
Pharmacy Practice Act in 2011 to provide regulatory authority to the Board of Pharmacy.4°

“ Id. at 4.

“Id.at5.

Id. JUN 25 20W
Id. I - —

See, Mississippi Pharmacy Practice Act, Miss, Code Ann. 73-21-71, et seq. and Mississippi Pharmacy Benefit
Prompt Pay Act, Miss. Code Ann. § 73-21-151 et seq.; see specifically, Miss. Code Ann. § 73-21-73, 83, 91, 106.
153, 157, 159.
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1-lowever. that board has not elected to embark on a regulatory project, such as proposed in this
Notice of Intent.

C. Louisiana Attorney General Opinion 2017-0076

On August 3. 2017, the Office of the Attorney General of the State of Louisiana (“the
AG) issued an Opinion (“the AG Opinion”) in response to an inquiry by Representative Robert
Johnson regarding whether PBMs are subject to regulation by the Board.4’ In the AG Opinion,
the AG notes that PBMs are regulated by DOl as third-party administrators under the Insurance
Code, La. R.S. 22:1. ci seq., and that the Insurance Code defines “pharmacy benefits plan” or
•pharmacv benefits program” to mean “a plan or program that pays for, reimburses, covers the
cost of. or otheniise provides for pharmacist services to indivitheals into reside in or cite
employed in Loni.vianc,.L However, these terms are not defined in the Louisiana Pharmacy
Practice Act. La. R.S. 37:1161. et seq.”

The AG states that pursuant to La. R.S. 37:1162, the legislative purpose behind the
Lou siana Pharmacy Practice Act is “to promote, preserve, and protect the public health, safety,
and welfare by and through the effective control and regulation of the practice of pharmacy; the
licensure of pharmacists; and the licensure, permitting, certification, registration, control, and
regulation of all persons or sites in or out of this state that sell drugs or devices to consumers
and/or patients or assist in the practice of pharmacy within the state.”41 In turn, it is the
responsibility of the Board to control and regulate the practice of pharmacy,4 which is defined as
“the compounding, filling, dispensing, exchanging, giving, offering for sale, or selling, drugs,
medicines, or poisons, pursuant to prescriptions or orders of physicians, dentists, veterinarians,
or other licensed practitioners, or any other act, service operation or transaction incidental to or
forming a part of any of the foregoing acts, requiring, involving or employing the science or art
of any branch of the pharmacy profession, study or training.”46

Citing. though not fully analyzing, the United States Supreme Court’s decision in North
Carolina State Board of Dental Examiners v. Feclercil Trade Commission (“N C. S/cite Dcl. of
Dental Exam ‘rs”). the AG states that “[wjhether particular services or acts of a PBM constitute
the Practice of Pharmacy is a determination to be made according to existing state law and by the

Atfy Gen. Opinion No. 2017-0076, supra note 2.

42
!d.at 6, citing La. R.S. 22:1863(7) (emphasis in original). - - - . —

Id. at 10.

IIIH
hi at 8. .JUU1 — .3

hi, citing Lu. R.S. 37:1182. - -_______
_j

46 Id. at 9-10, citing La. R.S. 37:1164(43) (emphasis in original).
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judiciary.”37 Therefore. “Consistent with the existing law provided in the Louisiana Pharmacy
Practice Act, the Board has an obligation to regulate the practice of pharmacy and prevent the
unauthorized Practice of Pharmacy. even if it is a PBM that is engaging in the Practice of
Pharmacy.”15

Noting PCMtVs acknowledgement that a PBM is subject to regulation by the Board to
the extent it operates mail-order services and special pharmacies,49 the AG states that certain
other activities performed by PBMs may, depending on the facts of each circumstance, constitute
“dispensing” under the Pharmacy Practice Act,° which is defined as “the interpretation,
evaluation, and implementation of a prescription drug order, including the preparation and
delivery of a drug or device to a patient or patient’s agent ma suitable container appropriately
labeled for subsequent administration to, or use by, a paticnt.”’ Critically, the term “dispense”...
“necessarily includes a transfer of possession of a drug or device to the patient or the patient’s
agent. The AG explains that certain “utilization review services” may involve “dispensing”.
and thus, comprise a pharmacy practice that is subject to regulation by the Board.3 “Utilization
review” type services are services PBMs provide in administering and implementing formularies
for its clients and which may involve the interpretation, evaluation, and implementation of a
prescription drug order.’4 Included within the ambit of “utilization review services” are the
following:

• “Quality care dosing”, which likely is encompassed by the definition of
“drug regimen review”, and whereby a PBM checks prescription drug
before they are tilled to ensure that the quantity and dosage is consistent
with the recommendations of the Federal Food and Drug Administration.

• “Step therapy”, which Likely is encompassed by the definition of “drug
regimen review”, and whereby a PBM requires a patient to first try a
certain drug to treat his or her health condition before using another drug
for that condition.”

l7 at 17, citing VC. State Rd of Demo? Exam rN v. FTC, (35 S. Ct. t 101, 191 L. Ed. 2d 35(2015). As explained
below, the Supreme Court’s ruling in NC. State Bc!. of Demo! Era,,, ‘rs actually supports PCMA’s position that the
Board is prohibited by Federal antitrust law from regulating PBMs.

hi. at 17-18.

“Idat 18-19.

50 hiat 20-21.

ij, at II. citing La. R.S. 37:1164(1!).

52

“hi. at 20-21.
—

Id
iU 25211W

“ hi. at 20.

—J



Malcolm J. Broussard June 25,2018
Page Ii

Alternatively, the AG states that even if “utilization review” services do not meet the
deflnition of “dispensing”. the services may still be subject to regulation by the Board if,
depending upon the facts, the services are comprised of an “act, service operation or transaction
incidental to or forming a part of any of the forgoing acts, requiring, involving or employing the
science or an of any branch of the pharmacy profession, study or training.”5 The AG concludes
the Opinion by again stating that such determinations arc questions of fact and that such factual
determinations are within the province of the judiciary. not the Attorney General’s Office?7

D. Notice of Intent Issued By the Louisiana Board of Pharmacy

In its Notice of Intent published on May 20. 2018 in the Louisiana RegLcier, the Board
indicates that it intends to promulgate new rules for the licensing and regulation of PBMs. In the
Notice of Intent. the following activities are identified by the Board as pharmacy benefit
management services (“PBM services”), the performance of which would require a PBM to
obtain a permit from the Board prior to rendcring services:

1) development, maintenance, and/or administration of drug formularies;
2) development, maintenance, and/or administration of step therapy procedures;
3) development, maintenance, and/or administration of utilization management and

utilization reviews;
4) development,
5) development,
6) development,

management
7) development,

programs;
8) administration, processing, and/or payment of claims for prescription drugs;
9) processing of prior authorization requests;
10) adjudication of appeals and/or grievances related to prescription drug coverage;

and
11) any other act, service, operation. or transaction incidental to or forming a part of

the compounding. filling, dispensing. exchanging. giving, offering for sale, or
selling drugs. medicines, poisons or devices in this state by pharmacists or
pharmacies. pursuant to a prescription or an order of physicians, dentists,
veterinarians, or other licensed practitioners, requiring, involving, or employing
the science or art of any branch of the pharmacy profession, study, or training?

In addition to delineating those activities that constitute PBM services, and thus, subject a
PBM to the jurisdiction of the Board?° the Proposed Rule also provides regulations setting forth

Id. at 22. citing La. R.S. 37:1164(43).

“Id. at 22-23.

38 Proposed regulation LAC 46:Ltll.2473.

“ Proposed regulation LAC 46:LllI.2473.
JU[J 25

maintenance, and/or administration of drug regimen reviews;
maintenance, and/or administration of quality care dosing services;

maintenance, and/or administration of prescription drug
programs and the contracting with pharmacies for same;

maintenance, and/or administration of disease management
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licensing procedures;6° sanctions for adversely affecting or impairing the health, safety, and
welfare of consumers and other beneficiaries of the pharmacy benefit program administered by
PBM5:M and sanctions for directly impairing the ability of a pharmacist or pharmacy to
compound. fill, dispense, exchange. give, offer for sale, or sell drugs, medicincs. poisons or
devices to consumers and other beneficiaries of the pharmacy benefit program administered by
PBMs. Furthermore, the Proposed Rule states that “Louisiana pharmacy laws shall be
applicable to regulation of the practice of pharmacy for that portion of the permitted pharmacy
benefit manager’s Louisiana pharmacy practice or operation.6J

Finally, the Notice of Intent states that the Proposed Rule (1) will have no effect on
family earnings and budgets:64 (2) will have no effect on health care;6 (3) will not affect the
ability of PBMs to provide the same level of service to individuals with developmental
disabilities;66 (1) ‘‘ill increase aggregate expenditures for PBMs conducting business in
Louisiana by an estimated S6.000 in FY 19 and by S5.000 in subsequent fiscal years:6’ and (5)
will not afThct competition.68

IV. Law and Argument

A. The Louisiana Board of Pharmacy Does Not Have the Statutory’ Authority to
Regulate Pharmacy Benefit Managers.

The legislative declaration set forth in La. R.S. 37:1162 provides,

The practice of pharmacy in the state of Louisiana is declared a
professional practice affecting the public health, safety, and welfare and is
subject to regulation and control in the public interest. Therefore, any rule
or regulation adopted relative to pharmacists and the operations of
pharmacies, including any amendment, modification, or repeal thereoi
shall be adopted as provided by the Administrative Procedure Act and
shall be effective only upon approval by the respective oversight
committees having jurisdiction over matters relative to pharmacists and

Proposed regulation LAC 46:LllI.2475.

61 Proposed regulation LAC 46:LIll.2477.

62 Id.

63 Id.

Louiciana Rigister.supra note 4. at 969.

65 hi.

ld. at 970.

(1Id. JU 2 2013
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the operation of pharmacies. It is ftinher declared to be a matter of public
interest and concern that the practice of pharmacy, as defined in this
Chapter, merit and receive the confidence of the public and that only
qualified persons be permitted to engage in the practice of pharmacy. This
Chapter shall be liberally construed to carry out these objectives and
purposes.

i. For the Most Part, Pharmacy Benefit Managers Do Not Engage in the
Practice of Pharmacy.

La. P.S. 37:1164(43) defines the “practice of pharmacy” or the “practice of the
profession of pharmacy” as “the compounding. filling, dispensing, exchanging, giving, offering
for sale, or selling. drugs. medicines, or poisons, pursuant to prescriptions or orders of
physicians, dentists. veterinarians, or other licensed practitioners, or any other act, service
operation or transaction incidental to or forming a part of any of the foregoing acts, requiring,
involving or employing the science or art of any branch of the pharmacy profession, study or
training.”

While PCMA acknowledges that the operation of mail-order services and specialized
pharmacies by PBMs are subject to regulation by the Board because those activities fall within
the scope of the statutory definition of the “practice of pharmacy”, no other actions performed by
PBMs fit within that definition. 69As explained above, aside from operating mail-order services
and special pharmacies, PBMs reduce drug costs by creating select networks of more affordable
pharmacies; interacting electronically with pharmacists that are filling prescriptions to encourage
the usc of generics and more affordable brand medications; negotiating discounts, payments, and
rebates from drug manufacturers in exchange for the manufacturers’ drugs placement on the
preferred list of medications for various illnesses; negotiating discounts from pharmacies in
exchange for the phamiacVs placement on the preferred network for plan participants; managing
high-cost specialty medications; and reducing waste and improving adherence.7° These acts do
not effbrtlessly fit within the definition of “practice of pharmacy” set forth by the legislature.

Despite the AG’s tortured attempts to include “utilization review” services within the
ambit of the practice of pharmacy, the AG admits that it is not in possession of the facts required
in order for the AG to determine whether such services do, in fact, constitute pharmacy
practices.7’ The AG correctly notes that the AG’s Office is not a trier of fact and that factual
determinations are reserved for the judiciary.72 Therefore, the AG admittedly rendered
conclusory advice without being in possession of the facts required to formulate an educated
opinion. Accordingly, no deference should be shown to the AG Opinion. A literal application of

&9 Indeed, all PHMs conducting ihese activities have long had employees apply for and hold BOP-issued pharmacist
licenses.

‘° https:i’www.pcmanet.orgour-indusuy/ (Last visited June 20, 2018).

.tc’y Gen. Opinion No. 20(7-0076, .cuvra note 2, at 22-23.
—

72 Id.
JUN25 2u318

I.-——..

_____________
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La. R.S. 37:1164(43) to the additional activities undertaken by PBMs reveals that PBMs, without
question, do not engage in the practice of pharmacy outside of operating mail-order services and
special pharmacies. Accordingly, the Board of Pharmacy does not have the statutory authority to
regulate PBMs.

ii. In Accordance With the Contemporaneous Construction Principle,
Pharmacy Benefit Managers Were Never Intended to Be Subjected to
Regulation By the Louisiana Board of Pharmacy, nor has the Board
attempted to regulate them under the existing statutory regime.

As noted by the Louisiana Supreme Court, the contemporaneous construction principle
gives “substantial and often decisive weighi’ to an agency’s long-standing interpretation.73 The
Supreme Court in Coasial Dill/big Co., LLC i Dufrene affirmed a “time-endured eonstructio&
by the Department of Revenue, which had been in existence since 1987, and determined that the
Department’s construction of the regulation “may reasonably be presumed to be in accord with
the legislative intent. ‘.71 As explained by the Supreme Court in Traig/e v. PPG Incl,isrrie.s Inc..

[A]n administrative construction cannot have weight where it is contrary
to or inconsistent with the statute. However, where the statute is
ambiguous.. .a long settled contemporaneous construction by those
charged with administering the statute is given substantial and often
decisive weight in its interpretation.

This is especially so where, as here, the administrative construction has
consistently been followed since adoption of the statute over twenty years
ago. In the absence of legislative amendment during that long period, the
administrative construction may reasonably be presumed to be in accord
with the legislative intent; it also being a reasonable meaning of the
legislative language in the light of the legislative purpose evidenced by the
statute as a whole.

In addition, in Southern Message Service, Inc. v. Louiskma Pub/ic Service Commission,
the Supreme Court stated. “The interpretation placed upon an ambiguous statute by the agency
charged with its enforcement, when adopted soon after the enactment of the statute and adhered

“ Coastal Drilling Co., LLC v Dufrene, 2015-1793 (La. 3/15/16); 198 So3d 108, 116, citing Traigle v. PPG
Industries, Inc 332 So.2d 777. 782 (La. 1976).

hi. citing Traigle, 332 So.2d at 782.

‘ Traigle. 332 So.2d at 782. citing Roberts v. Cur of Baton Rouge. 236 La. 521. 108 So, 2d III (1958); Esso
Standard Oil Co. v. Crescent River Port P. .lssn,. 235 La, 937. 106 So. 2d 316 (1958): Tennessee Gas Transmission
Co. v Violet Trapping Co., 218 La. 19, 176 So. 2d 125 (1965); 3 SU1HERIAND, STATUTORY CoNsmuaIoN. §
66.04 (4th (Sands) ed., 1974).

- —

- —n
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to over a long period of time, can be persuasive as to the proper interpretation of the statute.”76
Furthermore, “The legislature is presumed to know of the construction adopted, and the long
continuance of the interpretation without any sign of legislative disapproval warrants the
adoption of that construction by the courts.”77

In line with the cases cited above, the definition of “practice of pharmacy” set forth in La.
R.S. 37:1164(43) has long been interpreted to not include activities performed by PBMs. In
2008, with the enactment of Act No. 386. PBMs were regulated for the first time by the DOl
pursuant to the provisions of the Insurance Code. Not only did the Board not attempt to regulate
PBMs at that point, it expressly recognized DOt’s authority to regulate PBMs in a Bulletin it
published on August 15, 2OO8. Ten years have elapsed since PBMs have been regulated in the
State of Louisiana, and the Board has not taken any action to indicate that it believes the
activities undertaken by PBMs are subject to the Boards regulation. Likewise, DOl, pursuant to
the unambiguous authority granted to it by La. R.S. 22:1657, has consistently regulated PBMs
since the date the statute became effective.

As explained by the Louisiana Supreme Court in Cousin! Drilling Co., LLC’, such “time
endured construction[sj” of the respective statutes rendered by the Board and DOl “may
reasonably be presumed to be in accord with the legislative intent.”79 After all, “the long
continuance of the interpretation” of the two statutes ‘without any sign of legislative disapproval
warrants the adoption of that construction by the courts.”80 The Board’s history of not
attempting to regulate PBMs, combined with DOT’s consistent statutorily-authorized regulation
of PBMs, suggests that the legislature never intended for PBMs to be regulated by the Board.

Indeed, the BOP and DOl have existed quite nicely in their respective statutory spheres
of authority. The Board’s attempt to regulate outside of its existing “swim lane” clearly violates
the regulatory deference this Board historically afforded to DOl, without meaningful or legal
articulation of why such monumental change of position is in the public interest.

B. The Notice of Intent Published by the Board Is Deficient.

La. R.S. 953 provides, in pertinent part,

76 Southern Akcsage Sen/ce, Inc v. Louisiana Pith/ic Sen/ce Coin,. 551 So.2d 47, 54 (La. 1989), citing Traigle,
332 So. 2d 777; Roberts, 108 So. 2d Ill; 2A N. SINGLR. StTWLRLAND STMU1ORY CoNsTRurrios § 49.03 (4th ed.
1984).

“
Id. at 54, citing lJ’oshington v. Sr. Charles Par. Sch. Bd., 288 So. 2d 321 (La.1974); Dominion Land Co. v. Staik,

156 La. 124, 100 So. 244(1924).

Louisiana Boa,’d of Phannacv Bulletin. No. 08-03 (August 15, 2008), available at
http ://www . pharmacy. Ia. gov/asses/docs/BulIetins/B u Iletin 08-03. pd f.

‘ Coastal Drilling Co., LLC, 198 So.3d at 116, citing Traigle. 332 So.2d at 782. -

—

80 Southern Mtvsige SerWc Inc., 554 So.2d at 54 (internal citations omitted). ,.. - .
_JP
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A. Prior to the adoption, amendment, or repeal of any rule, the agency
shall:

(1)(a) Give notice of its intended action and a copy of the proposed rules
at least ninety days prior to taking action on the rule. The notice shall
include:

(iii) A statement, approved by the legislative fiscal office, of the
economic impact of the intended action, if any; or a statement, approved
by the legislative fiscal office, that no economic impact will result from
such proposed action;

(vii) A statement indicating whether the agency has prepared a preamble
which explains the basis and rationale for the intended action, summarizes
the information and data supporting the intended action, and provides
information concerning how the preamble may be obtained.

(viii) A statement concerning the impact on family formation, stability,
and autonomy as set forth in R.S. 49:972.8 I

(ix) A statement concerning the impact on child, individual, or family
poverty in relation to individual or community asset development as set
forth in ItS. 49.9738

La. ks. 49:972 provides, in pertinent pan,

A. Prior to the adoption and implementation of rules, each state agency shaH consider and state in
writing the impact of such rules on family formation, stability, and autonomy. This written
consideration shall be known as the “family impact statement”.

B. The family impact statement will consider and respond in writing to the following regarding
the proposed rule:

(4) The effect on family earnings and family budget.

2 La. kS. 49:973 provides, in peninent pan,

A. In the formation of rules, each state agency shall consider and state in writing the impact of
such rules on child, individual, or family poverty in relation to individual or community asset
development prior to the adoption and implementation of such rules, This written consideration
shall be known as the ‘poveny impact statement”.
B. The poverty’ impact statement shall consider and respond in writing to the following gardin
the proposed rule:

JUN 25 2018
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(3)(a) For the purposes of this Subsection, the statement of fiscal impact
shall be prepared by the proposing agency and submitted to the Legislative
Fiscal Office for its approval. Such fiscal impact statement shall include a
statement of the receipt. expenditure. or allocation of state funds or funds
of an political subdivision of the state.

(b) For the purposes of this Subsection, the statement of economic impact
shall be prepared by the proposing agency and submitted to the Legislative
Fiscal Office for its approval. Such economic impact statements shall
include an estimate of the cost to the agency to implement the proposed
action, including the estimated amount of paperwork; an estimate of the
cost or economic benefit to all persons directly affected by the proposed
action; an estimate of the impact of the proposed action on competition
and the open market for employment, if applicable; and a detailed
statement of the data, assumptions, and methods used in making each of
the above estimates.

In addition, the Notice of Intent contains a “Provider Impact Statement”, which states. in
pertinent part,

In accordance with House Concurrent Resolution No. 170 of the Regular
Session of the 2014 Legislature, there is hereby submitted a provider
impact statement on the Rule proposed for adoption, repeal, or
amendment. This will certify the agency has considered, without
limitation, the following effects on the providers of services to individuals
with developmental disabilities.

3. The overall effect on the ability of the provider to provide the same
level of service. The proposed Rule will have no effect on the ability of
the provider to provide the same level of service.83

i. The Notice Does Not Contain a Statement Indicating Whether the Agency
Has Prepared a Preamble Explaining the Basis and Rationale for the
Intended Action, Summarizing the Information and Data Supporting the
Intended Action, and Providing Information Concerning How the Preamble
May Be Obtained.

(5) The effect on child and dependent care, housing, health care, nutrition, transportation, and
utilities assistance.

1
Louisiana Register, supra note 4, at 970. -

JUI 252013
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At the outset. PCMA notes that the Notice of Intent published by the Board does not
comply with La. R.S. 49:953 )(1)(a)(vii) because it does not contain a statement that (1)
indicates whether the agency has prepared a preamble which explains the basis and rationale for
the intended action; (2) summarizes the information and data supportinQ the intended action; and
(3) provides information concerning how the preamble may be obtained. Even if no such
preamble is available, the Board is still obligated pursuant to the plain language of the statute to
notify the public that no preamble exists. Without this information, the Board’s Notice of Intent
is facially deficient.

ii. The Notice of Intent Misstates the Effects the Proposed Rule Would Have on
Family Earnings and Budgets.

In its Notice of Intent, the Board includes a Family Impact Statement in accordance with
La. R.S. 49:953(A)( I )(a)(viii), in which it states, “The proposed Rule will have no effect on
family earnings or family budget.”81 This statement is woefully inaccurate. As explained by one
scholar.

[Wjhen PBMs negotiate price discounts for prescription drugs at network
pharmacies. they put direct pressure on the profits of both network and
non-network pharmacies. In addition, when PBMs attract customers to
mail-order pharmacies with lower drtig costs, they reduce the number of
prescriptions filled at retail pharmacies. Granting Boards of Pharmacy
regulatory control over PBMs creates an inherent conflict of interest by
giving pharmacists regulatory control over their natural competitors in the
marketplace. Under this new regulatory scheme, a Board has both the
incentive and the power to exercise its regulatory power in ways that
weaken PBMs’ competitive positions, and in turn, benefit pharmacies. The
power to regulate a market adversary gives pharmacists unprecedented
power and will severely undercut competition in the prescription drug
market. Moreover, this res(uhltory scheme will increase the prices of
prescription dn&gs for both consumers and health plan sponsors.8

Furthermore, as explained by the Federal Trade Commission, “fAll/owing the Pharmacy
Board to regulate PB[l’fs will likely undermine the PBM’s ability to negotiate lower prices for
prescription drugs. which in turn, will raise those prices for both insurers and consumers

covered by insurance.” 86 In addition, regulation of PBMs by the Board would “add to out-of-
state pharmacies’ expenses the fees and other costs associated with licensure, continuing
education. and registration of a pharmacist in Mississippi, in addition to the costs imposed by

Id. at 969.

S5 Shepherd, supru note 25, at 3 (emphases added).

Letter from FTC Dfflce of Planning, supra note 16, at 4 (emphases added).
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requirements for pharmacists in the state in which the nonresident pharmacies operate. These
additiojial costc would like/v be passed on to Mississippi consumers and health plans.”3’

Thus, there can be no question that the implementation of the Proposed Rule by the
Board will, in fact. affect family earnings and budgets. As shown in the preceding paragraphs,
the Board’s regulation of PBMs will ultimately result in families having to pay higher prices for
medications, which will reduce their earnings and provide greater strain on their budgets.
Therefore, the Board’s Family Impact Statement is simply inaccurate.

iii. The Notice of Intent l)oes Not Accurately Depict the Effects the Proposed
Rule Would Have on Health care.

In the Poverty Impact Statement included in its Notice of Intent pursuant to La. R.S.
49:973(A)(1)(a)(ix), the Board states, “The proposed Rule will have no effect on child and
dependent care, housing. health care, nutrition, transportation, or utilities assistance.”88

For all the reasons discussed above, the cost of health care will ultimately rise should the
Proposed Rule be adopted and thc Board be permitted to regulate PBMs. Regulation of PBMs
by the Board will also result in increased costs on health plans.89 thus resulting in higher health
care costs for individuals. Consumers can expect to see significant increases in drug prices due
to the chilling effect the Proposed Rule has on the ability of PBMs to negotiate lower prices, thus
also impacting purchasers who buy prescriptions without insurance thus pay cash. For this
reason, cash customers will see an increase in the costs of their medications should the Proposed
Rule be adopted. Accordingly, the Board’s Poverty Impact Statement is also inaccurate because
the enactment of the Proposed Rule will most certainly cause health care costs to rise.

iv. The Notice of Intent Mistakenly States That the Proposed Rule Will Not
Affect the Ability of PBMs to Provide the Same Level of Service to
Individuals with Developmental Disabilities.

In its Provider Impact Statement, the Board states, “The proposed Rule will have no
effect on the ability of the provider to provide the same level of service” to individuals with
developmental disabilitiesV For the reasons discussed above, the ability of PBMs to provide
services (such as drug cost-lowering mechanisms) to all individuals, including those with
disabilities, will be diminished should PBMs be subjected to regulation by the Board.

v. The Notice of Intent Does Not Accurately Represent the Estimated Costs to
Directly Affected Persons or Nongovernmental Groups.

hi. (emphases added).

L mi/siunz Register, supra note 4, at 969.

R Shepherd, supra note 25, at 3; Letter from Fit Office of Planning, sure note 16, at4. - -

00 Louiciuna Register. supra note 4, at 970.
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In its Fiscal and Economic Impact Statement for Administrative Rules, the Board
explains. “The proposed rules will increase aggregate expenditures for PBMs conducting
business in Louisiana by an estimated 56.000 in FY 19 and by $5,000 in subsequent fiscal years.
PBMs operating in Louisiana will be subject to an initial $150 permit fee in FY 19 and a $125
permit renewal fee in subsequent fiscal years. With an assumption of 40 such entities seeking a
credential, the Board anticipates PBMs’ costs to be $6,000 in FY 19 (40 permits at $150 initial
permit fee) and $5,000 per year thereafter (40 permits at $125 permit renewal fee).9’

The Board has underestimated the negative cost effects that the enactment of the
Proposed Rule would have on affected persons or nongovernmental groups. As stated above, the
FTC has expressly noted that regulation of PBMs by a Board of Pharmacy would “add to out-of-
state pharmacies’ expenses the fees and other costs associated with licensure, continuing
education, and registration of a pharmacist.. in addition to the costs imposed by requirements for
pharmacists in the state in which the nonresident pharmacies operate.”92 While these additional
costs may he passed on to consumers and health plans, they do comprise “estimated costs to
directly-affected persons or nongovernmental groups.”

vi. The Notice of Intent Erroneously States That the Proposed Rule Will Not
Affect Competition.

Also in its Fiscal and Economic Impact Statement Ibr Administrative Rules, the Board
explains, “The proposed rule will not affect competition or employment.”9 This statement is
perhaps the Board’s most erroneous assertion. As more thoroughly discussed in the following
section. there can be no question that the enactment of the Proposed Rule would result in an
impermissible restraint on competition in violation of federal antitrust law.

C. The Louisiana Board of Pharmacy Is Not Entitled to State-Action Antitrust
Immunity under Parker v. Brown.

In the seminal case of Parker i’. Brrni’n, the United States Supreme Court held that the
Sherman Act94 does not apply to anticompetitive conduct undertaken by states in their sovereign
capacity.9’ This principle, known as the “state action doctrine”, has also been applied on
antitrust cases brought by the FTC pursuant to Section 5 of the FTC Act, 15 U.S.C. § 4596

Id.

° Letter from FTC Office of Planning, supra note 16, at 4.

° Louisiana Register, supra note 4, at 970.

As stated by the United States Supreme Court in NC. State Bd. of Dental Exam ‘rs, “The Sherman Act 26 Stat.
209, as amended, 15 U.S.C. § I ci seq., services to promote robust competition, which in turn empowers the States
and provides their citiiens with opportunities to pursue their own and the public’s welfare.” 135 S. Ct. at 1104,
citinaFTCi Thor Title Ins. Co., 501 U.S. 621, 632, 112 S.Ct. 2169,119 L. Ed. 2d410(l992).

Parker r. Brain . 317 U.S. 341, 350-51(1943).

In re Louisiana Real Estate .1ppraisers Board. Opinion of the Commission. FTC Docket No. 9374 (April 10.
2018).
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However, in order for a private party to avail itself of the state action doctrine, two conditions
must be meL First, the challenged restraint mlLst be clearly articulated and affirmatively
expressed as state policy.98 This requirement is satisfied “where the displacement of competition
[isj the inherent, logical, or ordinary result of the exercise of authority delegated by the state
legislature. In that scenario, the State must have foreseen and implicitly endorsed the
anticompetitive eflèets as consistent with its policy goals.”99 Second, the policy must be actively
supervised by the Statc itself.’°° The requirement demands, inter alice. “that state officials have
and exercise power to review particular anticompetitive acts of private parties and disapprove
those that fail to accord with state policy.”0’

The Supreme Court in NC State Bc! of Dental Exam ‘is explained that the first
requirement — clear articulation — rarely will be sufficient to establish whether an anticompetitive
policy is indeed the policy of a state, “for a policy may satisfy’ this test yet still be defined at so
high a level of generality as to leave open critical questions about how and to what extent the
market should be regulated.”102 After all, “Entities purporting to act under state authority might
diverge from the State’s considered definition of the public good,” and “[t]he resulting
asymmetry between a state policy and its implementation can invite private self-dealing.”103

The second requirement — active supervision — “seeks to avoid [private seli-dealingi by
requiring the State to review and prove interstitial policies made by the entity claiming
immunity.”°4 This requirement “stems from the recognition that ‘[w]here a private party is
engaging in anticompetitive activity, there is a real danger that he is acting to further his own
interest, rather than the governmental interests of the State.”° Moreover, the requirement “does
not question the good faith of state officers but rather is an assessment of the structural risk of
market participants’ confusing their own interests with the State’s policy goals.”°6 The Court
then explained that although the adequacy of supervision is dependent on all the circumstances

N, C. State Bt of Denial Eran; ‘tc, 135 S. Ct. at 1111—12, citing Cal/Jamb Retail Liquor Dealers Assii, i’. Uk/cal
.1lnmi’nnn, Inc. 445 U.S. 97, 00 S. CL 937.63 L. Ed 2d 233.

AC Suite Ud. of Dental Eram “.5, 35 5. Ct. at 1112. citing Thor, 504 U.S. at 63!. lilt/cal, 445 U.S. at 05.

hi. at 1112, citing FTC v. Phoebe Penney Health Sn, 133 S. Ct. 1003, 1013 (2013).

°° hi. citing Ticor. 504 U.S. at 631, Silt/cal, 445 U.S. at 105.

‘° Id.. citing Patrk* i. Burger. 486 U.5. 914. 100 (1988).

02 hi. citing Ticor, 501 u.S. at 636-37.

03 Id.

04 hi.

‘° Id, citing l’atrick, 486 U.S. at 10!.

106 Id. at 1114. citing Patrick, 486 U.S. at 100-0!. -
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of a case. the Court has “identified only a few constant requirements of active supervision.’
which are as follows:’0’

1) The supervisor must review the substance of the anticompetitive decision,
not merely the procedures followed to produce it;’°8

2) The supervisor must have the power to veto or modify particular decisions
to ensure they accord with state policy;’00

3) The “mere potential for state supervision is not an adequate substitute for a
decision by the State;”’ and

4) The state supervisor may not itself be an active market participant.’’’

In NC .Siate Bd. of Dental Exam is, which was referenced but not adequately analyzed
in the AG Opinion•’ 2 the United States Supreme Court held that because a controlling number of
the North Carolina State Board of Dental Examiners’ decision-makers are active market
participants in the occupation the Board regulates, the Board can invoke state-action antitrust
immunity only if it was subject to active supervision by the State.’’3 The FTC had filed an
administrative complaint accusing the Board of Dental Examiners of violating federal antitrust
law as the Board had issued cease-and-desist letters to non-dentists who provided teeth-
whitening and manufacturers of whitening products and taken other actions with the intention of
deterring non-dentists from offering teeth-whitening services)t4 While North Carolina law
authorized the Board to reQulate dentistry. it did not address whether teeth-whitenin constitutes
the practice of The Board moved to dismiss on the grounds of state-action
immunity.’ 16

An Administrative Law Judge (“AU”) denied the Board’s motion to dismiss, and the
FTC on appeal sustained the AU’s ruling, finding that in order to claim immunity, the Board
must be actively supervised by the State.’’ The AU then conducted a hearing on the merits and

° Id. at 1116-17.

° Id. at 1116, citing Patrick. 486 U.s. at 102-03.

‘° Id.

‘‘° Id.. citing ‘1/cur. 504 U.S. at 638.

Id. at 1117.

112 Att’y Gen. Opinion No. 2017-0076, supra note 2, at 17, citing N.C. State Rd. ofDental Exam ‘n, 135 S. Ct. 110!.

‘‘3 NC’. State Rd. of Dental Exam rs, 135 S. Ct. at 1104.

‘‘ Id, at 1108.

liSjj at 1104.

lb fJ at 1109.
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determined that the Board had violated antitrust law by unreasonably restraining trade.”8 The
FTC once again affirmed the AU’s ruling, thus rejecting the Board’s public safety justification
in light of the wealth of evidence suggesting that non-dentist provided teeth-whitening is a safe
cosmetic procedure”’9 The United States Court of Appeals for the Fourth Circuit affimied the
FTC in all respects, and the Supreme Court granted certiorari)29

The Supreme Court held that the Board did not qualify for state-action immunity because
it was controlled by active market participants due to the fact that six of the eight Board
members were dentists.’2’ Therefore, the State was required to actively supervise the Board —

which it did not do — when the Board determined that teeth-whitening constituted the practice of
dentistry and implemented anticompetitive measures to deter non-dentists from offering such
services.122 The Court explained.

The Board does not contend in this Court that its anticompetitivc conduct
was actively supervised by the State or that it should receive Parker
immunity on that basis.

By statute. North Carolina delegates control over the practice of dentistry
to the Board. The Act, however, stirs nothing about teeth-whitening, a
practice that did not exist when it was passed. After receiving complaints
from other dentists about the non-dentists’ cheaper services, the Board’s
dentist members — some of whom offered whitening services — acted to
expel the dentists’ competitors from the market. In so doing the Board
relied upon cease—and-desist letters threatening criminal liability, rather
than any of the powers at its disposal that would invoke oversight by a
politicalLy accountable official. With no active supervision by the State,
North Carolina officials mar well have been unaware that the Board
had decided teeth—whitening constitutes “time practice of dentistry” and
sought to prohibit those who competed against dentists from
participating in the teeth—whitening market. Whether or not the Board
exceeded its powers under North Carolina law.. .there is no evidence here
of any decision by the State to initiate or concur wit!, tile Board’s actions
against the non—dentists.

2.’

In a recent FTC enforcement case involving a Louisiana agency, the Louisiana Real
Estate Appraisers Board (“the LREAB”). the FTC opined that the LREAB did not quali’ for

II
I’

‘‘ Id. (internal citation omitted).

‘-° Id. (internal citation omitted).

121 Id. at 1108, 1110.

(22 Id. at 1110.

123 hI. at 1116 (emphases added) (internal citation omitted).
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state-action antitrust immunity under Parker v. Brown because the aRencys anticompetitive
actions were not actively supervised by the State of Louisiana.’24 FTC complaint counsel has
alleged and proven that such regulation has displaced competition and caused prices Louisiana
customers paid for appraisal services to rise. In that matter, the LREAB — which consists of ten
members, eight of which were required by statute to be licensed appraisers — adopted and
subsequently enforced a regulation that had the effect of restraining price competition for
appraisal services provided to appraisal management companies (“AMCs”).’2 After the FTC
filed its Complaint alleging that the regulation violated antitrust law because the State of
Louisiana did not supervise the LREAB’s anticompetitive conduct, Louisiana officials and the
LREAB engaged in certain actions with the goal of increasing state supervision over the
LREAB’s conduct.’26 Specifically, the Governor issued an executive order directing changes
both in the way the LRFAB promulgates rules relating to the fees charged by AMCs and in the
way the LREAB enforces those rules)27 Notably, the executive order directed the LREAB to
submit any proposed rule, along with the rulemaking record. to the Louisiana Commissioner of
Administration (“Commissioner”) for approval, rejection, or modification.’28

In granting a Motion for Partial Summary Decision and thereby disposing of the merits of
the case. the FTC determined that the LREAB still had not proven that its anticompetitive actions
were supervised by the State.’29 The FTC found, inlet’ u/ia. that the Commissioner failed to
exercise sufficient judgment and control in order to show that the reissuanee of the regulation
was a “product of deliberate state intervention” and not “simply {anj agreement among private
parties.”’3° In addition, the FTC noted that the LREAB had roed no evidence that the
Governor actively supervised the reissuance of the regulation.’’ The FTC’s ruling has been
appealed by the LRFAB to the United States Court of Appeals for the Fifth Circuit.’32

i. The State [[as Not Articulated a Clear Policy to Allow the Anticompetitive
Conduct.

121 hire Louisiana Real Estate Appraisers Board, Opinion of the Commission. FTC Docket No. 9374, supra note
96.

I15 Ic/at 2.

26 Id.

127 Ic/at 5.

28
‘4

29 Id. at IC.

H. cilimz Thor. 504 U.S. at 634-35.

131 In re Louisiana Real Estaw .4ppraisers Board, Opinion of the Commission, FTC Docket No. 9374, supra note
96.at 2.

32 On June 22. 2018, Louisiana State Representative Edmond Jordan sent the FTC a letter, a copy of which is
enclosed herewith, in which he requested that the FTC provide its views on the anticipated anticompetitive effects
that ould result from the enactment of the Proposed Rule by the Board.
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In the instant matter, the State of Louisiana has not articulated any policy to allow the
regulation of PBMs by market competitors, an anticompetitive conduct. Again, the requirement
is satisfied “where the displacement of competition [is] the inherent, logical, or ordinary result of
the exercise of authority delegated by the state legislature. In that scenario, the State must have
foreseen and implicitly endorsed the anticompetitive effects as consistent with its policy
goals.”3 As stated above, the Notice of Intent does not contain any preamble explaining the
basis and rationale for the Proposed Rule or summarizing the information and data supporting
the intended action. Therefore. while the intent to allow the Board to regulate PBMs is clear, one
cannot be certain of the purpose of the regulation. as there is no indication that the State of
Louisiana must have foreseen and implicitly endorsed the anticompetitive nature of the Proposed
Rule. Therefore, the Board is not entitled to state-action immunity because it has not articulated
a clear policy to allow the anticompetitive conduct that would result from the enactment of the
Proposed Rule. In any event, as noted by the United Slates Supreme Court in AC State Bc/. of’
Deijicel Extent the clear articulation requirement rarely will be sufficient to establish whether
an anticompetitive policy is indeed the policy of a state.’

ii. The Anticompetitive Conduct Is Not Actively Supervised by the State.

Even if it were determined that the Board has articulated a clear policy for the enactment
of the Proposed Rule, the Board still is not entitled to state-action immunity because it cannot
show that its conduct is actively supervised by the State, which it is required to do because a
controlling number of its decision makers (16 out of I 7I3) are active market participants in the
occupation the Board regulates.’36 In fact, as discussed in the following section. the conflict of
interests among the Board, its pharmacist members, and the PBMs is two-fold. On one hand, a
mcmher of the Board of Pharmacy may be tempted to interfere with a PBM’s operation from a
competitive point of view. On the other hand, the Board member may be tempted to favorably
regulate a PBM in exchange for being placed on the PBM’s preferred or exclusive network of
retail pharmacies. Thus, because the United States Supreme Court in NC. Slate lid. oJ’Denial
Excel?? ‘,s determined that supervision by the State was required in that scenario due to the
relationship between the Board of Dental Examiners and the non-dentist market participants,’37
an argument can be made afar/ioN that the Board of Pharmacy is not entitled to state-action
immunity in the absence of supervision by the State.

This Board is unable to establish that the State has supervised its conduct, let alone met
the federal aeth’e supervision requirements. because the State has never given any indication that
it desires the regulation of PBMs by the Board. Just as teeth-whitening was not yet in existence

‘ NC. State Rd. oJ’DentalEvanz’rs, 135 S. Ct. at 1112, citing FTCv. Phoebe Pntnev Health Si’s 133 S. Ct. 1003,
1013 (2013).

‘ Id, citing Thor, 504 L.S. at 636-37.

15 See La. R.S. 1172(A).

;VC. State Rd. oJDe’:uil Exam ‘i’s, 135 S. Ct. at 1101.

37 Id
fi cr.i C; r, ‘ç’n

t5.J\J F, c-
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when the Dental Practice Act was passed in iVC. State Bc!. of Dental Exam psi38 PBMs were
clearly not contemplated by the Louisiana Legislature when it passed the Pharmacy Practice Act,
as evidenced by the fact that in 2008 the legislature authorized DOE — not the Board — to regulate
PBMs. Also. just as the Supreme Court in AC. State Bc! of Dental Exam i-s determined that
there was no evidence of any decision by the State of North Carolina to initiate or concur with
the Board’s actions against the non-dentists. the State of Louisiana has given no indication that it
supports the Proposed Rule. When considering that the State of Louisiana provides no
supervision of the Board’s efforts to regulate PBMs, and in light of the FTC’s recent ruling
against the LREAB, it is evident that the Board’s anticompetitive conduct is not entitled to state-
action immunity.

Finally, during the 2018 Regular Session of the Louisiana Legislature, the legislature
passed Act 623, tiled “The Occupational Board Compliance Act” (“the OBC Act”). The OBC
Act, which became effective May 30. 2018, expressly states that its purpose is to “ensure that
occupational licensing boards and board members will avoid liability under federal antitrust

..i1q . . .laws. Jo that end, the OBC Act creates the Occupational Licensing Review Commission
(“Commission”) that is charged with providing active supervision of occupational licensing

This Commission is composed of the governor or his designee, the secretary of state
or his designee, the commissioner of agriculture or his designee, the commissioner of insurance
or his designee. and the state treasurer or his designce.1i “Active participation” is defined in the
OBC Act as “the Occupational Licensing Review Commission’s responsibilities to do both of
the following: (a) review the substance of an occupational regulation proposed by any
occupational licensing board; (b) approve or disapprove with suggested amendments, or allow an
occupational licensing board to withdraw for revision an occupational regulation to ensure
compliance with state policy.”’42

The OBC Act appears to be little more than a codification of the actions undertaken by
certain state officials in the FTC’s lawsuit against the LREAB. As explained by the FTC in its
ruling. “The ultimate question is always simply ‘whether the State’s review mechanisms provide
‘realistic assurance’ that a nonsovereign actor’s anticomfetitive conduct ‘promotes state policy,
rather than merely the party’s individual interests.”14 As stated above, the Board had not
articulated a state policy that justifies the anticompetitive conduct that will result from the
implementation of the Proposed Rule. The Commission must “exercise[j sufficient judgment
and control” to show that the approval of the proposed regulation is “a product of deliberate state

38 at 1116.

La. R.S. 37:42.

‘° La. PS. 37:45

131
I’.

La. kS. 37:43

‘ In a’ Louisiana Real Estate .‘Ippraisers Board, Opinion of the Commission, FTC Docket No. 9374, supra note
96, at 9-lU, citing NC’. State Bd. of Dental Era!?? ‘n, 135 S. Ct. at 1116 (internal citation omitted).
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intervention, not simply [an] agreement among private parties.”44 After all, “[A] program for
state supervision that appears adequate on paper is not, by itself, sufficient to establish active
supervision; state officials must actually exercise their supervision authority in a meaningful
way.”4 Accordingly. the Commission’s simple rubberstamping of a proposed regulation, which
appears to be what the OBC Act contemplates, will not suffice, as “[a]ctual state involvement,
not deference to private price-fixing arrangements under the general auspices of state law, is the
precondition for immunity from federal law.”136 As noted by the FTC. “Application of such
deferential review is insufficient to make the Board’s remedial determination ‘the State’s own,’
or to ensure that the State has accepted ‘politica’ accountability’ for any anticompetitive conduct
attributable to the Board,”’7

D. The Pharmacist Members of the Board of Pharmacy are Prohibited by the
Louisiana Code of Governmental Ethics from Regulating Pharmacy Benefit
Managers.

La. R.S. 42:1112, a statute contained in the Louisiana Code of Governmental Ethics,
provides, in pertinent part,

A. No public servant, except as provided in R.S. 42:1120, shall participate
in a transaction in which hc has a personal substantial economic interest of
which he may be reasonably expected to know involving the governmental
entity.

B. No public servant, except as provided in R.S. 42:1120, shall participate
in a transaction involving the governmental entity in which, to his actual
knowledge, any of the following persons has a substantial economic
interest:
(1) Any member of his immediate family.
(2) Any person in which he has a substantial economic interest of which
he may reasonably be expected to know.
(3) Any person of which he is an officer, director, trustee, partner, or
employee.
(4) Any person with whom he is negotiating or has an arrangement
concerning prospective employment.
(5) Any person who is a party to an existing contract with such public
servant, or with any legal entity in which the public servant exercises
control or owns an interest in excess of twenty-five percent, or who owes
any thing of economic value to such public servant, or to any legal entity
in which the public servant exercises control or owns an interest in excess

‘ Id. at ID. citing Ticor. 504 U.S. at 634-35.

‘ Id. at 13. citing Thor, 504 U.S. at 637-38.

Ii at II. citing Thor. 504 U.S. at 633.

Id., citing N. C. State thi o[Dentd Exam ,w, 135 S. Ct. at liii.
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of twenty-five percent, and who by reason thereof is in a position to affect
directly the economic interests of such public servant.

C. Every public employee, excluding an appointed member of any board
or commission, shall disqualify himself from participating in a transaction
involving the governmental entity when a violation of this Part would
result. The procedures for such disqualification shall be established by
regulations issued pursuant to R.S. 42:1 134(AXl).

D. No appointed member of any board or commission, except as
otherwise provided in R.S. 42:1120.1 or 1120.4, shall participate or be
interested in any transaction involving the agency when a violation of this
Part would result.

La. R.S. 42:1102 provides definitions for the following terms:

(2)(a) “Agency” means a department, office, division, agency,
commission, board, committee, or other organizational unit of a
governmental entity. For purposes of this Chapter, “agency of the public
servant” and “his agency” when used in reference to the agency of a
public servant shall mean:
(i) For public servants in the twenty principal departments of the
executive branch of state government, the office in which such public
servant carries out his primary responsibilities; except that in the case of
the secretary, deputy secretary, or undersecretary of any such department
and officials carrying out the responsibilities of such department officers it
shall mean the department in which he serves; and except that in the case
of public servants who are members or employees of a board or
commission or who provide staff assistance to a board or commission, it
shall mean the board or commission.
(ii) For the governor and lieutenant governor, it shall mean the executive
branch of state government.
(iii) For public servants in the office of the governor or the lieutenant
governor it shall mean their respective offices.
(iv) For public servants in the legislative branch of state government, it
shall mean the agency or house of the legislature by which a public
employee is employed and the legislative branch in the case of legislators.
(v) For public employees, except judges, of the supreme court, courts of
appeal, district courts, and other courts authorized by Article V of the
Constitution of 1974, it shall mean the court in which the public employee
serves and any other court in which decisions of that court may be
reviewed.
(vi) For public servants of political subdivisions, it shall mean the agency
in which the public servant serves, except that for members of any
governing authority and for the elected or appointed chief executive of a
governmental entity, it shall mean the governmental entity. Public

C;
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servants of political subdivisions shall include, but shall not be limited to,
elected officials and public employees of municipalities, parishes, and
other political subdivisions; sheriffs and their employees; district attorneys
and their employees; coroners and their employees; and clerks of court
and their employees.

(9) “Elected official” means any person holding an office in a
governmental entity which is filled by the vote of the appropriate
electorate. It shall also include any person appointed to fill a vacancy in
such offices.

(12) “Governmental entity” means the state or any political subdivision
which employs the public employee or employed the former public
employee or to which the elected official is elected, as the case may be.

(15) “Participate” means to take part in or to have or share responsibility
for action of a governmental entity or a proceeding, personally, as a public
servant of the governmental entity, through approval, disapproval,
decision, recommendation, the rendering of advice, investigation, or the
failure to act or perform a duty.

(16) “Person” means an individual or legal entity other than a
governmental entity, or an agency thereof.

(18)(a) ‘Public employee” means anyone, whether compensated or not,
who is:
(i) An administrative officer or official of a governmental entity who is
not tilling an elective office.
(ii) Appointed by any elected official when acting in an official capacity,
and the appointment is to a post or position wherein the appointee is to
serve the governmental entity or an agency thereof; either as a member of
an agency, or as an employee thereof
(iii) Engaged in the performance of a governmental function.
(iv) Under the supervision or authority of an elected official or another
employee of the governmental entity.

(19) “Public servant” means a public employee or an elected official.

0’ —
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(21) “Substantial economic interest” means an economic interest which is
of greater benefit to the public servant or other person than to a general
class or group of persons. except:
(a) The interest that the public servant has in his position, office, rank,
salary. per diem, or other matter arising solely from his public
employment or office.
(b) The interest that an elected official who is elected to a house, body, or
authority has in a position or office of such house, body, or authority
which is required to be filled by a member of such house, body, or
authority by law, legislative rule, or home rule charter.
(c) The interest that a person has as a member of the general public.

(23) “Transaction involving the governmental entity” means any
proceeding, application, submission, request for a ruling or other
determination, contract, claim, case, or other such particular matter which
the public servant or former public servant of the governmental entity in
question knows or should know:
(a) Is. or will be, the subject of action by the governmental entity.
(b) Is one to which the governmental entity is or will be a party.
(c) Is one in which the governmental entity has a direct interest. A
transaction involving the agency of a governmental entity shall have the
same meaning with respect to the agency.

As explained above, this Board of Pharmacy is comprised of 17 members. 16 of whom
are licensed pharmacists.11S The United States Supreme Court in iVC. State Rd. of Dental
Exam ‘rs noted that [v1here a private party is engaging in anticompeutive activity, there is a real
danger that he is acting to further his own interests, rather than the governmental interest of the
State.”49 As one scholar explains it, “Granting Boards of Pharmacy regulatory control over
PBMs creates an inherent conflict of interest by giving pharmacists regulatory control over their
natural competitors in the marketplace. Under this new regulatory scheme, a Board has both the
incentive and the power to exercise its regulaton’ power in ways that weaken PBMs’ competitive
positions, and in turn, benefit pharmacies. The power to regulate a market adversary gives
pharmacists unprecedented power and will severely undercut competition in the prescription
drug market.”’°

Flowever, the Board and the PBMs are not always competitors and, in fact, have long-
established business relationships. While the Board in WO. State Rd. of Dental Exam ‘rs did not

La. R.S. 42:1172(A).

VU, Suite Rd. of Vernal Erarn’rs. 35 S. Ci. at 1112, citing Patrick, 486 U.S. at 101.

Shepherd, .cupra note 25, at 3 (emphases added).
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have any working relationship with its non-dentist market competitors, the Board of Pharmacy
and the PBMs in the instant matter frequently negotiate pharmacy costs, thus resulting in (1)
higher customer volume for retail pharmacies; (2) reduced drug prices paid by health plans; and
(3) most importantly. lower drug prices paid by consumers.1’ As explained by the FTC,

PBMs negotiate lower pharmacy costs by forming a preferred or exclusive
network of retail pharmacies. Retail pharmacies offer discounts to PBMs
depending on the type and number of health plans covered by the PBM
and the exclusivity of the network — the more exclusive the network, the
higher the discount. This mechanism can make customer volume respond
very strongly to prices, creating an incentive for pharmacies to bid
aggressively on prescription drug prices and potentially reducing the
prices that public and private health plans and consumers pay for
pharmaceuticals.’

Notably, as explained above, most pharmacies contract directly PSAOs to manage
negotiations with PBMs instead of negotiating directly with PBMs)3 Nevertheless, while some
pharmacies may not contract directly with PBMs, PSAOs — which do contract directly with
PBMs — are oflen owned by pharmacy eooperativesi1 Therefore, the conflict of interest
remains to the extent a Board member is associated with a pharmacy cooperative-owned PSAO
that has entered into a contractual relationship with a PBM.

Thus, the working arrangement between PBMs and the Board of Pharmacy makes their
relationship even more susceptible to impairment by the enactment of the Proposed Rule than the
relationship between the Board of Dental Examiners and its non-dentist competitors in ?‘C. Suite
BcL of Dental Exam ‘rsi” For example, not only may a member of the Board of Pharmacy be
tempted to interfere with a PBM’s operation from a competitive point of view, the Board
member may also be tempted to favorably regulate a PBM in exchange for being placed on the
PBM’s preferred or exclusive network of retail pharmacies. Therefore, the conflict of interests is
t\Vo- fold.

As set forth above, La. R.S. 42: 112(A), a “public sen’ant” is prohibited from
“participating” in a “transaction involving the governmental cntity’ in which he has a personal
“substantial economic interest” of which he may be reasonably expected to know. The Board
members qualify as “public servants” because they are appointed to serve the Board by the
governor, an “elected official”, to serve an “agency” (the Board). Therefore, the Board members

151 Letter from FTC Office of Planning. supra note 16. at 2.

152
‘a.

‘53 U.S. Gov’r ACCOUNTARILITY OFF., GAO-I3-176, PRESCRIPTION DRUGS: THE NUMBER, ROLE, AND OWNERSHIP
OF PHARMACY SERVICES ADMINISTRATIVE ORGANIZATIONS (Januan 2013), available at
https:!/nv.w.gao.goVassets/660!65 1631 .pdt’.

‘53 hi. at 24-25.

‘“NC’, S.’areBd. ofDcnra(Evanirs, 135 S. Ct. at 1112. 1i’J riUii J
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are not allowed to “participate” (take part in or to have or share responsibility for action of the
Board, through approval, disapproval, decision, or recommendation of the Proposed Rule) in a
“transaction” involving the Board (this rulemaking proceeding, which the Board members show
[mow they have a direct interest for the reasons set forth above).

In addition, La. R.S. 42:1112(B) prohibits a “public servant” from “participating” in a
“transaction involving the governmental entity which, to his actual knowledge, certain persons
have a “substantial economic interest”, including any “person” in which he has a “substantial
economic interest” of which he may reasonably be expected to [mow; any “person” of which he
is an officer, director, trustee. partner. or employee any “person” who is a party to an existing
contract with such public servant; any legal entity in which the “public servant” exercises control
or owns an interest in cxcess of twenty-five percent; any legal entity who owes any thing of
economic value to such “public servant”; and to any legal entity in which the “public servant”
exercises control or owns an interest in excess of twenty-five percent, and who by reason thereof
is in a position to affect directly the economic interests of such “public servant”. For all the
reasons discussed above, Board members, who are “public servants”, have significant economic
interests (interests which are of greater benefit to the Board members or other persons affiliated
with Board members than to a general class or group of persons) in the regulation of PBMs.
Sixteen out of seventeen of the members of the Board are pharmacist who will benefit from the
Board’s regulation of PBMs. whether through favorable or unfavorable regulaton actions taken
against PBMs.

Aside from the Board being prohibited from regulating PBMs due to the Foregoing
statutory provisions, the Board members are expressly prohibited from doing so pursuant to the
plain language of La. R.S. 42:1112(D), which states that no member of a board shall
“participate” or be interested in any “transaction involving the agency” when a violation of this
Part would result. For the reasons discussed above, the Board’s regulation of PBMs would result
in inherent conflict of interests, and thus, violate the provisions of La. R.S. 42:1 112.
Accordingly, La. R.S. 42:1112(D) clearly prohibits the Board from engaging in the instant
rulemaking proceeding,

For these reasons, a Board member is likely to have a personal substantial economic
interest that would impair his partiality in regards to regulating PBMs. Because 16 of the 17
members of the Board are prohibited by La. R.S. 42:1112 from participating in a discussion or
vote pertaining to the Proposed Rule, the Board is unable to achieve a quorum to conduct
business and facilitate the enactment of the Proposed Rule. La. R.S. 42:1112(C) requires every
Board member to disqualify himself or herself from this rulemaking proceeding due to the
inherent conflicts of interests that would arise from this Board’s regulation of PBMs.
Accordingly, the ethical constraints governing the Board members prohibits them from being
able to take further action in this matter, and thus, the Board should terminate this rulemaking
proceeding.

E. ERISA and the Medicare Part B Preempt the Proposed Rule Insofar as It
Regulates PBMs Sen’ieing ELUSA and Part D Plans.

iri ‘r ‘“°J Jjj
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In structurally similar express preemption provisions, ERISA’6 and Medicare Part D’57
preempt state law that “relates to” ERISA and Pan D plans. In Phann. Care Mgmt. Ass ‘ii v
Rutleclge.’8 the United States Court of Appeals for the Eighth Circuit very recently held that
both of these federal statutes preempted an Arkansas law that regulated prices negotiated
between PBMs and pharmacies and allowed pharmacies to decline to dispense covered
prescription drugs. notwithstanding the terms of PBN4-pharmacv contracts.

The Eighth Circuit affirmed the district courts determination that the Arkansas statute
was preempted by ERISA. citing a previous case in which the court held that an Iowa statute was
preempted by ERISA because it “both explicitly and implicitly referred to ERISA by regulating
the conduct of PBMs administering or managing pharmacy benefits, and also had a connection
with ERISA.’’’1

In addition, the Eighth Circuit reversed the district court’s determination that the
Arkansas statute was not preempted by Medicare Part D. Federal law sets a standard governing
“negotiated prices” between plans and pharmacies, See 42 U.S.C. § 1395w-102. and the
Arkansas statute’s efforts to change the pricing model” between PBMs and pharmacies acted
with respect to that standard.’6° In addition, the Eighth Circuit concluded that that the decline-to-
dispense provisions in the statute acted “with respect to” federal standards governing pharmacy
access because pharmacies that decline to dispense. in effect, become “out of network.”’6’ The
court stressed that while the Arkansas statute “actually interfere[dj” with the federal standard,
that is “more than is required for preemption.”’62 If state law “merely acts ‘with respect to’ the
standard, it is preempted.”63

Applying Rutledge, Supreme Court decisions relied upon by Rutledge, and Center for
Medicare (“CMS”) guidance, is clear that both ERISA and Medicare Part D would preempt the
Proposed Rule in regards to qualifying plans should the Proposed Rule be adopted by the Board.
First, the Proposed Rule has an impemiissible “reference to’ both ERISA and Medicare Part D

° ERISAs preemption provision provides: “[Tjhc provtston oft/its subchapter and subchapter Ill s/ia/I supersede
an and all Slate Iawc insofar as they may now or hereafter relate to mn employee benefit plan described in section
1003(a) of this title and not exempt under section 1003(b) oflhis title.” 29 U.S.C. § 1114(a) (emphasis added).

“ Medicare’s preemption provision provides: “The standards established under 1/its part shall supersede ant’ State
law or regulation (other than State licensing laws or State laws relating to plan solvency) with respect to [Pair DJ
plans which are offered by [Pan D] organizations under this part.” 42 U.S.C. § 1395w-26(b)(3), 1395w-I 12(e)
(emphasis added).

‘ Pharm. Care A!gmr. Ass ‘ii v. Rutledge. 2018 U.S. App. LEXIS 15487 (8th Cir. June 8, 201 8).

Id at 6. citing Plianu. Care Mgmt sit t Gerhart, 852 F.3d 722 (8th Cir. 2017).

hi. at *9

‘‘‘ Id at * I.

62 Id.
1

63

rr9 r r1fl

J p.C. Ll



Malcolm J. Broussard June 25, 2018
Page 34

plans because it refers to Thealth benefit plan sponsor” and -‘other third-party paver” (terms
which necessarily include ERISA and Part D benefit plans) in § 2473(A).

Second, the Proposed Rule also has an impermissible “connection with” with both
ERISA and Part D plans because it purports to allow the Board to regulate activities that involve
the structure and administration of plans far removed from pharmacy practices, including
developing plan formularies, utilization management. administration of prescription drug
management programs, processing authorization requests, processing claims, and adjudicating
appeals of reimbursement decisions. In other words, the Proposed Rule seeks to regulate PBMs
(and by extension, the ERISA and Medicare Plans they service), not pharmacies.

The Proposed Rule is not saved from Medicare Part D express preemption by that
provisions exception for “State licensing laws.” That exception only applies to state law that
licenses Medicare plans. See 42 U.S.C. § 1395w-26(b)(3), 1395w-I 12(g). The Proposed Rule
licenses PBMs. Moreover. CMS has recognized that the licensing law exception is “limited to
State requirements for becoming State licensed, and do not extend to any requirement that the
State might impose on licensed health plans[.j” CMS, Medicare Managed Care Manual, oh. 10, §
30.1. The exception does not allow states to impose substantive requirements on PBMs that
service Medicare plans.

Finally, we note that DOl has recognized that because of express preemption. it lacks
authority to regulate PBMs servicing Medicare Part D plans.’61 If DOl lacks such authority
because of preemption, then surely the Board does as well.

In sum, any regulations that are enacted pursuant to the adoption of the Proposed Rule
would have no authority over qualifying ERISA and Medicare Part D health plans. Accordingly,
the Board should refrain from adopting the Proposed Rule given that the Board will be
significantly limited in its ability to enforce the provisions of the Proposed Rule.

F. Pharmacy Benefit Managers Arc Already Sufficiently Rcgulated By the
Louisiana Department of Insurance.

As explained above, for ten (10) years now PBMs have been regulated by DOI pursuant
to La. R.S. 22:1657. DOT’s regulatory authority over PBMs has been consistently recognized by
the legislature, even as recently as the 201$ Regular Session, through various legislative
amendments that have been made to the Insurance Code statutes that apply to PBMs.” There
has never been !Y indication that DOl’s regulatory authority over PBMs is insufficient, nor has
there ever been Qlli.’ indication that the legislature, DOl, or any other state agency has determined
that regulation of PBMs by the Board of Pharmacy is warranted. Again, the AG Opinion, which
admittedly was formed without knowledge of the pertinent facts, does not suffice as a valid

‘ See DOI Advisory Letter 2016-01 (July I, 2016), available at https:Hwww.Idi.la.govidocs/default
source/documents!Iegaldocs!advisoryletters/a120 16-01-cur-applicabilityproviderfee.

165
Acts 2008. No. 386. § I; Accs 2009, No. 99, § 1.2: Acts 2011, No. 94, § I: Acts 2018, No. 317, § I: Acts 2018,

No. 423, § I.
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authoritative endorsement of Board regulation over PBMs. Accordingly, there is no need for the
Board to regulate PBMs as they are already sufficiently regulated by DOl.

V. Conclusion

The public health, safety, and welfare of consumers are best served when PBMs are not
subjected to a regulatory landscape that discourages competitive pricing and creates a scenario
wherein Board members regulate market competitors. This is especially true in the instant
matter, whereby Board members stand to derive benefits regardless of whether they take
favorable or unthvorable regulatory actions against PBMs. For all the reasons set forth herein.
PCMA respectfully opposes the Board’s promulgation of the Proposed Rule and requests that
this rulemaking proceeding be terminated.

We remain,

Sincerely yours,

ADAMS AND REESE LIP

Robert L. Rieger. Jr.
Grant J. Guillot

Aitonievs for the Phainiaceinical Care
Alanageinen! .1ssocraiion

RLlVgjg

Ce: The Honorable Jeff Landry
The 1-lonorable James J. Donelon
The Honorable Frank A. l-loffmann
The Honorable Fred H. Mills, Jr.
The Honorable John R. Smith
The Honorable Kirk Talbot
Matthew F. Block
Korev I Iarvev
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LOUISIANA HOUSE OF REPRESENTATIVES

5Th3 Ilooper Road Suite B Commerce
Baton Rouge, L 70S11-242D Insurance
Email: iordanc(i Icniq.l:t”ov Agriculture, Forestry, Aquaculture and Rural Development

Phone: 225-359-9450 Select Conimittee on Homeland Security
Fax: 225-359-9453

Louisiana Legislative Black Caucus, Secretary
Capital Region Isgisiativc Delegation

Louisiana Rural Caucus
Democratic Cat,cut

State Representative District 29
June 22, 2018

Ms. Tara isa Koslov .Yent r’i email tkoslovftc.gov
Acting Director, Offlce of Policy Planning
Federal Trade Commission
600 PennsvlvaniaAvenuc NW
Washington, DC 20580

Re: Louisiana Board of Pharmacy Regulatory Project 2018-1 — Pharmacy Benefit Managers
Notice of Proposed Rulemaking (LAC 46:L11I.2471 through 2477)

Dear Ms. Koslov:

I am writing to request that the Federal Trade Commission (“FTC”). or its staff, provide its views on the anticipated
anticompetidve effects ofa proposed rulemaking by the Louisiana Board of Pharmacy (“SOP”) that would — among other
things — assert regulatory authority over Pharmacy Benefit Managers (LtPBM5t!) A Notice of intent— published in \r01 44
No. 5 of the May 20, 2018 edition of the Louisiana Register, (enclosed) — would grant the BOP regulatory’ authority over
PB Ms.

The proposed rules would tequire PBMs to: (I) obtain SOP issued licenses before conducting operations; and (2) disclose
information that constitutes confidential information and/or trade secrets upon demand from the BOP.

Concerns have been raised that this new regulatory regime — complete with investigative and enforcement powers — would
duplicate a regulatory regime currently enforced by the Louisiana Departnient of Insurance. AdditionaHy, this new
regulatory regime appears to pose a conflict of interest and could negatively impact the competitive nature of the pharmacy
sector; leading to an increase in the cost of pharmaceutical benefits for employers, insurers, and; ultimately, the citizens of
Louisiana.

I understand that the FtC has noted in the past that similar legislative and proposed rulemaking provisions in Mississippi
would have the unintended consequence of decreasing competition and raising drug prices for consumers. Therefore, I
am requesting that the FEC examine the Louisiana SOP rulemaking to determine whether the proposed administrative
action is anti-competitive and will likely result in the increased cost of pharmaceutical care for Louisiana consumers.

Thank you for your attention to this matter. if you have any additional quesuons, please feel free to contact my office via
email at iordane(legis.la.gov.

Sincerely’,

LouIsIana StatR.cptesauve
District 29, Baton Rouge IEnclosure: Notice of Intent

JUN25 .
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Iouttana ioarb of 3jarmacp
3388 Brentwood Drive

Baton Rouge, Louisiana 70809-1700
Telephone 225.925.6496 — Facsimile 225.925.6499

tw.pharmacy.Ia.qov — E-mail: lnfoeâlpharmpcy,ipgov

May 11,2018

Senator John A. Mario, Jr, President
Louisiana Senate —

P0 Box 94183 Via Email: APA.SenateP(esident.als.b.ppv
Baton Rouge, LA 70804-9183

Electronic Mail — Delivery Receint equested

Re: Report No. I of 3 for Regulatory Project 2018-1 — Pharmacy Benefit Managers

Dear Senator Mario:

The Board has initiated the rulemaking process to adopt a new subchapter of rules relative to the
licensure and regulaton of pharmacy benefit managers. The proposed rule will require pharmacy benefit
managers operating within the state of Louisiana to obtaIn a pharmacy permit from the Board of Pharmacy
and comply wfth the Boards rules relative to certain of their activities construed to be withIn the practIce of
pharmacy. in connection with this regulatory project, you should rind the Ioflowing documents In this
packet:

• Notice of Intent
• Proposed Rule
• Family Impact Statement
• Poverty impact Statement
• Provider Impact Statement
• Regulatory flexibility Analysis
• Solicitation of Comments
• Fiscal & Economic Impact Statement

As indicated in the sollcitaticn, we will convene a public hearing on June 25,2018 to receive public
comments and testimony on this proposed ruie. We will summarize those comments and our responses
thereto In cur next report to you. In the event you have any questions or need additional information,
please contact me directly at mbroussardharmacv.la.gov or 225.925.6481.

For the Board:

Matcoim J Broussard
Executive Director

cc: Chair, Senate Health & Weifare Committee
Via Email: APA.S-H&WeIeCiSJD.QQV

Speaker, Hotise of Representatives
Via Email: AP&HouseSoeakenWieolsIa.oov

Chair, House Health & Welfare Committee
Via Email: APA.H-HWWIegis.b.pov

Director, Community Outreach Services, La. Economic Development
Via Email: PaI.Wittv@la.gov

Editor, Lcuisiane Feplater
Via Email: Req.Submissiont?ia.gov I

Reference Pile I
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Notice of Intent

Department of Health
Board of Pharmacy

Pharmacy Benefit Managers (LAC 46:L11I.2471 through 2177)

In accordance with the provisions of the Administrative Procedure Act (La. R.S. 49:950 erseq.) and the
Pharmacy Practice Act (La. KS. 37:1161 at seq.), the Louisiana Board of Pharmacy hereby gives notice of its intent
to promulgate new rules for the licensing and regulation of pharmacy benefit managers, more specifically
Subchapter F — Pharnsan Benefit !aiugers of Chapter 23— Limited Sen’ice Providers.

-
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Louisiana Administrative Code

Title 46— Professional and Occupational Standards

Part LIII: Pharmacists

Chapter 24. Limited Scn’ice Providers

Subchapter F. Pharmacy Benefit Managers

247l. Definitions
A. The Thilowing terms shall have the meaning ascribed to them in this Section:

1. ‘Hea!th insurance plan”means an individual or eroupslan or program, whether commercial.
self-insured,_or_mandated or sponsored by any federal state, or local gommcnt, which is
established by contract, certificate, law, plan. policy, subscriber agreemept, or by any other
method and which is entered into, issued, or offered for the purpose of açranging for, delivering.
pavine for. providing, or reimbursing any of the costs of health or medical care, including
pharmacy services, drugs, or devices.

2. ‘Thannacy benefit ,nanagement plan” or “phannacv benefits yrogrwn” means a plan or program
that pays for. reimburses, covers the cost of: or other-wise provides for pharmacist services or
druns or devices to individuals who reside in or are employed in Louisiana.

3. “Pharmacy benefit manager” or “PBif” means any person or other entity who administers the
prescription drug or device program of one or more health insurance plats on behalfof a third
party_in_accordance with a oharmacy_benefitoaram. This term includes any agent or
representative o(pharmacv benefit manager, lured or contracted by the pharmacy benefit
manager to assist in the administering of the drue program.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.
HISTORICAl. NOTE: Promulgated hv the Department of Health, Board of Pharmacy,jfl

S2473. Pharmacy Benefit Manager Permit: Activities; Prohibitions
A. Any pharmy,jenefit manager who, pursuant to a contract or under an employment ralationship with

a carrier. health benefit plan sponsor, or other third-pam’ paver, either directly or throuch an
intermediary, manages thc drug or device coveraae or other pharmacy benefits provided by the carrier,
plan sponsor, or other third-party paver. shall be permitted by the board.

B. A pharmacy benefit manager permit shall authorize the permit holder to administer pharmacy benefi;
management services.

C. Pharmacy benefit management services include, but arc not limited to:
I. Detelopment, maintenance, and/or administration of drug fonnularies:
2, Development, maintenance, and1or administration of step therapy procedures:
3. Development, maintenance, and/or administration of utilization managetnent nnd utilization

reviews:
4. Development, maintenance, and/or administration of drug regimen revie%vs;
5. Development, maintenance, and/or administration of quality care dosing scn’ices:
6. Development, maintenance, and/or administration of prescription drug rtanagement programs and

the contracting with pharmacies for same:
7. Development, maintenance, and/or adminktration of disease management programs;
8. Administration, processing, and/or payment of claims for orescdotion,pgs;
9. Processing_of prior authorization requests;
10. Adjudication of appeals and/or grievances related to prescription drug cveraee; and
II. Any other act, service, operation, or transaction incidental to or forming a part of the

compounding. fillins. dispensine. exchanging, giving, offering for sale, pr selling druos,
medicines, poisoas or devices in this state by pharmacists or ohannacies. pursuant to a
prescription or an order of physicians, dentists, veterinarians, or other liitensed practitioners.
requiring, involving, or employing the science or art of any branch ofth pharmacy profession,
study. or training.

-i
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ft The provisions ofR.S. 37:1232(A) and Section 2303 of this Part notwithstanSing. the pharmacy
benefit manacer need not hold a resident pharmacy permit in the state in which it is located prior to
anlying for p phpnnacv benefit manager permit. However, should thephggyeneflt manager not
hold a resident pharmacy permit in the state in which it is located, the pharmacy benefit manager shall
be_sub jcct to an inspection by the board or its designated acent. in complianct with the provisions of
R.S. 37:1232(C).

E. The board shall not issue a pharmacy benefit manager permit to any person o other entity which has
not yet registered with the louisiana Secreian of State to conduct business within the state.

F. ‘hen the pharmacy benefit manager permit is issued, it shall be valid only for the owner and specific
location noted on the application and recorded on the permit and the permit shall not be valid for new
premises other than the physical location to which it was issued.

G. A pharma:v benefit manager nermit is not transferable from the original oumr. The permit shall rot
be subject to sale, assignment or other transfer, voluntan or involuntan’. Moreover, in the event the
ownership of the pharmacy benefit manager changes by 50 percent or more after the initial issuance of
the permit. the ownership will be deemed sufficiently different as to require a new pharmacy benefit
manager permit. The continued operation of a oharmacv benefit manager peçmit after its ownership
has changed b’ more than 50 percent shall constitute sufficient basis for the board to issue a finding for
the operation ofa pharmacy benefit manager tvithott a valid permit, in violaon of R.S. 37:124]
(AWl2\.

H. Any pharmacy benefit manager may request an exemption from the requirement of this Section.

AUTHORiTY NOTE: Promulgated in accordance with R.S. 37:1182.
HISTORICAL NOTE: Promuleated by the Department of Health, Board of Pharmacy. LR

S2475. Licensing Procedures
A. Application for Initial Issuance of Permit

I. The hoard shall develop an application form suitable for the pharmacy benefit manager permit.
The board may revise that application form on its own initiative in orderto collect the information
it deems necessary to properly evaluate an applicant.

2. The board shall not process applications received by facsimile, or that a incomplete. or
submitted with the incorrect fee.

3. Once received by the hoard, an application for the permit shall expioe year thereafter. Fees
attached to an expired application shall be forfeited by the applicant and deposited by the board.

4. In the event any information contained in the application or accompanying documents changes
after being submitted to the board and before the issuance of the permit, the applicant shall
immediately notify the board in writing and provide corrected information.

5. The applicant may be required to personally appear before the hoard or one of its committees orjr
to any decision on the permit noolication.

6. Uoon approval of tijpplication. the board shall issue the pharmacy benefit manager permit to the

applicant.
B. Application for Renewal of Permit

I. All pharmacy benefit manager permits shall expire at midnight on August31 of eveR’ year,
regardless of the date of its initial issuance,

2. Thy board shall not process applicafiops received by facsimile, or that are incomplete, or
submitted with the incorrect fee.

3, In the even: the pharmacy benefit manager does not submit a properly completed renewal
application and fee to the board prior to the expiration of the permit, the permit shall he rendered
null and void. A pharmacy benefit manager shall not operate with an expired octmit. The
contintted operation of a pharmacy heneftt manacer with anired penak shall constitute
sufficient basis for the board to issue a finding for the operation of a pharmacy benefit manager
without a valid permit, in violation ofR.S. 37:12411AW12).

4. An application for the late renewal of an expired pharmacy benefit man*ger permit that is received
in the board office no later than 30 days afier the expiration date of the Øermit may be processed
by the board office provided the appropriate delinquent fee authorized in R.S. 37:1184 is included
with the application.

5. A.,parmacv benefit manager permit not renewed by 30 days after the e*pimdon date shall be
automatically terminated by the board.

6. An application for the reinstatement of a terminated pharmacy benefit manager penal; shall be
referred to the board’s r&nsta:ement committee for its consideration.
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C. Application for Reinstatement of Lapsed. Suspended, or Revoked Permit
I. The applicant shall complete the application font for this specific purpose supplied by the board
2. The application shall be accompanied by the paYment of the permit fee. delinquent renewal fee,

and reinstatement fees authorized in KS. 37:1184.
3. Upon the receipt of a properly completed application form and fee, the board staff shall refer the

application to the board’s reinstatement committee for its consideration and shall notify (he
applicant of the time and place for the committee meeting.

ID. Maintenance of Permit
1. A pharmacy benefit manager permit shall be valid for [he entity to whom it is issued and shall not

be subiect to sale, assignment or other transfer. voluntary or involuntary, nor shall the permit be
valid for any premises other than the business location recorded on the permit.

2. Upon receipt ofa written request and payment of the fee authorized in KS. 37:1184, the board
shall issue a duplicate or replacement permit to the applicant; however, such duplicate or
replacement permit shall not serve or be used as an additional or second permit.

3. Prior to any change in the location of a pharmacy benefit manager, the owner of the permit shall
submit an application form for that purpose supplied by the board and pay the appropriate fee
authorized in R.S. 37:1184. The board may req&re an inspection of the tiew location prier to the
issuance of the permit for the new location. The operation of a pharmacy benefit manager in a
new Incation not approved by the board shall constitute sufficient basis for the board to issue a
finding for the operation ofa pharmacy benefit manager without a valid permit, in violation of
R.S. 37:1241(Ay12).

4. In the event the pharmacy benefit manager contemplates permanent closure of the pharmacy
benefit manager business, the owner of the permit shall notify the board, in writing. 10 days prior
to the anticipated date of closure and surrender its permit.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.
HISTORICAL NOTE: Promulgated by the Department of Health. Board of Pharmocv, Lit

S2477. Applicable Laws and Re2ulations; Sanctions
A. Any pharmacy benefit management service of a pharmacy benefit manager that adversely affects or

impairs the health. safety, and welfare of a person who is a beneficiary of the nharmacv benefit
proaram administered by the pharmacy benefit manager and who resides or works in this state or
directly impairs the ability of a pharmacist or pharmacy to compound, fill, dbpense. exchange, give,
offer for sale, or sell drugs, medicines, poisons or devices to any such person shall be deemed a
violation ofR.S. 37:1241(Ayl\ as well as a violationofanyother applicable provisions ofKS.
37:124 1(A. providine cause for the board to take any of the actions permitted in R.S. 37:1241.
Further. Louisiana pharmacy laws shall be applicable to reaulatign of the practice ofphannpcv for that
portion of the permitted pharmacy benefit manager’s Louisiana pharmacy practice or operation.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182,
HISTORICAL NOTE: Promulgated by the Department of Health, Board of Pharmacy, LR
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FAMILY L’vWACT STATEMENT
FOR AD?vIINISTRATIVE RULES

In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a flimily
impact statement on the nile proposed for adoption, repeal, or amendment. The following statements will be
published in the Louisiana Register with the proposed agency rule.

1. The effect on the stability of the family.

The proposed rule will have no effect on the stability of the family.

II. The effect on the authority’ and rights of parents regarding the education and supervision of their children.

The proposed rule will have no effect on the authority and rights of parents regarding
the education and supervision of their children.

Ill. The effect on the functioning of the family.

The proposed rule will have no effect on the functioning of the family,

IV. The effect on family earnings and family budget.

The proposed rule will have no effect on family earnings or family budget.

V. The. effect on the behavior and personal responsibility of children.

The proposed rule will have no effect on the behavior and personal responsibility of
children.

VI. The ability of the family or a local government to perform the function as contained in the proposed rule.

The proposed rule will have no effect on the ability of the family or a local government to
perform the activity as contained in the proposed rule.

flfl
to



POVERTY IMPACT STATEMENT
FOR ADMTNI.STRATI VE RULES

In accordance with Section 973 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a poverty
impact statement on the rule proposed for adoption, repeal, or amcndment.

1. The effect on hotisehold income, assets, and financial security.

The proposed rule will have no effect on household income, assets, or financial security.

II. The effect on early childhood development and preschool ihrouah postseconda education development.

The proposed rule will have no effect on early childhood development or preschool
through postsecondary education development.

UI. The effect on employment and workforce develapmcnt.

The proposed rule will have no effect on employment or workforce development.

IV. The effect on taxes and tax credits.

The proposed rule will have no effect on taxes or tax credits.

V. The effect on child and dependent care, housing, health care, nutrition, transportation, and utilities
assistance.

The proposed rule will have no effect on child and dependent care, housing, health
care, nutrition, transportation, or utilities assistance.

-
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PROVIDER IMPACT STATh\IENT
FOR ADMINISTRATIVE RULES

In accordance ith House Concurrent Resolution No. 170 of the Regular Session of the 2014 Legislature, there is
hereby submitted a provider impact statement on the rule proposed for adoption, repeal, or amendment. This will
certify the acency has considered, tsithout limitation, the followina effects on the providers of services to
individuals with developmental disabilities:

I. The effect on the staffing level requirements or qualifications required Lo provide the same level of service.

The proposed rule will have no effect on the staffing level requirements or the
qualifications for that staff to provide the same level of service.

II. The total direct and indirect effect on the cost to the provider to provide the same level ofsen’ice.

The proposed rule will have no effect on the total direct or indirect costs to the provider
to provide the same level of service.

lIT. The overall effect on the ability of the provider to provide the same level of service.

The proposed rule will have no effect on the ability of the provider to provide the same
level of service.

1
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REGULATORY FLEXIBILITY ANALYSTS
FOR ADMINISTRATIVE RULES

In accordance with Section 965 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a regulatory’
flexibility analysis on the rule proposed for adoption, repeal, or amendment. This will ccni’ the agency has
considered, without limitation, each of the following methods of reducing the impact of the proposed rule on small
businesses:

I. The establishment of less stringent compliance or reporting requirements for small businesses.

The proposed rule requires pharmacy benefit managers to obtain a pharmacy permit
from the Board. There are not specific reporting requirements. However, the proposed
rule does provide that any pharmacy benefit manager that adversely affects or impairs
the health, safety, and welfare of a person who is a beneficiary of the pharmacy benefit
program administered by the pharmacy benefit manager, or directly impairs the ability of
a pharmacist or pharmacy to compound, fill, dispense, exchange, give, offer for sale, or
sell drugs, medicines, poisons, or devices to any such person shall t deemed to have
violated the Louisiana Pharmacy Practice Act and shall be subject to the disciplinary
sanctions authorized by that same act.

II. The establishment of less stringent schedules or deadlines for compliance or reponinn requirements for
small businesses.

There are no specific reporting requirements in the proposed rule.

III. The consolidation or simplification of compliance or reporting requirements for small businesses.

There are no specific reporting requirements in the proposed rule.

IV, The establishment of performance standards for small businesses to replace design or opentional standards
required in the proposed rule.

There are no design or operational standards required in the proposed rule.

V. The exemption of small businesses from all or any part of the requirements contained in the proposed rule.

There are no exemptions for small businesses.
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SOLICITATION OF COvDSENTS

Interested persons may submit %Titten comments, via United States Postal Service or other mail carrier, or in the
alternative, by personal deliver), to Malcolm 3 Broussard, Executive Director, Louisiana Board of Phamiacy, 3388
Brcnnvood Drive, Baton Rouge, Louisiana 70809-1700. He is responsible for responding to inquiries regarding this
proposed rule. A public hearingon this proposed rule is scheduled for Monday, June 25, 2018 at 9:00 am. in the
Board office. At that time, all interested persons will be afforded an oppommity io submit data, views, or
arguments, either orally or in writing. The deadline for the receipt of all comments is 12:00 noon that same day.

Malcolm 3 Broussard
Executive Director
Louisiara Board ofPhamiacy
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FISCAL AND ECONOMIC IMPACT STATEMENT
FOR ADMINISTRATWE RULES

Person Preprmg Malcolm!. Broussard Dept.: Health
Statement: Executive Director

Office: Board of Pharmacy
Phoce: (225) 925-648!

Title: Pharmacy Benefit Managers
Return Address: 338€ Breotwood Drive

Baton Rouge, LA 70809 Effective Date of Rule: Upon promulgation
Oct 20, 2018 (est.)

SUMMARY
(Use comletc sentences)

In accordance with Section 953 of Title 49 orure Louisiana Revised Statutes, there Is hereby submitted a fiscal .nd
economic bnpact statement or the mis proposed for adoption, repeal or amendment THE FOLLOWING
STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBUSHED IN
WE LOUISIANA REGISTER WiTh T7{P PRnpftcrD AGENCY RULE.

1. ESTIMATED IM?LENENTATJON COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS
(Sunun.q)

The proposed rules will increase self-generated expenditures for the Louisiana Board of
Pharmacy (LBP) by an estimated $214,500 beginning in F? 19 and in subsequent fiscal years.
The proposed roles establish a new type of pharmacy permit for pharmacy benefit managers
(PBMs) in order to regulate the activities of PBMs that are conswued as the practice of
pharmacy.

The Board anticipates inspecting PENIs annually. To accomplish annual inspections of PBMs,
LBP anticipates hiring one additional pharmacist compliance officer at a cost ofSl 66,500
annually ($111,000 salary and $55,500 related benefits) to supplement the six current
compliance officers and carry out the annual inspections. LEP anticipates licensing and
inspecting 40 PEMs annually, with inspection costs totaling an estimated £48,000. Anticipated
costs for an individual inspection total S 1,200 and include expenditures for travel ($500), lodging
($400), and meals and ground transportation for three days (5300). LBP anticipates the
aforementioned inspection costs because all PENIs conducting business in Louisiana are located
out-of-state. Furthermore, LBP may incur additional expenditures to conduct complaint-related
investigations of PBMs. The expenditures associated with complaint-related investigations of
PBMs is indeterminable and dependent upon he number of complaints received in a given year.

in addition, LBP hos anticipated printing expenditures of S1000, including $500 for the Notice
of Intent in FY18 end £500 for the Final Rule inFY 19.

The proposed rules will not result in any additional expenditures or savings for local
governmental units.

B. ESTLMATEO EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS
(Sum.nrj)

The proposed roles will result in an initial self-generated revenue increase of$6,000 in FY 19
that will reduce to a $5,000 self-generated revenue increase beginning in FY20 and in
subsequent years. The LBP anticipates licensing 40 PBMs beginning in F? 19. The existing fee
for an initial pharmacy permit is $150 and the annual renewals have an associated fee of$125.
With an assumption of 40 such entities seeking a permit, the Board anticipates up to $6,000 in
F? 19 (40 permits at $150 initial permit fee) and 55,000 per year thereafter (40 parolEs at S 125
pennit renewal fee).

Furthermore, e LBP may realize additional self-generated revenue collections as a result of
PBMs being subject to fines up to 55,000 per offense to the extent they are found to be in
violation of the Board’s laws and regulations. Any revenue fi-om this source is currently

Page 1 ofi
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indeterminable and dependent upon PBMs committing violations and being fined as a result.

LBP does not anticipate any revenue collections for other slate or local governmental units.

Ill. ESTIMATED COSTS flit/OR ECONOMIC BENEFITS TO DmECThY APEECTED PERSONS OR NON
GOVERNMENTAL GROUPS (Sunn7)

The proposed mies will increase agegate expenditures for PBMs conducting business in
Louisiana by an estimated $6,000 in Fl’ 19 and by $5,000 in subsequent fiscal years. PBMs
operating in Louisiana will be subject to an initial $150 permit fee in F? 19 and a $125 permit
renewal fee in subsecluenc fiscal years. With an assumption of 40 such entities seeking a
credential, the Board anticipates ?BMs’ costs to be $6,000 in FY I 9 (40 permits at SI 50 initial
permit fee) and $5000 per year thcrcaftcr (40 permits at $125 permit renewal fee).

N. ESTIMATED EFFECT ON COMPETOM AND E?.LOThtENT (Sununmy)

The proposed nile will not affect competition oremploytnent.

____________

& thw/ 4ovier
StgsilunorAgemcy Head orDesisxe LegslativeFisal Officer orDigr/f

Malcolm J Broussard, FecUive DIrector

__________________________________

Typed Name md Tide ofAgencyflemdorncsffinee DaenfSlgziature

May10. 2018
Date of Signature
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FISCAL AND ECONOMIC IMPACT STATEMENT
FOR ADMTMSTRATWE RULES

The following Information is required In order to assist the Legislative Fiscal 0(11cc in kg review of the fiscal and
economic impact statement and so assist the appropriate legislative oversight subcommittee in its deliberation on the
proposed nile.

A. Frovidc a brief summasy of the content ofthe nile (ifpnposed foradaption, orrepeal) or a brief summery ofthc
change in the rule (ifprcposed for a.’nendnene). Attach a copy of the notice of blent and a copy of the nile
proposed for initial adoption or repeal (or, in the case of a nile change, copies of both the cunent and proposed roles
with amended porticns indicated).

The Board proposes to establish a new type of pharmacy permit for phannacy benefit managers (PBM5) and
to regulate that portion of their activities which arc coastated os the practice of pharmacy.

B. Summarize the circumstances that require this action. If the Action is required by federal regulation, attach a copy
of the applicable reguation.

The Board determined that some of the practices of PBMs am construed as the practice of pharmacy. The
Pharmacy Practice Act authorizes the Board to license and regulate the practice of pharmacy within, or for
the benefit of residents within, thn 5ite.

C. Compliance with Act II of the 1916 First Extraordinary Session:
(I) Will thc proposed role change result in any increase in the expenditure of hinds? If so, speci& amount and

sowee of hind rig.

The Board has allocated $00 eacb for printing the Notice of Intent and the Final Rule. The Mississippi Board
of Pharmacy, which has a registration requirement for pharmacy benefit managers operating id that stale,
recently reported 44 such entities have registered with that agency. The Louisiana Board estimates
approximately 40 pharmacy benefit managers would be eligible for and seek the required pharmacy permit
and that none of them are located within thc state of Louisiana LET’ estimates the need for ono additional
pharmacist compliance officer, at a cost ofSl66,500 per year. LBP estimates the cost of an inspection to be
$1,200, for a total of 548,000 per year for 40 permits. Additionai site visits may be required in connection
with complaints against the pharmacy benefit manager. Since LBP has no basis to estimate the number of
complaints, the Board has no way to estimate the expenditures resulting from such additional site visits. The
Board operates on self-generated hinds.

(2) If the answer to (I) above Is yes, has the Legislature specifically appmptinted the (1mds necessary for the
associated expenditure increase?

(a) — Yes. 1! yes, affect, documentation.
(b) ...X_No. If no, pcvidc justification as so why this nile change should be published at this time.

The Board has determined it necessary to license and regulale pharmacy bcncfit managers using us self-
generated hinds.

D. Compliance with Act 820 ofthe 2008 Regular Session
(I) An Identification and estimate of the number of email businesses subject 10 the proposed nile.

Given the criteria in the statutory definition of “small businesses”, LBP is unable to specifically identify
small businesses because the Board does not collect information from pharmacies concerning the number of
employees or any information on sales, net worth, or other financial data. Hnwever, the Board does not
believe that any PBM would qualify as a small business.

(2) The projected reporting, record keepirg, and other administative costs required for compliance with the
proposed role, including the type ofprofassional skills necessary for preparation of the report or record.

The proposed rule does not specify any reeordkceping or reporting requirements. However, to the extent the
ERM engages in any activities construed as the practice of pharmacy, some or all of those pharmacy practice
ncdvities may have recurdkeeping or reporting requirements delineated elsewhere in the Board’s rules.

(3) A statement oithe probable cifect on impacted small businesses.

Since the Board does not believe any PBM would qualify as a small business, LET’ does not anticipate the
proposed nile will have any impact on small businesses.

(4) A desniption of aily less inbusive or less costly alternative methods of achieving the purpose of the
propoted role.

There an no alternative methods for achieving the purpose of the proposed nile.
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FISCAL AND ECONOMIC Rfl’ACr STATEMENT
WORKSHEET

I. A. COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED

I. What Is the anticipated increase (decrease) in costs to implement the proposed action?

COSTS F’? 17-18 F’? 19-19 F’? 19-20
PERSONAL SERVICES 5 0 5166,500 5166,500
OPERATING EXPENSES $ 500 $ 48,600 S 48,000
PROFESSIONAL SERVICES 5 0 $ 0 $ 0
OThERCHARGES 5 0 $ 0 S 0
EQUIPMENT 0 $ 0 $ 0
MAJOR REPAIR 8 CONSTR, S 0 S 0 S 0
TOTAL - $ 500 $215,000 $214,500
POSITIONS (#) 0 1 1

2. Provide a narrative explanation of the costs orsavings shown in “Al”, including the increase or reduction
in workload oradditional paperwork (number of new tanya, additional documentation, etc.) anticipated as
a result of the Implementation of the proposed action. Describe all darn, assumptions, and methods used in
calculating these costs.

The proposed rules will increase self-generated expenditures for LW’ by an estimated $214,500 beginning in
F’? 19 and in subsequent fiscal years. The praposed rules establish a new type of pharmacy permit for
pharmacy benefit managers (PEMs) in order to regulate the activities of PBMs that are construed as the
practice of pharmacy.

The Board anticipates inspecting PBMs annually. To accomplish annual inspections of PBMs, tsp
anticipates hiring one additional pharmacist compliance officer at a cost of S 166,500 annually (5111,000
salasy plus $55,500 related benefits) to supplemeot the six current compliance staff and eaiay out the annual
inspections. LW’ anticipates licensing and inspecting 40 PUMs annually, with inspection costs totaling an
estimated $43,000, Anticipated costs for an individual inspcctioo total $1,200 and include expenditures for
travel ($500), lodging ($400), and meals and oLtnd transportation for three days ($300). The Board
anticipates the aforementioned inspection costs because a majority of PBMs doing business in Louisiana are
located out-of-stata, Furthermore, LU? may incuradditional expenditures to conduct complaint-related
investigations of PBMs. The expenditures associated with complaint-related investigations is indeterminable
and dependent upon the number of complaints received in a given year.

In addition, the Board has anticipated expenditures of $1,000 for the printing of each document; the Notice of
Intent for $500 in FY IS and the Final Rule for $500 in F’? I P.

The proposed rules Will not result in any additional expenditures or savings for local govemmeotal units.

3. Sctstes of finding for implementing the proposed rule or rule change.

SOURCE F? 17-18 F’? 16-19 F’? 19-20
STATE GENERAL FUND $ 0 5160,500 5166,500
AGENCY SELF-GENERATED $ 500 $ 48,500 $ 46,000
DEDICATED $ 0 5 0 $ 0
FEDESALFUNDS $ 0 5 0 $ 0
OTHER (Snedivl S 0 0 $ p
TOTAL S 500 5215.000 5214,500

A. Does your agency currently have sufficient finds to implement the proposed action? If not, how and when
do yvu anticipate obtaining such finds?

The Board has sufficient fimds available to implement the proposed cale.

B. COST SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED

I. Provide an estimate ofthe anticipated impace of she proposed action on local goicmmental units,
including adjusunents in workload and paperwork requirements. Describe all data, assumptions and
methods used in calculating this impact

1 Indicate the source of funding of the local governmental unit that will be affected by these costs or
Savings.

There will be no impnct or cost savings for local governmental units resulting from the proposed mie.

II. EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS
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A. What increase (decrease) in revenues can be anticipated from the proposed action?

EYiil8 FYi&iB FY19-20
STATE GENERAL FUND S 0 S 0 5 0
AGENCY SELF-GENERATED S 0 $ 6,000 $ 5.000
DEDIcATED FUNDS 5 0 $ 0 $ 0
FEDERALFUNDS S 0 5 0 $ 0
LOCALFUNDS S 0 5 0 $ 0
TOTAL $ 0 $ 6.000 $ 5.000

B. Provide a r.axmtive ezptanation of each increase or decrease in revenues shown in “A”. Describe all
data, assumptions, and methoth used in calculating these increases or decreases.

The proposed nuts will result in an initial self-generated revenue increase of $6,000 in FY 19 that will
reduce to a S5,000 self-generated revenue increase beginning in FY20 and in subsequent fiscal years. The
LBP anticipates licensing 40 PBMs beginning in FY 19. The existing fee for an initial pharmacy permit is
$150 and annual renewals have an associated fee of $125. With an assumption of40 such entities seeking a
permit, the Board anticipates up to $6,000 in FY 19(40 permits at $150 initial pcmdt fcc), and 35,000 per
year thereafter (40 permits at £125 peimit renewal ftc).

Furthermore, the LBP may realize additional self-generated revenue collections as a result of PBMS being
subjeel to fines up to 55,000 per offense to the extent they are found lobo in violations of ±e Boasds laws
and regulations. Any revenue from this source is indeterminable and dependent upon PBMs committing
violations and being fined as a result.

LaP does not anticipa:e any revenue collections for other state or local governmental units.

UI. COSTS AND/OR ECONOMIC B!NFFITS TO DIRECTLY AFFECTED PERSONS OR NON.
GOVERNMENTAL GROUPS

A. What penor or non-govemrecnial woups would be directly altected by the proposed aaion? For
each, provide an eshmate and a nereative description of any effect on cons, including wmkJoad
adjustments and additional papenvor (number ofnew (onus, additional deconentation, etc.), they
may have to incur as a result of the proposed action.

The proposed miles will increase agpegate expenditures for PBMs by an estimated 56,000 in F? 19 and
by $5,000 in subsequent fiscal yearn. PBMs operating in Louisiana will be subject to an initial $150
permit fee in FY 19 and a $125 permit renewal ftc in subsequect fiscal years. With an assumption of 40
such entities seeking a credential, the Board anticipates up to $6,000 in FY 19(40 permits at £150 initial
permit fee), and $5,000 per year thereafter (40 petznits at 5725 permit renewal fee).

Also provide an estirr.ale and a nanative de;cripticn of any impact on reeipts and/or income (reverue)
resulting from this m!e nrnile change to these groups.

Tho prcsed nile will have on effect on receipts or revenue.

TV, EFFECTS OM COlWET0M AND EMPWThWWT

1denfi’ and provide euimaes of the impact o!the proposed action on conwetition and employmem untl,e
pct!ic and ptiv,tn sectors. Include a surnrnen of any dat ssissnp4ions and methods used in msking these
estimates,

The proposed nile will not affect competitioo or employment.

—1’ .r ,—, #1i/aL-t J>_..;’
SiØturt of Pge,cy Head or Designee

Malcolm .3 Broussgrd. Ececutive Director
Typed Name and Title of Agency Head or Dcsignec

May 10.2018
Date ofSiwianam
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EXHIBIT

June25,2018 1
Louisiana Board of Pharmacy
Malcolm Broussard, Executive Director
Carl Aron, President of the Board
3388 Brentwood Drive
Baton Rouge, LA 70809

Re: Regulatory Project 20 18-I Pharmacy Benefit Managers

The Louisiana Independent Pharmacies Association, an organization advocating for the interests of more
than 400 independent pharmacies and their patients in Louisiana, writes in support of the proposed revisions to
Title 46, Chapter 24, Subchapter F. This proposed regulation will allow the Louisiana Board of Pharmacy to
issue permits to Pharmacy Benefit Managers (PBMs) engaged in the practice of pharmacy in Louisiana. The
proposed regulation should be adopted and implemented without substantial changes.

As proposed, the regulation is fair and within the Louisiana Board of Pharmacy’s statutory
authority. Likewise, regulation of PBMs by the Louisiana Board of Pharmacy is appropriately focused on the
health, safety, and welfare of Louisiana patients. Based upon the Louisiana Board of Pharmacy’s statutory
authority found in the revised statutes passed by the Louisiana Legislature and the Louisiana Administrative
Code, this proposed regulation focuses on the “practice of pharmacy”, a term defined by the Louisiana Legislature
in La. R.S. 37:1164 (43). Pursuant to La. R.S. 37:1161, et seq, the Louisiana Board of Pharmacy is responsible
for the control and regulation of the practice of pharmacy in Louisiana. (La. R.S. 37:1182.)

These specific statutes, along with others, were considered and analyzed in the August 3, 2017 Louisiana
Attorney General Opinion (La. Atty Gen. Op 17-0076). There, the Louisiana Attorney General opined that some
activities of PBMs constitute the practice of pharmacy, subjecting PBMs to regulation by the Louisiana Board of
Pharmacy. The regulations proposed will be appropriately limited to only those acts. Even then, the proposed
regulation allows PBM to request exemption from permitting by the Louisiana Board of Pharmacy.

In conclusion, the Louisiana Independent Pharmacies Association encourages the Louisiana Board of
Pharmacy to adopt the proposed regulations contained in Title 46, Chapter 24, Subchapter F wherein the Board
would issue permits to Pharmacy Benefits Managers engaged in the practice of pharmacy in Louisiana. We
encourage the Board to adopt and implement the proposed regulation without substantial changes.

We thank you for your work and for allowing our Association, pharmacists, and members of the public
across the state to offer comments on this important regulation.

Sincerely,

Ra dal JShnson
President & CEO

LOUISIANA INDEPENDENT PHARMACIES ASSOCIATION

543 Spanish Town Road, Baton Rouge, Louisiana 70802 (225) 308-2030 Fax: (225) 308-2340 Johnson@LlPAnow.org



‘PHARMACISTS UNITED FOR

_____

TRUTH AND TRANSPARENCY

______

TRUTH .O RG

June 25, 2018

Malcolm J. Broussard
Executive Director
Louisiana Board of Pharmacy
Baton Rouge. Louisiana 70809-1700

Mr. Broussard,

m
Pharmacists United for Truth and Transparency (PUTT), a national, not-for-profit independent pharmacy
advocacy group. respectfully submits the following comments regarding proposed regulation for the
licensure and regulation of pharmacy benefits managers (PBMs) in Louisiana:

Transparency requirements - By design, PBMs are not transparent and create potentially

harmful disruption by organizing various operations in-house. PUTT recommends the Louisiana
Board of Pharmacy require the disclosure of the following information as part of the licensing
process:

Percentage of PBM (or parent company) comprised of pharmacy sales/prescription
dispensing (e.g. retail pharmacy, mail order pharmacy, specialty pharmacy,
compounding)

Percentage of PBM (or parent company) dedicated to other health care services (e.g.
home health care, clinics, etc.)

Fair Maximum Allowable Cost (MAC) practices - PUTT urges the Louisiana Board of

Pharmacy to require. as part of the licensing process, transparency in MAC practices. PUTT
recommends the following questions be incorporated or somehow worked into the licensing
process in order to protect local pharmacies and their patients: What is the process for setting the
pricing on MAC lists? How do MAC reimbursements vary by retailer? How are large retail
pharmacies reimbursed vs. smaller independent pharmacies? How are reimbursement rates for
pharmacies. both PBM-owned and not PBM-owned (retail, specialty, compounding and mail
order)? How do those rates compare to those set for independent pharmacies and pharmacies that
are part of smaller retail chains such as small and medium-sized grocery stores?

Fair MAC Appeals Practice - the process for MAC appeals is often one of the most

discouraging and frustrating processes. and MUST be overseen with rigor and diligence. PUTt

Pharmacists United for Truth and Transparency
326 S. Main Street

Winston-Salem, NC 27101

TruthRx.org

Percentage ofPBM (or parent company) comprised of pharmacy benefits claims

administration



PHARMACISTS UNITED FOR

_____

TRUTH AND TRANSPARENCY

_____

TRUTH PAORG

recommend the following information be required of PBMs seeking licensure in Louisiana:

Average length of time to process a pharmacy’s reimbursement appeal?

Percentage of appeals overturned and if the correction is retroactive and communicated to
all pharmacies in the PBM network

Average number of appeals received on a quarterly basis from all pharmacies in the
PBM’s network by category (eg hospital, specialty, independent, large retail, etc)

Fair audit requirements - some states have begun to regulate the audit process, putting in place
requirements for Fair Audit practices that include timely notification of audits and audit results
returned within 45 days. Does the new licensing law require, or does Louisiana or the Board of
Pharmacy have a provision to protect and assist pharmacies undergoing PBMs audits?

Contracts with hospice and other third party entities - How are hospice and other third party
entities handled under new PBM licensing law? Will the Board of Pharmacy exempt smaller
entities to serve as the pharmacy claims administrator for organizations with less than 20,000
lives (e.g. local pharmacies)?

Rebates, infractions and other reporting requirements - Will the Louisiana Board of
Pharmacy require reporting of rebates associated with patient medications, and/or other transfers
of money between PBMs and entities such as manufacturers, PBM clients or other money flows?
What will be the process for patients, physicians and pharmacies to report infractions or - is that
relevant in the rules?

Finally, while PUTT recognizes that the certain business operations of a pharmacy benefits manager do
not necessarily fall within the Board’s authority to regulate, PUTT firmly believes, and stands for, that
no PBM should be allowed to own or operate pharmacies and should not be allowed to contract with,
or license for the purpose of appearing to own pharmacies. The owning and operating of pharmacies by
PBMs represents a substantial conflict of interest that creates competitive barriers for smaller independent
and community pharmacies and a loss of access for their patients.

PUTT thanks the Board of Pharmacy for its consideration of our comments and, on behalf of our
members, look forward to the resulting new laws and greater oversight of PBMs in Louisiana.

Respectfully,

lu Mahc

Monique M. Whitney. MBA

Pharmacists United for Truth and Transparency
326 S. Main Street

Winston-Salem, NC 27101

TruthRx.org
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Executive Director

Pharmacists United for Truth and Transparency
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Malcolm J. Broussard

-Original Message-
From: Peter Wolfe [mailto:neterwolfebellsouth.netj
Sent: Monday, June 25, 2018 7:41 PM
To: info
Subject: proposed rule for the regulation of PBMs in Louisiana

Dear Malcolm Broussard, and board members,

The PBMs and mail order pharmacy are trying to turn the Prescription into a commodity, as we
all know that it is a professional service that we render to help improve healthcare outcomes
for our patients. Their business plan is to increase their mail order business at the expense
of independent pharmacy.
PBMs need to be controlled and pay a fair reimbursement for our services that we have been
trained to accomplish.

1. PBMs are always offering my patients that I bill through them to switch to their
mail order. This is unprofessional, unethical and should no be allowed to take place. They
only know of these patients because I bill through them. Having their own Pharmacies is a
conflict of interest. Inspire of this tactic my business is growing.

2. MAC prices are almost never corrected the appeal process is a joke the almost never
overturned. They do not reflect the actual price that I pay for my medication. No sure where
they get these erroneous prices.

3. Mail order should have the same regulations the we have to follow. A power outage in
my store and in 2 days my inventory is condemned but Mail Order can ship across the country
10 to 15 day in a hot or cold truck and that is allowed.

4. There is much investigation and proof that PBMs are paying there own stores much
more than they are paying independents they should be barred for these acts. How much proof
of dishonest acts do we need?

Thanks to the Board for your hard work to help the profession and help us to remain in
business. Not too long ago there were 40K pharmacies now only 23K are left. The poor
reimbursements, mail order, and closed networks are closing pharmacies. We need your help.
The time is now to act and show these PBMs that we are a respected profession and prides our
selves in the honest care that we help our patients.

Thanks,

Peter Wolfe Sr. RPh 1961
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 1        MR. ARON:
  

 2                  Good morning.  Today is Monday,
  

 3             June 25, 2018.  The time is 9:15.
  

 4             We're assembled in the Caucus
  

 5             Meeting Room at the Embassy Suites
  

 6             located at 4914 Constitution Avenue
  

 7             in Baton Rouge, Louisiana.
  

 8                  My name is Carl Aron.  As
  

 9             President of the Board I now call
  

10             this Public Hearing to order.  As a
  

11             courtesy to everyone in the room,
  

12             please take time to silence all
  

13             pagers, cell phones and any other
  

14             electronic communication devices.
  

15                  Further, should you find it
  

16             necessary to take a telephone call,
  

17             would you please step outside the
  

18             meeting room to do so.
  

19                  For your safety the emergency
  

20             safety path is through the doors
  

21             into the hallway and left down the
  

22             hallway and through the door leading
  

23             to the front driveway.  For your
  

24             comfort, restrooms are located down
  

25             the same hallway just before that
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 1             door leading to the front driveway.
  

 2                  This Hearing is held in
  

 3             accordance with the Administrative
  

 4             Procedure Act.  As required under
  

 5             Administrative Procedure Act this
  

 6             hearing is pursuant to the public
  

 7             notice and a notice has been
  

 8             properly posted.  There's one
  

 9             regulatory project on agenda for
  

10             this Public Hearing.
  

11                  The Board published its Notice
  

12             of Intent for this regulatory
  

13             project in the May 2018 edition of
  

14             the Louisiana Register.  Further,
  

15             the Board distributed an electronic
  

16             notice of rule making activity on
  

17             May 11, 2018 electronic list of
  

18             interested parties, as well as
  

19             pharmacies, pharmacist, pharmacy
  

20             interns, pharmacy technicians,
  

21             pharmacy technician candidates.
  

22                  As indicated in the notice, the
  

23             Board has convened a Public Hearing
  

24             today to receive comments and
  

25             testimony on the proposal new rule
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 1             relative to pharmacy benefit
  

 2             managers.  The Board will consider
  

 3             these comments and testimony offered
  

 4             today to determine where any
  

 5             revisions to the original proposal
  

 6             rules are necessary.
  

 7                  We will reply to your comments
  

 8             as soon as possible thereafter.
  

 9                  We have a limited number of
  

10             printed copies of the agenda and the
  

11             proposed rule available at the table
  

12             over here to my right.  In addition,
  

13             the proposed rule is available in
  

14             the Public Library section of the
  

15             Board's website at
  

16             www.pharmacy.la.gov, as well as a
  

17             website of Louisiana Register.
  

18                  Prior to making any comments
  

19             today we ask that you sign the guest
  

20             register for this event so we can
  

21             properly address the Board's reply
  

22             to your comments.
  

23                  Please note this Hearing is
  

24             being recorded, so we ask that you
  

25             make comments at the witness table.



6

  
 1                  As indicated in the notice of
  

 2             intent, the deadline for all
  

 3             comments and testimony on this
  

 4             proposed rule is 12:00 noon today.
  

 5                  We're now prepared to receive
  

 6             your comments and testimony.  As you
  

 7             begin your comments, we please ask
  

 8             that you identify yourself and any
  

 9             organization that you may represent.
  

10                  The floor is now open for
  

11             comments.  Will you please state
  

12             your name for the Record?
  

13        MR. RIEGER:
  

14                  Mr. Chairman, members, my name
  

15             is Rob Rieger, I practice law at
  

16             Adams and Reese, 450 Laurel Street,
  

17             19th Floor, Baton Rouge, Louisiana,
  

18             70801.  We proudly represent the
  

19             Pharmaceutical Care Management
  

20             Association.
  

21                  We have carefully reviewed the
  

22             notice of proposed rule making and
  

23             all the elements thereto.  PCMA
  

24             opposes the initiative this Board
  

25             has taken, respectfully that is,
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 1             want to be very sure about that, for
  

 2             many, many reasons.
  

 3                  First and foremost, we've got a
  

 4             comprehensive set of comments coming
  

 5             and I'm not going to bore you with a
  

 6             task of recitation of everything
  

 7             that's in it, Mr. Chair.  Because
  

 8             they are lengthy and they are
  

 9             comprehensive.  They go -- strike
  

10             right at the heart of the thing for
  

11             everything.
  

12                  Two things I want to emphasize.
  

13             First, this Board and I think in a
  

14             very, very wise and considered role
  

15             has not attempted to regulate this
  

16             market competitor at all.  It's
  

17             interesting that the statutes that
  

18             the Board purports to rely on for
  

19             its authority to do that have been
  

20             around for quite a while.
  

21                  Under the doctoral
  

22             Contemporaneous Construction theory,
  

23             if you will, the Board has
  

24             essentially to this point taken a
  

25             hands-off non-regulatory aspect of



8

  
 1             PBM operations, at least those that
  

 2             are not remotely aligned with the
  

 3             traditional role of dispensing and
  

 4             filling medications and other
  

 5             things.
  

 6                  And, again, there is no argument
  

 7             about PCMA or any other PBM comment
  

 8             here, all those things that lie
  

 9             within the traditional domain of the
  

10             practice of pharmacy that this Board
  

11             does not have affect.  All PBM's
  

12             that I'm associated with, all
  

13             members of the association have
  

14             Louisiana licensed pharmacists that
  

15             are part of the aspects of their
  

16             business that are in the traditional
  

17             role.
  

18                  But this rule making tends to go
  

19             a lot further than that and get into
  

20             areas that the Board has
  

21             traditionally chosen and I think
  

22             quite wisely not to regulate.
  

23                  One of the things that we
  

24             emphasize is until this point, the
  

25             Board, under the existing statutory
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 1             authority, has elected not to do it.
  

 2             In part, we believe because the
  

 3             Board probably doubted it had the
  

 4             authority to do it.
  

 5                  I know the Board went and got an
  

 6             Attorney General opinion that was
  

 7             with regard to certain aspects of
  

 8             what PBM's do.  The Attorney General
  

 9             opined that the Board may and
  

10             emphasized the word "may" have the
  

11             ability to do it.
  

12                  Two comments on that.  The
  

13             Attorney General, any Attorney
  

14             General opinion is not, you know,
  

15             does not have the force of law.
  

16             It's just the Attorney General's
  

17             view of what the law may be.
  

18                  Following it I know this Board's
  

19             got its own lawyers and has other
  

20             folks that have been doing things,
  

21             the Board has chosen not to operate
  

22             in this fear.  And, again, like we
  

23             say wisely said because it creates
  

24             all sorts of issues.
  

25                  So we say absent some really,
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 1             really, really super good reason,
  

 2             the courts, Louisiana courts are
  

 3             going to find that the
  

 4             contemporaneous construction of the
  

 5             Board's statutory authority prior to
  

 6             this point completely forecloses its
  

 7             ability to regulate in this area.
  

 8                  And that the Board's, if this is
  

 9             a reversal of position, which it
  

10             appears to be, is something that the
  

11             Board obviously thought it did not
  

12             have the authority to do for many,
  

13             many years.  And courts are going to
  

14             find we believe that the Board has a
  

15             seated statutory authority in many,
  

16             many ways.
  

17                  There are number of other things
  

18             that we find or we believe are
  

19             defects in the Notice of Intent with
  

20             some of the elements that are part
  

21             of what a formal rule making has to
  

22             be.  And those are things in Title
  

23             49 the APA and the chapter having to
  

24             do with rule making.
  

25                  I'm just going to hit a couple
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 1             of those just, again, and tell you
  

 2             the top part without a detailed
  

 3             explanation we're going to leave
  

 4             that for you.
  

 5                  And those will tell you it
  

 6             misstates the affects a proposed
  

 7             rule would have on family earnings
  

 8             and budgets.  That will be relevant
  

 9             for testimony I think you may hear
  

10             from another entity that has grave
  

11             concerns over what this rule will do
  

12             and the cost of the rule.
  

13                  The Notice of Intent secondly
  

14             does not accurately depict the
  

15             affects of proposed rule would have
  

16             health care.  I'm talking about from
  

17             the prospect of customer/ patient,
  

18             all the folks in the medication
  

19             distribution chain, insurers,
  

20             business folks who try to purchase
  

21             insurance, including topnotch
  

22             pharmacy benefits for their
  

23             employees and others cause real,
  

24             real problems.
  

25                  The Notice of Intent thirdly
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 1             misstates that the proposed rule
  

 2             will not affect the ability of PBM's
  

 3             to provide the same level of service
  

 4             to individuals with developmental
  

 5             disabilities.
  

 6                  Fourth, the Notice of Intent
  

 7             does not accurately represent
  

 8             estimated costs directly affected
  

 9             persons or non-governmental groups.
  

10                  Sixth, the Notice of Intent
  

11             erroneously states the proposed rule
  

12             will not affect competition.
  

13                  It's very clear that pharmacists
  

14             and PBM's are necessary to each
  

15             other, but they do compete against
  

16             other in certain spheres.  So
  

17             anything where you have a regulatory
  

18             Board that is composed primarily of
  

19             market participants, and we'll talk
  

20             a little more about that market
  

21             competitors with PBM's run the risk
  

22             of all sorts of illegal and price
  

23             fixing and other allegations and
  

24             other realities that will blunt
  

25             competition and raise the cost of
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 1             providing drugs and pharmaceutical
  

 2             benefits to Louisiana residents.
  

 3                  Chief Justice Marshall said many
  

 4             years ago that the power to regulate
  

 5             is the power to destroy.  That's I
  

 6             think this Board in its wisdom to
  

 7             this point has chosen not to go in
  

 8             this direction.
  

 9                  The regime that the Board would
  

10             purport to put is one that although
  

11             perhaps believed to be benign on
  

12             behalf of the Board is something
  

13             that will create a regulatory
  

14             monitoring regulatory compliance,
  

15             things that cost money, especially
  

16             with something -- Again, an area
  

17             that is very sensitive, as we all
  

18             know to drug costs and the ability
  

19             to provide benefits to folks,
  

20             employees and others.
  

21                  So let's talk a little bit about
  

22             what would happen should the Board
  

23             do this.  There's a thing called the
  

24             Sherman Antitrust Act in Federal
  

25             Law.  It's not State Law.  Now, the
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 1             State has an analog to it.
  

 2                  But in the Antitrust Act Boards
  

 3             that are full of market competitors
  

 4             that do not have active supervision
  

 5             are not entitled to stay in
  

 6             antitrust immunity under United
  

 7             States Supreme Court precedent, most
  

 8             notably, rearticulated in North
  

 9             Carolina Dental Board versus Hall.
  

10                  I do understand this Board has
  

11             heard something about this precedent
  

12             and things that's going on.
  

13                  But I'll tell you Federal Trade
  

14             Commission that enforces the Federal
  

15             Sherman Antitrust Act as you may
  

16             know has an active enforcement
  

17             proceeding going on right now
  

18             against the Louisiana Regulatory
  

19             Board, that is Louisiana Real Estate
  

20             Appraisers Board.
  

21                  The Commission itself is held at
  

22             the Louisiana Board does not have
  

23             State action immunity because it is
  

24             not actively supervised by the State
  

25             of Louisiana.  Has rejected all the
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 1             arguments which were made by the
  

 2             State Board at this point.
  

 3                  Remedial measures that the Board
  

 4             attempted to implement to try and
  

 5             recreate the Act of supervision
  

 6             component were rejected by the FCC.
  

 7             In fairness the Real Estate
  

 8             Appraisers Board does have this
  

 9             matter on appeal or at least partial
  

10             appeal to the Federal Circuit Court
  

11             of Appeal.
  

12                  And I understand there's a Stay
  

13             in place, although trial in the
  

14             matter is supposed to be in October
  

15             or November of this year.
  

16                  The linchpin behind all of this
  

17             is that the anti-competitive conduct
  

18             that was alleged that The Federal
  

19             Trade Commission Enforcement Staff
  

20             who did a one-year investigation
  

21             before they brought this enforcement
  

22             action to it is that the direct
  

23             competitors of the folks who were
  

24             being regulated here, in this
  

25             instance, appraisal management
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 1             companies, the appraisers that serve
  

 2             a very similar role, as far as we
  

 3             do, to PBM's because that Board was
  

 4             dominated by appraisers, essentially
  

 5             the conduct they took in trying to
  

 6             do certain pricing raised to the
  

 7             price of an appraiser.
  

 8                  So if you are someone that's had
  

 9             a real estate appraiser done on your
  

10             primary property, some property or
  

11             other things in the last two to
  

12             three years, you're paying
  

13             significantly more for that
  

14             appraisal than you would have had
  

15             the Board not done anything, if you
  

16             will.
  

17                  And I find this very interesting
  

18             because the complaints at the Real
  

19             Estate Appraisers Board level of
  

20             issues came not from consumers, i.e.
  

21             no patients, no customers, no
  

22             nothing, but it was by other
  

23             appraisals.
  

24                  Heretofore, we have not seen any
  

25             evidence in all thee proceedings
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 1             leading up to this point.  If there
  

 2             had been any patient complaints or
  

 3             anything PBM's have done.  We
  

 4             haven't seen lawsuits come out of
  

 5             anything having to do with PBM's not
  

 6             being able to allow folks to get
  

 7             their medications on time, if those
  

 8             were prevalent and relevant
  

 9             problems, we would have seen
  

10             litigation from the Plaintiff's bar
  

11             on an adhoc basis and to my
  

12             knowledge, we've seen none of it.
  

13                  I'll hit a couple of other
  

14             things.  Again, because this Board
  

15             is not properly actively -- Number
  

16             one, it's made up of market
  

17             competitors with PBM's.
  

18                  It is not actively supervised
  

19             according to Federal Law.  The State
  

20             has not articulated a clear policy
  

21             that would allow any anti-
  

22             competitive conduct that would put
  

23             more regulation on PBM's as PBM's
  

24             and would necessarily raise the
  

25             price of the services to be provided
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 1             because the inherent costs of
  

 2             regulations and other things,
  

 3             gentlemen.
  

 4                  The anti-competitive conduct is
  

 5             not actively supervised by the State
  

 6             of Louisiana, we hit on that just
  

 7             for a moment.
  

 8                  Another issue that has come up
  

 9             that we're still working on, we're
  

10             concerned that the pharmacist
  

11             members of the Board may be
  

12             prohibited by the Code of
  

13             Governmental Ethics from regulating
  

14             pharmacist benefit managers.
  

15                  As we all know, pharmacies and
  

16             PSAO's and/or PBM's are all
  

17             contractual partners to help deliver
  

18             medication and other things to
  

19             insured individuals and patients and
  

20             folks that they seem to have a
  

21             financial interest that is greater
  

22             than that of the public at large and
  

23             would be something that would
  

24             potentially subject this Board to
  

25             exposure to the Code of Governmental
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 1             Ethics in Title 42.
  

 2                  We would not want that to happen
  

 3             in any stretch of the imagination.
  

 4             We have other issues.  I would say
  

 5             that for many years -- PBM's have
  

 6             been around since the '70s in one
  

 7             form or the other.
  

 8                  In Louisiana, as they are in
  

 9             most states, they are regulated by
  

10             the Department of Insurance or the
  

11             analogs.  The Department has a
  

12             robust regulatory scheme that looks
  

13             at all the aspects of what folks do
  

14             and it's something that is very,
  

15             very important.
  

16                  We think there's plenty of
  

17             regulation there that protects the
  

18             health, safety and welfare of all
  

19             the individuals involved, most
  

20             particularly Louisiana patients and
  

21             insurance rate payers.
  

22                  There's also another impact of
  

23             this that part of this might be in
  

24             any regulation of a PBM might be
  

25             preempted with regard to scripts
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 1             that are filled pursuant to the
  

 2             Employment Retirement Income
  

 3             Security Act, a Medicaid Part D,
  

 4             regular statutes and regulations
  

 5             that no one can regulate, whether
  

 6             it's the Department of Insurance or
  

 7             this Board or anyone else.
  

 8                  And so if the Board were to pass
  

 9             such a rule and go through it, it
  

10             would be limited in application
  

11             simply to certain commercial and
  

12             related plans that do not get to the
  

13             whole issues, such that if anyone
  

14             needs to do -- thinks there needs to
  

15             be more regulation of PBM's we'd get
  

16             at the whole aspect of it, we would
  

17             suggest that's a matter for the
  

18             commerce and not for this Board, nor
  

19             for Louisiana Legislature or anyone
  

20             else because it calls for uniform
  

21             administration of benefits for folks
  

22             impacted to them.
  

23                  Let's see, that's about it as it
  

24             were.  We really believe that this
  

25             is a rule making that, however
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 1             passionate some of the proponents
  

 2             may be, it's just not hitting the
  

 3             public interest for a lot of
  

 4             different reasons.
  

 5                  It is something that is highly
  

 6             suggested with litigation, something
  

 7             that we do not see the crying need
  

 8             from patients or anyone else, you
  

 9             know, that are impacted by these
  

10             things, except perhaps the
  

11             pharmacies themselves.
  

12                  And, again, I've come and spoken
  

13             and appeared before this Board many
  

14             time.  I say the same thing,
  

15             pharmacists, PBM's, insurers,
  

16             businesses, we're all part of the
  

17             same care continuum, we're all part
  

18             of -- we all have to be in it.
  

19                  As I've said before, my father
  

20             and grandfather were pharmacists,
  

21             they were both Chairs of this Board
  

22             back in the day, and as some folks
  

23             are saying, they are turning over in
  

24             their graves because of my
  

25             representation of the pharmacy
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 1             benefit managers.
  

 2                  But I don't think so.  My dad
  

 3             was a progressive individual when it
  

 4             came to watching business aspects.
  

 5             He got a BBA and a BS in pharmacy
  

 6             from the University of Texas back in
  

 7             the '50s.  His father, my
  

 8             grandfather got his training a
  

 9             different way through the military
  

10             and some other things.
  

11                  And the two of them used to
  

12             clash on how things happen.  At the
  

13             end of my father's life he had a
  

14             very varied career.  He had a lot of
  

15             upsets and downs.  The last time he
  

16             worked his last job, he worked
  

17             behind the counter in a pharmacy in
  

18             New Roads.
  

19                  The day before he died he
  

20             delivered four scripts on his way
  

21             home.  That's the kind of service
  

22             that we all require, whether you or
  

23             a pharmacist, independent
  

24             pharmacist, PBM or what have you.
  

25                  Those are the care continuum we
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 1             want to have to make sure all the
  

 2             folks are in there.
  

 3                  Unnecessary regulation that
  

 4             drives the cost higher and higher is
  

 5             something that is not in anyone's
  

 6             best interest.  Nobody wants to come
  

 7             down, throw down the gauntlet and/or
  

 8             engage and be ridiculous about this,
  

 9             but we're not aware of any other
  

10             state in the nation that has
  

11             undertaken an initiative such as
  

12             this.
  

13                  And those that may have thought
  

14             about doing it, such as Mississippi
  

15             and other places have run into
  

16             issues with the Federal Trade
  

17             Commission and other interested
  

18             parties because of it.
  

19                  That is my testimony.  PCMA
  

20             thanks you so very much for the
  

21             opportunity to present it.  We will
  

22             be filing our comments a little
  

23             later in the morning.
  

24                  I do have a question for Mr.
  

25             Broussard, hand delivery or fax, is
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 1             that sufficient as it were for
  

 2             delivery of the comments?  Would
  

 3             that be okay?
  

 4        MR. BROUSSARD:
  

 5                  Public notice requests written
  

 6             comments by U.S. Mail Carrier or
  

 7             delivered personally to the office
  

 8             or delivered personally to the
  

 9             Hearing today.
  

10        MR. RIEGER:
  

11                  Okay.  Very fine.  We'll take
  

12             care of at least a couple of those.
  

13        MR. ARON:
  

14                  Just one clarification in your
  

15             comments, Mr. Rieger.
  

16        MR. RIEGER:
  

17                  Yes, sir.
  

18        MR. ARON:
  

19                  You said that the Board had
  

20             requested Attorney General's
  

21             opinion?
  

22        MR. RIEGER:
  

23                  Yes, sir.
  

24        MR. ARON:
  

25                  We did not do that.  The Board
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 1             did not commit.
  

 2        MR. RIEGER:
  

 3                  You're right, I apologize.
  

 4        MR. ARON:
  

 5                  And I just want to make that
  

 6             correction to you.
  

 7        MR. RIEGER:
  

 8                  Sure.  I overstated that part of
  

 9             it.  That was requested by
  

10             Representative Robert Johnson if I
  

11             remember correctly.
  

12        MR. ARON:
  

13                  Thank you very much for your
  

14             testimony.
  

15        MR. RIEGER:
  

16                  Thank you very much.
  

17        MR. ARON:
  

18                  Surely.
  

19        MR. ROCCHIO:
  

20                  Good morning.
  

21        MR. ARON:
  

22                  Good morning.
  

23        MR. ROCCHIO:
  

24                  My name is John Rocchio,
  

25             Director of Pharmacy Regulatory
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 1             Affairs for CVS Health covering 15
  

 2             states and territories across the
  

 3             United States, including Louisiana.
  

 4             Thank you for the opportunity to
  

 5             offer my public comments in this
  

 6             matter.
  

 7                  I have been a registered
  

 8             pharmacist for 15 years with
  

 9             extensive experience in community
  

10             pharmacy practice, retail
  

11             operations, patient's safety and
  

12             field management.
  

13                  CVS Health has submitted written
  

14             comments identifying significant
  

15             legal concerns of the proposed rule.
  

16             I am here today to address this rule
  

17             with reference to the practice of
  

18             pharmacy and my years of experience
  

19             with the profession.
  

20                  The Board is attempting to
  

21             expand the practice of pharmacy to
  

22             encompass activities that are not
  

23             remotely related to a pharmacist's
  

24             day-to-day practice.
  

25                  In my time practicing pharmacy
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 1             and overseeing pharmacy practice,
  

 2             all actions taken by me and/or
  

 3             pharmacists corresponded directly
  

 4             with the provisions of
  

 5             pharmaceutical care for a patient
  

 6             prescribed or instructed to take
  

 7             medication.
  

 8                  In every State in union, the
  

 9             practice of pharmacy commences after
  

10             a prescriber write a prescription
  

11             for a patient or a patient presents
  

12             to a pharmacist for counseling or
  

13             individual assessment.
  

14                  I am not aware of a single
  

15             element of pharmacy practice that
  

16             takes place without the provisions
  

17             of health care services to a
  

18             specific patient.  Furthermore, the
  

19             practice of pharmacy is a skill
  

20             learned through the course of one's
  

21             professional education and clinical
  

22             experience.
  

23                  The actions encompassed in this
  

24             rule are absent from essential
  

25             pharmacy curriculum and the National
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 1             Licensor Examination.
  

 2                  Simply put, the creation of
  

 3             formularies, step therapy or prior
  

 4             authorizations and decision to cover
  

 5             one drug over another have never
  

 6             been considered part of the practice
  

 7             of pharmacy.
  

 8                  In deed, I am not aware of a
  

 9             single pharmacy board in the United
  

10             States that has sought to directly
  

11             regulate the activities that are
  

12             coverage related and not clinical in
  

13             nature.
  

14                  Section 2473  shows just how far
  

15             the Board is drifting in the
  

16             practice of pharmacies and its
  

17             attempt to regulate PBM's. That
  

18             section lists 10 specific activities
  

19             that the pharmacy benefit managers
  

20             will be authorized to perform.
  

21                  The first seven of those begin
  

22             with the words development,
  

23             maintenance and administration.  The
  

24             various activities listed in the
  

25             rule, which PBM's would be
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 1             developing, maintaining and
  

 2             administering are not activities
  

 3             that concern a specific patient or a
  

 4             specific prescription.
  

 5                  In fact, many of these
  

 6             activities are executed by multi-
  

 7             disciplinary committees and
  

 8             institutional health systems, state
  

 9             and federal insurance organizations,
  

10             and employer-based insurance
  

11             programs.
  

12                  And this gets right to the heart
  

13             of what's wrong with the entire
  

14             room.  It isn't regulating the way
  

15             pharmacies or pharmacists provide
  

16             care to a patient.
  

17                  I thank the Board staff for the
  

18             time and effort they have expended,
  

19             not withstanding our stated
  

20             opposition.  The proposed rule
  

21             deeply flawed on a legal,
  

22             professional and practical level.
  

23                  And it seems to reflect a
  

24             general dislike for PBM's and their
  

25             reimbursement practices, rather than



30

  
 1             a good faith attempt to guide the
  

 2             individuals and businesses that
  

 3             actually treat patients.
  

 4                  We strongly urge the Board to
  

 5             reconsider its position and withdraw
  

 6             this proposed rule.  Thank you again
  

 7             for the opportunity to present these
  

 8             comments.
  

 9        MR. ARON:
  

10                  Thank you, John.  I appreciate
  

11             it.
  

12        MR. ???:
  

13                  Good morning.
  

14        MR. ARON:
  

15                  Good morning.
  

16        MR. JEETER:
  

17                  Mr. Chairman, Mr. Executer, my
  

18             name is Jeffrey Jeeter.  I'm counsel
  

19             with Jones Walker here in Baton
  

20             Rouge.  And we represent Express
  

21             Scripts on Florida.
  

22                  I have my client, we appreciate
  

23             the opportunity to come before you
  

24             this morning and comment on the
  

25             proposed rule, as well as what we
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 1             believe are the serious and legal
  

 2             constitutional implications of its
  

 3             Act.
  

 4                  We believe first and foremost
  

 5             that the proposed rule is deficient
  

 6             in as much as the Board is exceeding
  

 7             the regulatory authority,
  

 8             particularly with respect to both
  

 9             the promulgation and the ultimate
  

10             enforcement of the rule.
  

11                  We believe that the Board's
  

12             grant of authority is limited to
  

13             pharmacists and the operation of
  

14             pharmacies and the Pharmacy Benefit
  

15             Managers not performing those
  

16             functions.
  

17                  What Pharmacy Benefit Managers
  

18             do is they administer and manage
  

19             health plans in their pharmaceutical
  

20             benefits.  And that's an
  

21             administrative function, it is not a
  

22             clinical or pharmacy function as
  

23             prescribed in the Pharmacy Act.
  

24                  What we believe has happened is
  

25             there's a pervasive view that is in
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 1             part based on the Louisiana Attorney
  

 2             General's opinion that somehow this
  

 3             catch-all phrase of activities that
  

 4             are incidental to pharmacy somehow
  

 5             expands the grant of authority and
  

 6             allows PBM's to be regulated.
  

 7                  We believe that a careful review
  

 8             of that statute will show that that
  

 9             line of reasoning is flawed both
  

10             factually and legally.
  

11                  Then in addition, beyond just
  

12             the authority limitations that the
  

13             Board has, we believe that even
  

14             assuming the Board could act, which
  

15             we don't think they could in this
  

16             manner, that it creates significant
  

17             constitutional problems.
  

18                  Chief among those are due
  

19             process concerns.  We believe that
  

20             the enactment of this proposed rule
  

21             would constitute a deprivation of
  

22             liberty and property rights,
  

23             particular to PBM's and that it's
  

24             being done without due process.
  

25                  And the fatal flaw in this
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 1             regard is what we believe is the
  

 2             biased composition of the Board and
  

 3             the way in which the Board acts and
  

 4             that its 16 or 17 members are
  

 5             pharmacists.
  

 6                  And that there is at least a
  

 7             latent, if not a more overt bias
  

 8             that goes into the decision to
  

 9             regulate in this manner.  And then
  

10             more concerning under Section 2477
  

11             and how disciplinary sanctions would
  

12             be administered under the proposed
  

13             rule.
  

14                  Secondly, we believe that there
  

15             is a due process problem in as much
  

16             as the statute does not
  

17             significantly address and define
  

18             exactly what the components of the
  

19             violation would be.
  

20                  The use very broad language,
  

21             such as impairment of health,
  

22             safety, and welfare or an advise
  

23             affect of health, safety and
  

24             welfare, or even more broadly
  

25             stated, an adverse impairment to a
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 1             pharmacist's ability to do his or
  

 2             her job.
  

 3                  We believe those are very broad.
  

 4             They're ill defined.  And in fact,
  

 5             the breath of them makes them
  

 6             subject to arbitrary and capricious
  

 7             and discriminatory enforcement.  And
  

 8             that then gives a rise to a due
  

 9             process claim.
  

10                  In addition, we believe that the
  

11             application of the rule constitutes
  

12             a violation of the Dormant Commerce
  

13             Clause of the Constitution Article
  

14             1, Section 8 that it impermissibly
  

15             impacts and negatively affects
  

16             interstate commerce to a
  

17             considerable degree without any
  

18             significant benefit to the local
  

19             interest, which essentially are
  

20             asking PBM's to do is to create an
  

21             entirely new process, specifically
  

22             to the State of Louisiana that is
  

23             not required or undertaking any
  

24             other state in the nation.
  

25                  That creates a significant
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 1             burden on the participants in the
  

 2             market, at the same time, there's
  

 3             little if any benefit from a local
  

 4             interest standpoint because all of
  

 5             the different regulatory activities
  

 6             that the Board seeks regulate under
  

 7             proposed rule really are already
  

 8             addressed adequately by the
  

 9             Louisiana Department of Insurance.
  

10                  And so that there's nothing
  

11             additional or materially beneficial
  

12             gained through the Pharmacy Board's
  

13             action.
  

14                  In essence, it's a superfluous
  

15             regulation and one that which
  

16             severely burdens interstate commerce
  

17             to such a degree that the Dormant
  

18             Commerce Clause would say, "This is
  

19             an area best left to regulation by
  

20             Congress and not by the states and
  

21             therefore, the proposed rule if it
  

22             were to be enacted, it would be
  

23             deemed unconstitutional.
  

24                  Then I need to echo the
  

25             sentiments that my colleague, Mr.
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 1             Rieger, mentioned earlier.  There
  

 2             are significant preemption problems
  

 3             with this particular proposed rule
  

 4             in light of the supremacy clause,
  

 5             the Article 6 of the United States
  

 6             Constitution, we believe that under
  

 7             Orisa in Medicare Part D there is
  

 8             significant peremptory language that
  

 9             would prohibit the Board from acting
  

10             in this manner.
  

11                  Then beyond just the
  

12             constitutional limitations, there
  

13             are statutory, Federal statutory
  

14             infirmities that underline the
  

15             proposed rule, most notably we
  

16             believe that it violates the Sherman
  

17             Antitrust Act and again, that's
  

18             based on the biased composition of
  

19             the Board and how the Board would
  

20             act in terms of the enforcement of
  

21             the rules under Section 2477.
  

22                  And we believe in light of the
  

23             FTC's actions, in light of the North
  

24             Carolina Dental Examiners Board
  

25             case, that those particular Sherman
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 1             Antitrust concerns are valid, they
  

 2             are legitimate and they are
  

 3             something that pose a true, real
  

 4             risk of litigation if these rules
  

 5             were to come to fruition.
  

 6                  And then lastly, in duck tailing
  

 7             with what my colleague, Mr. Rieger
  

 8             said, we believe that there is a
  

 9             significant flaw in the proposed
  

10             rule under the code of Government
  

11             Ethics again, based on the biased
  

12             opposition of the Board.
  

13                  We don't really believe that the
  

14             Board, 16 of its 17 members are in a
  

15             legal and ethnical capacity to
  

16             promulgate the rule and more
  

17             importantly, if the rule is
  

18             subsequently passed and it goes into
  

19             effect, that we don't believe that
  

20             16 of 17 members of the Board are
  

21             permitted under the Code of
  

22             Governmental Ethics to hear or
  

23             adjudicate any matters involving
  

24             these particular rules.
  

25                  Which then brings us into a bit
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 1             of a regulatory quandary.  If you've
  

 2             got alleged violations, which you
  

 3             have nobody to make a determination
  

 4             as to whether that violation is
  

 5             legitimate or should be enforced
  

 6             and/or how it should be sanctioned.
  

 7                  And then along with it goes the
  

 8             potential for litigation, the costs
  

 9             to go with it, as well as the
  

10             penalties that would accrue for the
  

11             individual Board members violations,
  

12             which we don't believe anybody is
  

13             really hellbent and determined to
  

14             do, but we think that is a necessary
  

15             impact and affect of the proposed
  

16             rule were it to be enacted.
  

17                  So for all those reasons, we
  

18             don't believe that the proposed rule
  

19             is good for certainly our clients or
  

20             for the insurance companies with
  

21             whom they work, and most
  

22             importantly, for the citizens who
  

23             are beneficiaries under health plans
  

24             who depend on these services to
  

25             provide low cost medications for
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 1             them.
  

 2                  So for these reasons, we would
  

 3             urge that you reconsider and
  

 4             withdraw the rule.
  

 5                  Thank you.
  

 6        MR. ARON:
  

 7                  Thank you, Mr. Jeeter, for your
  

 8             comments.
  

 9   (OFF THE RECORD.)
  

10        MR. ARON:
  

11                  The Public Hearing is now back
  

12             in session at 10:44 a.m.
  

13        MS. HOLLIER:
  

14                  Good morning.  So for the Record
  

15             my name is Nikki Hollier.  I am here
  

16             representing independent pharmacy,
  

17             as well as our patients.
  

18                  So I'd like to start out by
  

19             saying a simple explanation of why
  

20             there are not more pharmacists
  

21             present here this morning, Monday
  

22             morning at 9:00 a.m. is probably the
  

23             worst possible time for a pharmacist
  

24             to get away from work.
  

25                  So that's why there's such a
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 1             light attendance this morning.
  

 2                  The other aspect to that is that
  

 3             whereas most likely every person on
  

 4             this side of the room is being paid
  

 5             to be here today, we actually have
  

 6             to pay someone else in order for us
  

 7             to be here today.
  

 8                  So that's also a large
  

 9             consideration.
  

10                  I'd like to directly address
  

11             some of the comments made by the
  

12             speakers here this morning.  I'll
  

13             start out with Mr. Rieger's
  

14             comments.
  

15                  Mr. Rieger made the statement
  

16             that his regulation would blunt
  

17             competition and increase costs.  I
  

18             would like to refute that.  He also
  

19             stated that PBM's have been in
  

20             existence in Louisiana since the
  

21             1970's.  I would like to propose
  

22             that the reason that health care is
  

23             so expensive in this country is
  

24             directly because of that reason.
  

25                  There's a lack of competition
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 1             and there's an increased cost
  

 2             because of the PBM's and their
  

 3             unregulated business practice up
  

 4             until this point.
  

 5                  He stated that it's a conflict
  

 6             of interest because the pharmacists
  

 7             compete with the PBM's and because
  

 8             there are pharmacists on the Board
  

 9             that are direct competitors.
  

10                  We shouldn't be competing and if
  

11             the FTC had done their job and had
  

12             not allowed PBM's and pharmacy
  

13             chains to be one in the same, then
  

14             we wouldn't be in this boat.
  

15                  So PBM's by nature are anti-
  

16             competitive, which is exactly what
  

17             he's trying to state that this
  

18             regulation will do.  And I
  

19             wholeheartedly disagree with that.
  

20                  He also stated that there had
  

21             been no patient complaints and no
  

22             lawsuits.  There have been many
  

23             patient complaints, maybe they
  

24             haven't gotten to him personally,
  

25             but everyday there are patient
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 1             complaints.
  

 2                  We have patients who are filling
  

 3             out complaint forms and sending them
  

 4             into the Board of Pharmacy.  I'm not
  

 5             certain what's happening to them
  

 6             once they reach the Board of
  

 7             Pharmacy, but I know for a fact that
  

 8             complaints are being filed because I
  

 9             have patients who are filling those
  

10             forms out, signing them and sending
  

11             them in.
  

12                  So there are patient complaints.
  

13             Every time a patient doesn't receive
  

14             their medicine from the mail order
  

15             and we have to take care of them.
  

16             There's a patient complaint.  Every
  

17             time a prior authorization is
  

18             delayed or denied, there's a patient
  

19             complaint.
  

20                  Every time is denied therapy,
  

21             there's a patient complaint.  Every
  

22             time there's an early refill
  

23             override that's been denied as what
  

24             happened to one of my patients on
  

25             Friday, the doctor increased his
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 1             dose from once daily to twice daily.
  

 2             We waited until he was completely
  

 3             out of medication to try to get an
  

 4             early refill override.  It was
  

 5             denied.
  

 6                  And I quote the fourth person
  

 7             that my technician spoke to on
  

 8             Friday on this patient told her,
  

 9             "It'll go through tomorrow.  It's
  

10             only one day."  But the patient's
  

11             completely out of medication.  It's
  

12             only one day, yeah, so I
  

13             wholeheartedly disagree that their
  

14             practices are in the best interest
  

15             of patients.
  

16                  Moving on.  This regulation is
  

17             about the practice of pharmacy.
  

18             Several of the previous speakers
  

19             talked about pricing regulation and
  

20             reimbursement.  That's not what this
  

21             regulation is about.  This
  

22             regulation is about the practice of
  

23             pharmacy.
  

24                  The PBM's are practicing
  

25             pharmacy every time they make a
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 1             prior authorization determination,
  

 2             every time they make a decision
  

 3             about an early refill override
  

 4             approval or denial, every time they
  

 5             determine what's on a preferred drug
  

 6             list and what isn't.  That all falls
  

 7             under the practice of pharmacy.
  

 8                  Those are clinical decisions
  

 9             that they are making.  So that's
  

10             what this is designed to address.
  

11                  And as to Mr. John Rocchio's
  

12             statement, he said that all of their
  

13             pharmacists are licensed in the
  

14             State of Louisiana.  I'm confused by
  

15             that statement.  Does every
  

16             pharmacist that works for CVS Health
  

17             hold a Louisiana License?  Because I
  

18             don't believe that to be true.
  

19                  I don't think that every
  

20             pharmacist that's employed by them
  

21             that are making these prior
  

22             authorization decisions is licensed
  

23             by the State of Louisiana and yet,
  

24             they're practicing pharmacy in the
  

25             State of Louisiana and therefore,
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 1             they're not being regulated.
  

 2                  So there's a disconnect there
  

 3             between his statement and the facts.
  

 4                  Mr. Jeeter representing Express
  

 5             Scripts indicated that there was
  

 6             nothing about this that's been
  

 7             beneficial to clients, insurance
  

 8             companies and/or patients and that
  

 9             interstate commerce is impeded.
  

10                  Commerce is impeded more greatly
  

11             by their mandatory mail order
  

12             requirements of PBM's, not just his
  

13             PBM, but all of them.  And forcing
  

14             patients to fill at chained
  

15             pharmacies that are owned and
  

16             affiliated with those PBM's.
  

17                  Every day someone in my pharmacy
  

18             tries to refill a prescription, only
  

19             for it to reject saying they must go
  

20             mail order or fill it at another
  

21             pharmacy, not my own.
  

22                  So they're already impeding
  

23             commerce and they're already
  

24             impeding what's in the best of
  

25             interest of the patient.  The
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 1             patient doesn't live in the same
  

 2             town as the pharmacy that they're
  

 3             being forced to go to.
  

 4                  The patient does not have a
  

 5             relationship with any of the
  

 6             pharmacists or the staff at that
  

 7             pharmacy, but they're being forced
  

 8             to go there.  So where is the
  

 9             patient's choice?  Where is the
  

10             benefit to the patient here?
  

11                  They will say that's it's in the
  

12             interest of saving money for the
  

13             insurance company for the patient,
  

14             for the health plan, for the
  

15             employer.  But we saw hard and fast
  

16             evidence in the State of Arkansas
  

17             recently that shows that these chain
  

18             pharmacies that are owned by the
  

19             PBM's are getting paid at much
  

20             higher rates than independent
  

21             pharmacies.  So where's the savings?
  

22                  It's not a savings if the
  

23             patient can't get their medication
  

24             because they're elderly and they
  

25             can't drive the 10 miles safely to
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 1             that store.  But they only live two
  

 2             blocks from an independent pharmacy.
  

 3                  But they're going to be forced
  

 4             to drive 10 miles or they have to
  

 5             rely on a family member or a
  

 6             neighbor to pick up their medication
  

 7             for them and they end up not getting
  

 8             their medication on time because
  

 9             that person that they had to rely on
  

10             couldn't get there that day.
  

11                  Who's making prior authorization
  

12             decisions and override decisions?
  

13             Are they licensed pharmacists?  Are
  

14             they licensed in the State of
  

15             Louisiana?  How are they being
  

16             regulated?  That directly falls
  

17             under the practice of pharmacy.  The
  

18             definition of the practice of
  

19             pharmacy is clinical decisions.
  

20                  So these are my concerns, these
  

21             are my rebuttals to what we've
  

22             already heard here.
  

23                  One of the other points that Mr.
  

24             Rieger opened his presentation with
  

25             was that the Board has not
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 1             previously regulated PBM's.  They
  

 2             have not.  It's not because they
  

 3             haven't been asked to, because as
  

 4             both of you are well aware, we've
  

 5             been wanting this and needing this
  

 6             for a long time.
  

 7                  But never before have the PBM's
  

 8             been practicing pharmacy to the
  

 9             extent that they are now.  And that
  

10             has made this a critical situation.
  

11             It's critical for patient care, it's
  

12             critical for the health care of the
  

13             citizens of the State of Louisiana.
  

14                  Thank you for your time.
  

15        MR. ARON:
  

16                  Thank you, miss.  Just an
  

17             announcement the time is now 11:50
  

18             this meeting will adjourn at 12:00.
  

19                  Folks it's now 12:00 the meeting
  

20             on the Public Hearing on the PBM
  

21             proposed regulation is now
  

22             adjourned.
  

23    (The Proceeding was concluded at 12:00 p.m.)
  

24
  

25
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 1
  

 2             R E P O R T E R ' S  P A G E
  

 3             I, Tara Torres-Blank, Certified
  

 4   Court Reporter, in and for the State of
  

 5   Louisiana, the officer, as defined in Rule
  

 6   28 of the Federal Rules of Civil Procedure
  

 7   and/or Article 1434(b) of the Louisiana
  

 8   Code of Civil Procedure, before whom this
  

 9   sworn testimony was taken, do hereby state
  

10   on the Record:
  

11             That due to the interaction in the
  

12   spontaneous discourse of this proceeding,
  

13   dashes (--) have been used to indicate
  

14   pauses, changes in thought, and/or
  

15   talkovers; that same is the proper method
  

16   for a Court Reporter's transcription of
  

17   proceeding, and that the dashes (--) do not
  

18   indicate that words or phrases have been
  

19   left out of this transcript;
  

20             That any words and/or names which
  

21   could not be verified through reference
  

22   material have been denoted with the phrase
  

23   "(phonetic)."
  

24
  

25                      Tara Torres-Blank, CCR
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 1                       Certified Court Reporter
  

 2
  

 3
  

 4
  

 5
  

 6               C E R T I F I C A T E
  

 7
  

 8        I, Tara Torres-Blank, Certified Court Reporter, in
  

 9   and for the State of Louisiana, as the officer before
  

10   whom this testimony was taken, do hereby certify that
  

11   after having first been duly sworn by me upon authority
  

12   of R.S. 37:2554, did testify as hereinbefore set forth
  

13   in the foregoing pages;
  

14        That this testimony was reported by me in the
  

15   Stenomask method (voice-writing), was prepared and
  

16   transcribed by me or under my personal direction and
  

17   supervision, and is a true and correct transcript to the
  

18   best of my ability and understanding;
  

19        That the transcript has been prepared in compliance
  

20   with transcript format guidelines required by statute or
  

21   by rules of the board, that I have acted in compliance
  

22   with the prohibition on contractual relationships, as
  

23   defined by Louisiana Code of Civil Procedure Article
  

24   1434 and in rules and advisory opinions of the board;
  

25        That I am not related to counsel or to the parties
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 1   herein; am not otherwise interested in the outcome of
  

 2   this matter; and am a valid member in good standing of
  

 3   the Louisiana State Board of Examiners of Certified
  

 4   Shorthand Reporters.
  

 5
  

 6   Tara Torres-Blank (#22012)  Certified Court Reporter
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Notice of Intent 
 

Department of Health 
Board of Pharmacy 

 
Pharmacy Benefit Managers (LAC 46:LIII.2471 through 2477) 

 
 In accordance with the provisions of the Administrative Procedure Act (La. R.S. 49:950 et seq.) and the 
Pharmacy Practice Act (La. R.S. 37:1161 et seq.), the Louisiana Board of Pharmacy hereby gives notice of its intent 
to promulgate new rules for the licensing and regulation of pharmacy benefit managers, more specifically 
Subchapter F – Pharmacy Benefit Managers of Chapter 24 – Limited Service Providers.  

 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

Louisiana Administrative Code 
 

Title 46 – Professional and Occupational Standards 
 

Part LIII:  Pharmacists 
 
Chapter 24.  Limited Service Providers   
 
… 
 
Subchapter F.  Pharmacy Benefit Managers 
 
§2471.  Definitions 

A. The following terms shall have the meaning ascribed to them in this Section: 
1. “Health insurance plan” means an individual or group plan or program, whether commercial, 

self-insured, or mandated or sponsored by any federal, state, or local government, which is 
established by contract, certificate, law, plan, policy, subscriber agreement, or by any other 
method and which is entered into, issued, or offered for the purpose of arranging for, delivering, 
paying for, providing, or reimbursing any of the costs of health or medical care, including 
pharmacy services, drugs, or devices. 

2. “Pharmacy benefit management plan” or “pharmacy benefits program” means a plan or program 
that pays for, reimburses, covers the cost of, or otherwise provides for pharmacist services or 
drugs or devices to individuals who reside in or are employed in Louisiana.  

3. “Pharmacy benefit manager” or “PBM” means any person or other entity who administers the 
prescription drug or device program of one or more health insurance plans on behalf of a third 
party in accordance with a pharmacy benefit program.  This term includes any agent or 
representative of a pharmacy benefit manager, hired or contracted by the pharmacy benefit 
manager to assist in the administering of the drug program. 

  
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 
HISTORICAL NOTE:  Promulgated by the Department of Health, Board of Pharmacy, LR  
 
§2473.  Pharmacy Benefit Manager Permit; Activities; Prohibitions 

A. Any pharmacy benefit manager who, pursuant to a contract or under an employment relationship with 
a carrier, health benefit plan sponsor, or other third-party payer, either directly or through an 
intermediary, manages the drug or device coverage or other pharmacy benefits provided by the carrier, 
plan sponsor, or other third-party payer, shall be permitted by the board. 

B. A pharmacy benefit manager permit shall authorize the permit holder to administer pharmacy benefit 
management services. 

C. Pharmacy benefit management services include, but are not limited to: 
1. Development, maintenance, and/or administration of drug formularies; 
2. Development, maintenance, and/or administration of step therapy procedures; 
3. Development, maintenance, and/or administration of utilization management and utilization 

reviews; 
4. Development, maintenance, and/or administration of drug regimen reviews; 
5. Development, maintenance, and/or administration of quality care dosing services; 
6. Development, maintenance, and/or administration of prescription drug management programs and 

the contracting with pharmacies for same; 
7. Development, maintenance, and/or administration of disease management programs; 
8. Administration, processing, and/or payment of claims for prescription drugs; 
9. Processing of prior authorization requests; 
10. Adjudication of appeals and/or grievances related to prescription drug coverage; and 
11. Any other act, service, operation, or transaction incidental to or forming a part of the 

compounding, filling, dispensing, exchanging, giving, offering for sale, or selling drugs, 
medicines, poisons or devices in this state by pharmacists or pharmacies, pursuant to a 
prescription or an order of physicians, dentists, veterinarians, or other licensed practitioners, 
requiring, involving, or employing the science or art of any branch of the pharmacy profession, 
study, or training.   



 

D. The provisions of R.S. 37:1232(A) and Section 2303 of this Part notwithstanding, the pharmacy 
benefit manager need not hold a resident pharmacy permit in the state in which it is located prior to 
applying for a pharmacy benefit manager permit.  However, should the pharmacy benefit manager not 
hold a resident pharmacy permit in the state in which it is located, the pharmacy benefit manager shall 
be subject to an inspection by the board or its designated agent, in compliance with the provisions of 
R.S. 37:1232(C).  

E. The board shall not issue a pharmacy benefit manager permit to any person or other entity which has 
not yet registered with the Louisiana Secretary of State to conduct business within the state. 

F. When the pharmacy benefit manager permit is issued, it shall be valid only for the owner and specific 
location noted on the application and recorded on the permit, and the permit shall not be valid for any 
premises other than the physical location to which it was issued. 

G. A pharmacy benefit manager permit is not transferable from the original owner.  The permit shall not 
be subject to sale, assignment or other transfer, voluntary or involuntary.  Moreover, in the event the 
ownership of the pharmacy benefit manager changes by 50 percent or more after the initial issuance of 
the permit, the ownership will be deemed sufficiently different as to require a new pharmacy benefit 
manager permit.  The continued operation of a pharmacy benefit manager permit after its ownership 
has changed by more than 50 percent shall constitute sufficient basis for the board to issue a finding for 
the operation of a pharmacy benefit manager without a valid permit, in violation of  R.S. 37:1241 
(A)(12). 

H. Any pharmacy benefit manager may request an exemption from the requirement of this Section.  
 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 
HISTORICAL NOTE:  Promulgated by the Department of Health, Board of Pharmacy, LR 
 
§2475.  Licensing Procedures 

A. Application for Initial Issuance of Permit 
1. The board shall develop an application form suitable for the pharmacy benefit manager permit.  

The board may revise that application form on its own initiative in order to collect the information 
it deems necessary to properly evaluate an applicant. 

2. The board shall not process applications received by facsimile, or that are incomplete, or 
submitted with the incorrect fee. 

3. Once received by the board, an application for the permit shall expire one year thereafter.  Fees 
attached to an expired application shall be forfeited by the applicant and deposited by the board. 

4. In the event any information contained in the application or accompanying documents changes 
after being submitted to the board and before the issuance of the permit, the applicant shall 
immediately notify the board in writing and provide corrected information. 

5. The applicant may be required to personally appear before the board or one of its committees prior 
to any decision on the permit application. 

6. Upon approval of the application, the board shall issue the pharmacy benefit manager permit to the 
applicant.  

B. Application for Renewal of Permit 
1. All pharmacy benefit manager permits shall expire at midnight on August 31 of every year, 

regardless of the date of its initial issuance. 
2. The board shall not process applications received by facsimile, or that are incomplete, or 

submitted with the incorrect fee. 
3. In the event the pharmacy benefit manager does not submit a properly completed renewal 

application and fee to the board prior to the expiration of the permit, the permit shall be rendered 
null and void.  A pharmacy benefit manager shall not operate with an expired permit.  The 
continued operation of a pharmacy benefit manager with an expired permit shall constitute 
sufficient basis for the board to issue a finding for the operation of a pharmacy benefit manager 
without a valid permit, in violation of R.S. 37:1241(A)(12). 

4. An application for the late renewal of an expired pharmacy benefit manager permit that is received 
in the board office no later than 30 days after the expiration date of the permit may be processed 
by the board office provided the appropriate delinquent fee authorized in R.S. 37:1184 is included 
with the application. 

5. A pharmacy benefit manager permit not renewed by 30 days after the expiration date shall be 
automatically terminated by the board. 

6. An application for the reinstatement of a terminated pharmacy benefit manager permit shall be 
referred to the board’s reinstatement committee for its consideration. 



 

C. Application for Reinstatement of Lapsed, Suspended, or Revoked Permit 
1. The applicant shall complete the application form for this specific purpose supplied by the board 
2. The application shall be accompanied by the payment of the permit fee, delinquent renewal fee, 

and reinstatement fees authorized in R.S. 37:1184. 
3. Upon the receipt of a properly completed application form and fee, the board staff shall refer the 

application to the board’s reinstatement committee for its consideration and shall notify the 
applicant of the time and place for the committee meeting. 

D. Maintenance of Permit 
1. A pharmacy benefit manager permit shall be valid for the entity to whom it is issued and shall not 

be subject to sale, assignment or other transfer, voluntary or involuntary, nor shall the permit be 
valid for any premises other than the business location recorded on the permit. 

2. Upon receipt of a written request and payment of the fee authorized in R.S. 37:1184, the board 
shall issue a duplicate or replacement permit to the applicant; however, such duplicate or 
replacement permit shall not serve or be used as an additional or second permit. 

3. Prior to any change in the location of a pharmacy benefit manager, the owner of the permit shall 
submit an application form for that purpose supplied by the board and pay the appropriate fee 
authorized in R.S. 37:1184.  The board may require an inspection of the new location prior to the 
issuance of the permit for the new location.  The operation of a pharmacy benefit manager in a 
new location not approved by the board shall constitute sufficient basis for the board to issue a 
finding for the operation of a pharmacy benefit manager without a valid permit, in violation of 
R.S. 37:1241(A)(12). 

4. In the event the pharmacy benefit manager contemplates permanent closure of the pharmacy 
benefit manager business, the owner of the permit shall notify the board, in writing, 10 days prior 
to the anticipated date of closure and surrender its permit. 

 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 
HISTORICAL NOTE:  Promulgated by the Department of Health, Board of Pharmacy, LR  
 
§2477.  Applicable Laws and Regulations; Sanctions 

A. Any pharmacy benefit management service of a pharmacy benefit manager that adversely affects or 
impairs the health, safety, and welfare of a person who is a beneficiary of the pharmacy benefit 
program administered by the pharmacy benefit manager and who resides or works in this state or 
directly impairs the ability of a pharmacist or pharmacy to compound, fill, dispense, exchange, give, 
offer for sale, or sell drugs, medicines, poisons or devices to any such person shall be deemed a 
violation of R.S. 37:1241(A)(1), as well as a violation of any other applicable provisions of R.S. 
37:1241(A), providing cause for the board to take any of the actions permitted in R.S. 37:1241.  
Further, Louisiana pharmacy laws shall be applicable to regulation of the practice of pharmacy for that 
portion of the permitted pharmacy benefit manager’s Louisiana pharmacy practice or operation. 

 
AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182. 
HISTORICAL NOTE: Promulgated by the Department of Health, Board of Pharmacy, LR 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 



 

FAMILY IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a family 
impact statement on the rule proposed for adoption, repeal, or amendment.  The following statements will be 
published in the Louisiana Register with the proposed agency rule. 
 
 
I. The effect on the stability of the family. 
 
The proposed rule will have no effect on the stability of the family. 
 
 
II. The effect on the authority and rights of parents regarding the education and supervision of their children. 
 
The proposed rule will have no effect on the authority and rights of parents regarding 
the education and supervision of their children. 
 
 
III. The effect on the functioning of the family. 
 
The proposed rule will have no effect on the functioning of the family. 
 
 
IV. The effect on family earnings and family budget. 
 
The proposed rule will have no effect on family earnings or family budget. 
 
 
V. The effect on the behavior and personal responsibility of children. 
 
The proposed rule will have no effect on the behavior and personal responsibility of 
children. 
 
 
VI. The ability of the family or a local government to perform the function as contained in the proposed rule. 
 
The proposed rule will have no effect on the ability of the family or a local government to 
perform the activity as contained in the proposed rule. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 



 

POVERTY IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 973 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a poverty 
impact statement on the rule proposed for adoption, repeal, or amendment.   
 
 
I.  The effect on household income, assets, and financial security. 
 
The proposed rule will have no effect on household income, assets, or financial security. 
 
 
II. The effect on early childhood development and preschool through postsecondary education development. 
 
The proposed rule will have no effect on early childhood development or preschool 
through postsecondary education development. 
 
 
III.  The effect on employment and workforce development. 
 
The proposed rule will have no effect on employment or workforce development. 
 
 
IV. The effect on taxes and tax credits. 
 
The proposed rule will have no effect on taxes or tax credits. 
 
 
V.  The effect on child and dependent care, housing, health care, nutrition, transportation, and utilities 
assistance. 
 
The proposed rule will have no effect on child and dependent care, housing, health 
care, nutrition, transportation, or utilities assistance. 
 
 
 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

PROVIDER IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with House Concurrent Resolution No. 170 of the Regular Session of the 2014 Legislature, there is 
hereby submitted a provider impact statement on the rule proposed for adoption, repeal, or amendment.  This will 
certify the agency has considered, without limitation, the following effects on the providers of services to 
individuals with developmental disabilities: 
 
I. The effect on the staffing level requirements or qualifications required to provide the same level of service. 
 
The proposed rule will have no effect on the staffing level requirements or the 
qualifications for that staff to provide the same level of service. 
 
 
II. The total direct and indirect effect on the cost to the provider to provide the same level of service. 
 
The proposed rule will have no effect on the total direct or indirect costs to the provider 
to provide the same level of service. 
 
 
III. The overall effect on the ability of the provider to provide the same level of service. 
 
The proposed rule will have no effect on the ability of the provider to provide the same 
level of service. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

REGULATORY FLEXIBILITY ANALYSIS 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 965 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a regulatory 
flexibility analysis on the rule proposed for adoption, repeal, or amendment.  This will certify the agency has 
considered, without limitation, each of the following methods of reducing the impact of the proposed rule on small 
businesses: 
 
I.  The establishment of less stringent compliance or reporting requirements for small businesses. 
 
The proposed rule requires pharmacy benefit managers to obtain a pharmacy permit 
from the Board.  There are no specific reporting requirements.  However, the proposed 
rule does provide that any pharmacy benefit manager that adversely affects or impairs 
the health, safety, and welfare of a person who is a beneficiary of the pharmacy benefit 
program administered by the pharmacy benefit manager, or directly impairs the ability of 
a pharmacist or pharmacy to compound, fill, dispense, exchange, give, offer for sale, or 
sell drugs, medicines, poisons, or devices to any such person shall be deemed to have 
violated the Louisiana Pharmacy Practice Act and shall be subject to the disciplinary 
sanctions authorized by that same act. 
 
 
II.  The establishment of less stringent schedules or deadlines for compliance or reporting requirements for 
small businesses. 
 
There are no specific reporting requirements in the proposed rule. 
 
 
III.  The consolidation or simplification of compliance or reporting requirements for small businesses. 
 
There are no specific reporting requirements in the proposed rule. 
 
 
IV.  The establishment of performance standards for small businesses to replace design or operational standards 
required in the proposed rule. 
 
There are no design or operational standards required in the proposed rule. 
 
 
V.  The exemption of small businesses from all or any part of the requirements contained in the proposed rule. 
 
There are no exemptions for small businesses. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

SOLICITATION OF COMMENTS 
 
Interested persons may submit written comments, via United States Postal Service or other mail carrier, or in the 
alternative, by personal delivery, to Malcolm J Broussard, Executive Director, Louisiana Board of Pharmacy, 3388 
Brentwood Drive, Baton Rouge, Louisiana 70809-1700.  He is responsible for responding to inquiries regarding this 
proposed rule.  A public hearing on this proposed rule is scheduled for Monday, June 25, 2018 at 9:00 a.m. in the 
Board office.  At that time, all interested persons will be afforded an opportunity to submit data, views, or 
arguments, either orally or in writing.  The deadline for the receipt of all comments is 12:00 noon that same day. 
 
Malcolm J Broussard 
Executive Director 
Louisiana Board of Pharmacy 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 



 

FISCAL AND ECONOMIC IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and 
economic impact statement on the rule proposed for adoption, repeal or amendment:   
 
I.  ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS 
    (Summary) 
 
The proposed rules will increase self-generated expenditures for the Louisiana Board of 
Pharmacy (LBP) by an estimated $214,500 beginning in FY 19 and in subsequent fiscal years.  
The proposed rules establish a new type of pharmacy permit for pharmacy benefit managers 
(PBMs) in order to regulate the activities of PBMs that are construed as the practice of 
pharmacy. 
 
The Board anticipates inspecting PBMs annually.  To accomplish annual inspections of PBMs, 
LBP anticipates hiring one additional pharmacist compliance officer at a cost of $166,500 
annually ($111,000 salary and $55,500 related benefits) to supplement the six current 
compliance officers and carry out the annual inspections.  LBP anticipates licensing and 
inspecting 40 PBMs annually, with inspection costs totaling an estimated $48,000.  Anticipated 
costs for an individual inspection total $1,200 and include expenditures for travel ($500), lodging 
($400), and meals and ground transportation for three days ($300).  LBP anticipates the 
aforementioned inspection costs because all PBMs conducting business in Louisiana are 
located out-of-state.  Furthermore, LBP may incur additional expenditures to conduct complaint-
related investigations of PBMs.  The expenditures associated with complaint-related 
investigations of PBMs is indeterminable and dependent upon he number of complaints 
received in a given year. 
 
In addition, LBP has anticipated printing expenditures of $1,000, including $500 for the Notice of 
Intent in FY 18 and $500 for the Final Rule in FY 19. 
 
The proposed rules will not result in any additional expenditures or savings for local 
governmental units. 
 
 
II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS 
      (Summary) 
 
The proposed rules will result in an initial self-generated revenue increase of $6,000 in FY 19 
that will reduce to a $5,000 self-generated revenue increase beginning in FY 20 and in 
subsequent years.  The LBP anticipates licensing 40 PBMs beginning in FY 19.  The existing 
fee for an initial pharmacy permit is $150 and the annual renewals have an associated fee of 
$125.  With an assumption of 40 such entities seeking a permit, the Board anticipates up to 
$6,000 in FY 19 (40 permits at $150 initial permit fee) and $5,000 per year thereafter (40 
permits at $125 permit renewal fee). 
 
Furthermore, the LBP may realize additional self-generated revenue collections as a result of 
PBMs being subject to fines up to $5,000 per offense to the extent they are found to be in 
violation of the Board’s laws and regulations.  Any revenue from this source is currently 
indeterminable and dependent upon PBMs committing violations and being fined as a result. 
 
LBP does not anticipate any revenue collections for other state or local governmental units. 
 
 
 



 

III. ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS OR NON- 
      GOVERNMENTAL GROUPS (Summary) 
 
The proposed rules will increase aggregate expenditures for PBMs conducting business in 
Louisiana by an estimated $6,000 in FY 19 and by $5,000 in subsequent fiscal years.  PBMs 
operating in Louisiana will be subject to an initial $150 permit fee in FY 19 and a $125 permit 
renewal fee in subsequent fiscal years.  With an assumption of 40 such entities seeking a 
credential, the Board anticipates PBMs’ costs to be $6,000 in FY 19 (40 permits at $150 initial 
permit fee) and $5,000 per year thereafter (40 permits at $125 permit renewal fee). 
 
 
IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary) 
 
The proposed rule will not affect competition or employment. 
 

 
 



FISCAL AND ECONOMIC IMPACT STATEMENT
FOR ADMINISTRATIVE RULES

Person Preparing Malcolm J. Broussard Dept.: Health
Statement: Executive Director

Office: Board of Pharmacy
Phone: (225) 925-6481

Title: Pharmacy Benefit Managers
Return Address: 3388 Brentwood Drive

Baton Rouge, LA 70809 Effective Date of Rule: Upon promulgation
Oct. 20, 2018 (est.)

SUMMARY
(Use complete sentences)

In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and
economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING
STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN
THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.

I. ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS
(Summary)

The proposed rules will increase self-generated expenditures for the Louisiana Board of
Pharmacy (LBP) by an estimated $214,500 beginning in FY 19 and in subsequent fiscal years.
The proposed rules establish a new type of pharmacy permit for pharmacy benefit managers
(PBM5) in order to regulate the activities of PBMs that are construed as the practice of
pharmacy.

The Board anticipates inspecting PBMs annually. To accomplish annual inspections of PBMs,
LBP anticipates hiring one additional pharmacist compliance officer at a cost of S 166,500
annually ($111,000 salary and $55,500 related benefits) to supplement the six current
compliance officers and carry out the annual inspections. LBP anticipates licensing and
inspecting 40 PBMs annually, with inspection costs totaling an estimated $48,000. Anticipated
costs for an individual inspection total $1,200 and include expenditures for travel ($500), lodging
($400), and meals and ground transportation for three days ($300). LBP anticipates the
aforementioned inspection costs because all PBMs conducting business in Louisiana are located
out-of-state. Furthermore, LBP may incur additional expenditures to conduct complaint-related
investigations of PBMs. The expenditures associated with complaint-related investigations of
PBMs is indeterminable and dependent upon he number of complaints received in a given year.

In addition, LBP has anticipated printing expenditures of $1,000, including $500 for the Notice
of Intent in FY 18 and $500 for the Final Rule in FY 19.

The proposed rules will not result in any additional expenditures or savings for local
governmental units.

II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS
(Summary)

The proposed rules will result in an initial self-generated revenue increase of $6,000 in FY 19
that will reduce to a $5,000 self-generated revenue increase beginning in FY 20 and in
subsequent years. The LBP anticipates licensing 40 PBMs beginning in FY 19. The existing fee
for an initial pharmacy permit is $150 and the annual renewals have an associated fee of$125.
With an assumption of 40 such entities seeking a permit, the Board anticipates up to $6,000 in
FY 19 (40 permits at $150 initial permit fee) and $5,000 per year thereafter (40 permits at $125
permit renewal fee).

Furthermore, the LBP may realize additional self-generated revenue collections as a result of
PBMs being subject to fines up to $5,000 per offense to the extent they are found to be in
violation of the Board’s laws and regulations. Any revenue from this source is currently
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indeterminable and dependent upon PBMs committing violations and being fined as a result.

LBP does not anticipate any revenue collections for other state or local governmental units.

III. ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS OR NON
GOVERNMENTAL GROUPS (Summary)

The proposed rules will increase aggregate expenditures for PBMs conducting business in
Louisiana by an estimated $6,000 in FY 19 and by $5,000 in subsequent fiscal years. PBMs
operating in Louisiana will be subject to an initial $150 permit fee in FY 19 and a $125 permit
renewal fee in subsequent fiscal years. With an assumption of 40 such entities seeking a
credential, the Board anticipates PBMs’ costs to be $6,000 in FY 19 (40 permits at $150 initial
permit fee) and $5,000 per year thereafter (40 permits at $125 permit renewal fee).

IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)

The proposed rule will not affect competition or employment.

Signtf’ture of Agency Head or Designee Legislative Fiscal Officer or Designe/I

Malcolm J Broussard, Executive Director

__________________________________

Typed Name and Title of Agency Head or Designee Date of Signature

May 10, 2018
Date of Signature
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FISCAL AND ECONOMIC IMPACT STATEMENT
FOR ADMINISTRATIVE RULES

The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and
economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the
proposed rule.

A. Provide a brief summary’ of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the
change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the nile
proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules
with amended portions indicated).

The Board proposes to establish a new type of pharmacy permit for pharmacy benefit managers (PBMs) and
to regulate that portion of their activities which are construed as the practice of pharmacy.

B. Summarize the circumstances that require this action. If the Action is required by federal regulation, attach a copy
of the applicable regulation.

The Board determined that some of the practices of PBMs are construed as the practice of pharmacy. The
Pharmacy Practice Act authorizes the Board to license and regulate the practice of pharmacy within, or for
the benefit of residents within, the state.

C. Compliance with Act 11 of the 1986 First Extraordinary Session:
(I) Will the proposed rule change result in any increase in the expenditure of funds? If so, speci& amount and

source of funding.

The Board has allocated $00 each for printing the Notice of Intent and the Final Rule. The Mississippi Board
of Pharmacy, which has a registration requirement for pharmacy benefit managers operating in that state,
recently reported 44 such entities have registered with that agency. The Louisiana Board estimates
approximately 40 pharmacy benefit managers would be eligible for and seek the required pharmacy permit
and that none of them are located within the state of Louisiana. LBP estimates the need for one additional
pharmacist compliance officer, at a cost of $166,500 per year. LBP estimates the cost of an inspection to be
$1,200, for a total of $48,000 per year for 40 permits. Additional site visits may be required in connection
with complaints against the pharmacy benefit manager. Since LBP has no basis to estimate the number of
complaints, the Board has no way to estimate the expenditures resulting from such additional site visits. The
Board operates on self-generated funds.

(2) If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the
associated expenditure increase?

(a) Yes. If yes, attach documentation.
(b) X No. If no, provide justification as to why this rule change should be published at this time.

The Board has determined it necessary to license and regulate pharmacy benefit managers using its self-
generated funds.

D. Compliance with Act 820 of the 2008 Regular Session
(1) An identification and estimate of the number of small businesses subject to the proposed rule.

Given the criteria in the statutory definition of “small businesses”, LBP is unable to specifically identify
small businesses because the Board does not collect information from pharmacies concerning the number of
employees or any information on sales, net worth, or other financial data. However, the Board does not
believe that any PBM would qualify as a small business.

(2) The projected reporting, record keeping, and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record.

The proposed rule does not specify any recordkeeping or reporting requirements. However, to the extent the
PBM engages in any activities construed as the practice of pharmacy, some or all of those pharmacy practice
activities may have recordkeeping or reporting requirements delineated elsewhere in the Board’s rules.

(3) A statement of the probable effect on impacted small businesses.

Since the Board does not believe any PBM would qualify as a small business, LBP does not anticipate the
proposed rule will have any impact on small businesses.

(4) A description of any less intrusive or less costly alternative methods of achieving the purpose of the
proposed rule.

There are no alternative methods for achieving the purpose of the proposed rule.
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FISCAL AND ECONOMIC IMPACT STATEMENT
WORKSHEET

I. A. COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED

I. What is the anticipated increase (decrease) in costs to implement the proposed action?

COSTS FY 17-18 FY 18-19 FY 19-20
PERSONAL SERVICES $ 0 $166,500 $166,500
OPERATING EXPENSES $ 500 $ 48,500 $ 48,000
PROFESSIONAL SERVICES $ 0 $ 0 $ 0
OTHERCHARGES $ 0 $ 0 $ 0
EQUIPMENT $ 0 $ 0 $ 0
MAJOR REPAIR & CONSTR.
TOTAL
POSITIONS (#)

2. Provide a narrative explanation of the costs or savings shown in “A.1”, including the increase or reduction
in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as
a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in
calculating these costs.

The proposed rules will increase self-generated expenditures for LBP by an estimated $214,500 beginning in
FY 19 and in subsequent fiscal years. The proposed rules establish a new type of pharmacy permit for
pharmacy benefit managers (PBMs) in order to regulate the activities of PBMs that are construed as the
practice of pharmacy.

The Board anticipates inspecting PBMs annually. To accomplish annual inspections of PBMs, LBP
anticipates hiring one additional pharmacist compliance officer at a cost of$166,500 annually ($111,000
salary plus $55,500 related benefits) to supplement the six current compliance staff and carry out the annual
inspections. LBP anticipates licensing and inspecting 40 PBMs annually, with inspection costs totaling an
estimated $48,000. Anticipated costs for an individual inspection total $1,200 and include expenditures for
travel ($500), lodging ($400), and meals and ground transportation for three days ($300). The Board
anticipates the aforementioned inspection costs because a majority of PBMs doing business in Louisiana are
located out-of-state. Furthermore, LBP may incur additional expenditures to conduct complaint-related
investigations of PBMs. The expenditures associated with complaint-related investigations is indeterminable
and dependent upon the number of complaints received in a given year.

In addition, the Board has anticipated expenditures of $1,000 for the printing of each document; the Notice of
Intent for $500 in FY 18 and the Final Rule for $500 in FY 19.

The proposed rules will not result in any additional expenditures or savings for local governmental units.

3. Sources of funding for implementing the proposed rule or rule change.

SOURCE

_______

FY 18-19 FY 19-20
STATE GENERAL FUND $166,500 $166,500
AGENCY SELF-GENERATED $ 48,500 $ 48,000
DEDICATED $ 0 $ 0
FEDERAL FUNDS $ 0 $ 0
OTHER (Soecifv)
TOTAL

4. Does your agency currently have sufficient hinds to implement the proposed action? If not, how and when
do you anticipate obtaining such hinds?

The Board has sufficient fluids available to implement the proposed rule.

B. COST SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED

1. Provide an estimate of the anticipated impact of the proposed action on local governmental units,
including adjustments in workload and paperwork requirements. Describe all data, assumptions and
methods used in calculating this impact.

2. Indicate the source of funding of the local governmental unit that will be affected by these costs or
savings.

There will be no impact or cost savings for local govermnental units resulting from the proposed rule.

II. EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS

$ 0 0 0
S 500 $215,000 $214,500
0 1 1

FY 17-18
$ 0
$ 500
$ 0
$ 0
S 0 0 0
$ 500 $215,000 $214,500
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A. What increase (decrease) in revenues can be anticipated from the proposed action?

FY17-18 FY18-19 FY19-20
$ 0 $ 0 $ 0
$ 0 $ 6,000 $ 5,000
$ 0 $ 0 $ 0
$ 0 $ 0 $ 0
$ 0 0 0

B. Provide a narrative explanation of each increase or decrease in revenues shown in “A”. Describe all
data, assumptions, and methods used in calculating these increases or decreases.

The proposed rules will result in an initial self-generated revenue increase of $6,000 in FY 19 that will
reduce to a $5,000 self-generated revenue increase beginning in FY 20 and in subsequent fiscal years. The
LBP anticipates licensing 40 PBMs beginning in FY 19. The existing fee for an initial pharmacy permit is
$150 and annual renewals have an associated fee of$125. With an assumption of 40 such entities seeking a
permit, the Board anticipates up to $6,000 in FY 19 (40 permits at $150 initial permit fee), and $5,000 per
year thereafter (40 permits at $125 permit renewal fee).

Furthermore, the LBP may realize additional self-generated revenue collections as a result of PBMS being
subject to fines up to $5,000 per offense to the extent they are found to be in violations of the Board’s laws
and regulations. My revenue from this source is indeterminable and dependent upon PBMs committing
violations and being fined as a result.

LBP does not anticipate any revenue collections for other state or local governmental units.

111. COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS OR NON
GOVERNMENTAL GROUPS

A. What persons or non-governmental groups would be directly affected by the proposed action? For
each, provide an estimate and a narrative description of any effect on costs, including workload
adjustments and additional paperwork (number of new forms, additional documentation, etc.), they
may have to incur as a result of the proposed action.

The proposed rules will increase aggregate expenditures for PBMs by an estimated $6,000 in FY 19 and
by $5,000 in subsequent fiscal years. PBMs operating in Louisiana will be subject to an initial $150
permit fee in FY 19 and a $125 permit renewal fee in subsequent fiscal years. With an assumption of 40
such entities seeking a credential, the Board anticipates up to $6,000 in FY 19 (40 permits at $150 initial
permit fee), and $5,000 per year thereafter (40 permits at $125 permit renewal fee).

Also provide an estimate and a narrative description of any impact on receipts and/or income (revenue)
resulting from this rule or rule change to these groups.

The proposed rule will have no effect on receipts or revenue.

IV. EFFECTS ON COMPETITION AND EMPLOYMENT

Identi’ and provide estimates of the impact of the proposed action on competition and employment in the
public and private sectors. Include a summary of any data, assumptions and methods used in making these
estimates.

The proposed rule will not affect competition or employment.

ee
SigrtWre of Agency Head or Designee

Malcolm J Broussard. Executive Director
Typed Name and Title of Agency Head or Designee

May 10, 2018
Date of Signature

SOURCE
STATE GENERAL FUND
AGENCY SELF-GENERATED
DEDICATED FUNDS
FEDERAL FUNDS
LOCAL FUNDS
TOTAL $ 0 $ 6,000 $ 5,000
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Notice of Intent 
 

Department of Health 
Board of Pharmacy 

 
Louisiana Uniform Prescription Drug Prior Authorization Form (LAC 46:LIII.1129 and 1130) 

 
 In accordance with the provisions of the Administrative Procedure Act (La. R.S. 49:950 et seq.) and the 
Pharmacy Practice Act (La. R.S. 37:1161 et seq.), the Louisiana Board of Pharmacy hereby gives notice of its intent 
to promulgate a new rule to establish the Louisiana Uniform Prescription Drug Prior Authorization Form.  The rule 
will require all pharmacies, prescribers, and third-party payors to use this form when prior authorizations for 
prescription drugs are required.  This rulemaking activity is required by Act 423 of the 2018 Legislature and is in 
collaboration with the Louisiana State Board of Medical Examiners.  

 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

Louisiana Administrative Code 
 

Title 46 – Professional and Occupational Standards 
 

Part LIII – Pharmacists 
 
Chapter 11.  Pharmacies 
 

Subchapter B. Pharmacy Records 
 
§1129.  Louisiana Uniform Prescription Drug Prior Authorization Form; Requirements; 
Referral for Enforcement 
 

A. A prescriber or pharmacy required to obtain prior authorization from a third party payor shall complete 
the Louisiana Uniform Prescription Drug Prior Authorization Form referenced below in Section 1130, 
either in written form or its electronic equivalent. 

B. In the event a third party payor demands the completion of an alternative authorization process, the 
prescriber or pharmacy shall refer the demand to the appropriate enforcement agency. 
1. If the demand is made by a Medicaid managed care organization, the prescriber or pharmacy shall 

refer the demand to the Dept. of Health. 
2. If the demand is made by any other third party payor, the prescriber or pharmacy shall refer the 

demand to the Dept. of Insurance. 
 
AUTHORITY NOTE: Promulgated in accordance with R.S. 22:1006.1(C) and 46:460.33(B). 
HISTORICAL NOTE: Promulgated by the Department of Health, Board of Pharmacy, LR  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
§1130.  Louisiana Uniform Prescription Drug Prior Authorization Form 

[Form begins top of next page] 
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Version 1.0 - 2018-12 

Submitted to: 

 
Phone: 

 
Fax: 

 
Date: 

 

LOUISIANA UNIFORM PRESCRIPTION DRUG PRIOR AUTHORIZATION FORM 

      SECTION I — SUBMISSION 

 
 

  SECTION II ― PRESCRIBER INFORMATION 
Last Name, First Name MI: NPI# or Plan Provider #: Specialty: 

Address: City: State: ZIP Code: 

Phone: Fax:                     Office Contact Name: Contact Phone: 

  SECTION III — PATIENT INFORMATION 
Last Name, First Name MI: DOB: Phone: Male Female 

Other Unknown 
Address: City: State: ZIP Code: 

Plan Name (if different from Section I): Member or Medicaid ID #: Plan Provider ID:  

Patient is currently a hospital inpatient getting ready for discharge?  ____ Yes      ____ No       Date of Discharge:________________ 
Patient is being discharged from a psychiatric facility?                           ____ Yes      ____ No       Date of Discharge:________________ 
Patient is being discharged from a residential substance use facility? ____ Yes      ____ No       Date of Discharge:________________  
Patient is a long-term care resident?   ____ Yes      ____ No     If yes, name and phone number:______________________________ 
EPSDT Support Coordinator contact information, if applicable:    

SECTION IV ― PRESCRIPTION DRUG INFORMATION 

Requested Drug Name: 
Strength: Dosage Form: Route of Admin: Quantity: Days’ Supply: Dosage Interval/Directions for Use: Expected Therapy Duration/Start Date: 

To the best of your knowledge this medication is:  _____New therapy/Initial request     
                                                                                           _____Continuation of therapy/Reauthorization request 
For Provider Administered Drugs only: 

HCPCS/CPT-4 Code: NDC#:_________________Dose Per Administration:______________________ 
Other Codes:________________________________________________ 
Will patient receive the drug in the physician’s office? ____Yes  ____No 
                                      – If no, list name and NPI of servicing provider/facility: ______________________________________ 

 
 SECTION V — PATIENT CLINICAL INFORMATION 

Primary diagnosis relevant to this request: ICD-10 Diagnosis Code: Date Diagnosed: 

Secondary diagnosis relevant to this request: ICD-10 Diagnosis Code: Date Diagnosed: 

For pain-related diagnoses, pain is:      _______Acute    ______Chronic     
For postoperative pain-related diagnoses:      Date of Surgery_____________________ 

  Pertinent laboratory values and dates (attach or list below): 
 

Date Name of Test Value 
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Version 1.0 - 2018-12 

 

SECTION VII - Pharmacologic & non-pharmacologic treatment(s) used for this diagnosis (both previous & current): 

Drug name  
Strength 

 
Frequency Dates Started and Stopped 

or Approximate Duration 
Describe Response, 

Reason 
f  l   ll       

     

     

Drug Allergies: Height (if applicable): Weight (if applicable): 

Is there clinical evidence or patient history that suggests the use of the plan’s pre-requisite medication(s), e.g. step medications, 
will be ineffective or cause an adverse reaction to the patient? ____Yes  ____No (If yes, please explain in Section VIII below.) 

SECTION VIII ― JUSTIFICATION (SEE INSTRUCTIONS) 
 
 
 
 
   
   
 
 
 
 

SECTION VI - This Section For Opioid Medications Only 
Does the quantity requested exceed the max quantity limit allowed?  ___Yes ___No (If yes, provide justification below.) 
Cumulative daily MME___________________ 
Does cumulative daily MME exceed the daily max MME allowed?      ___Yes ___No (If yes, provide justification below.) 

SH
O

RT
 A

N
D 

LO
N

G
-A

CT
IN

G
 O

PI
O

ID
S 

YES 
(True) 

NO 
(False) THE PRESCRIBER ATTESTS TO THE FOLLOWING: 

  A.  A complete assessment for pain and function was performed for this patient. 
  B.  The patient has been screened for substance abuse / opioid dependence. (Not required for recipients in 

long-term care facility.) 
  C.  The PMP will be accessed each time a controlled prescription is written for this patient. 
  D.  A treatment plan which includes current and previous goals of therapy for both pain and function has been 

developed for this patient. 
  E.  Criteria for failure of the opioid trial and for stopping or continuing the opioid has been established and 

explained to the patient. 
  F.  Benefits and potential harms of opioid use have been discussed with this patient. 
  G.  An Opioid Treatment Agreement signed by both the patient and prescriber is on file. (Not required for 

recipients in long-term care facility.) 

  L
O

N
G

-A
CT

IN
G

 O
PI

O
ID

S   H.  The patient requires continuous around the clock analgesic therapy for which alternative treatment options 
have been inadequate or have not been tolerated. 

  I.  Patient previously utilized at least two weeks of short-acting opioids for this condition. Please enter drug(s), 
dose, duration and date of trial in pharmacologic/non-pharmacologic treatment section below. 

  J.  Medication has not been prescribed to treat acute pain, mild pain, or pain that is not expected to persist for 
an extended period of time. 

  K.  Medication has not been prescribed for use as an as-needed (PRN) analgesic.  
  L.  Prescribing information for requested product has been thoroughly reviewed by prescriber. 

IF NO FOR ANY OF THE ABOVE (A-L), PLEASE EXPLAIN: 
 
 

  By signing this request, the prescriber attests that the information provided herein is true and accurate to the best of his/her     
  knowledge. Also, by signing and submitting this request form, the prescriber attests to statements in the ‘Attestation’     
  section of the criteria specific to this request, if applicable.    

  Signature of Prescriber:___________________________________________                Date:____________________ 
 



 

AUTHORITY NOTE: Promulgated in accordance with R.S. 22:1006.1(C) and 46:460.33(B). 
HISTORICAL NOTE: Promulgated by the Department of Health, Board of Pharmacy, LR  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

 
FAMILY IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a family 
impact statement on the rule proposed for adoption, repeal, or amendment.  The following statements will be 
published in the Louisiana Register with the proposed agency rule. 
 
 
I. The effect on the stability of the family. 
 
The proposed rule will have no effect on the stability of the family. 
 
 
II. The effect on the authority and rights of parents regarding the education and supervision of their children. 
 
The proposed rule will have no effect on the authority and rights of parents regarding 
the education and supervision of their children. 
 
 
III. The effect on the functioning of the family. 
 
The proposed rule will have no effect on the functioning of the family. 
 
 
IV. The effect on family earnings and family budget. 
 
The proposed rule will have no effect on family earnings or family budget. 
 
 
V. The effect on the behavior and personal responsibility of children. 
 
The proposed rule will have no effect on the behavior and personal responsibility of 
children. 
 
 
VI. The ability of the family or a local government to perform the function as contained in the proposed rule. 
 
The proposed rule will have no effect on the ability of the family or a local government to 
perform the activity as contained in the proposed rule. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 



 

POVERTY IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 973 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a poverty 
impact statement on the rule proposed for adoption, repeal, or amendment.   
 
 
I.  The effect on household income, assets, and financial security. 
 
The proposed rule will have no effect on household income, assets, or financial security. 
 
 
II. The effect on early childhood development and preschool through postsecondary education development. 
 
The proposed rule will have no effect on early childhood development or preschool 
through postsecondary education development. 
 
 
III.  The effect on employment and workforce development. 
 
The proposed rule will have no effect on employment or workforce development. 
 
 
IV. The effect on taxes and tax credits. 
 
The proposed rule will have no effect on taxes or tax credits. 
 
 
V.  The effect on child and dependent care, housing, health care, nutrition, transportation, and utilities 
assistance. 
 
The proposed rule will have no effect on child and dependent care, housing, nutrition, 
transportation, or utilities assistance.  To the extent the child requires a prescription 
drug for which the insurer requires a prior authorization process, the use of a single 
prescription drug prior authorization form by all parties in the state could simplify that 
process and improve access to the medication, with a positive impact on health care.  
 
 
 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 



 

PROVIDER IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with House Concurrent Resolution No. 170 of the Regular Session of the 2014 Legislature, there is 
hereby submitted a provider impact statement on the rule proposed for adoption, repeal, or amendment.  This will 
certify the agency has considered, without limitation, the following effects on the providers of services to 
individuals with developmental disabilities: 
 
I. The effect on the staffing level requirements or qualifications required to provide the same level of service. 
 
The proposed rule will have no effect on the staffing level requirements or the 
qualifications for that staff to provide the same level of service. 
 
 
II. The total direct and indirect effect on the cost to the provider to provide the same level of service. 
 
To the extent a provider includes the prescribing or dispensing of prescription 
medications to their clients, and to the extent that provider has previously established a 
prescription drug prior authorization process (or some multiple thereof) which is 
substantially different from the proposed form or its electronic equivalent, the provider 
may incur a one-time cost to revised its existing process to conform to the proposed 
process.  However, we anticipate savings will accrue from the use of a single form by all 
parties in the state. 
 
 
III. The overall effect on the ability of the provider to provide the same level of service. 
 
The proposed rule will have no effect on the ability of the provider to provide the same 
level of service. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

REGULATORY FLEXIBILITY ANALYSIS 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 965 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a regulatory 
flexibility analysis on the rule proposed for adoption, repeal, or amendment.  This will certify the agency has 
considered, without limitation, each of the following methods of reducing the impact of the proposed rule on small 
businesses: 
 
I.  The establishment of less stringent compliance or reporting requirements for small businesses. 
 
There are no specific reporting requirements in the proposed rule. 
 
 
II.  The establishment of less stringent schedules or deadlines for compliance or reporting requirements for 
small businesses. 
 
There are no specific reporting requirements in the proposed rule. 
 
 
III.  The consolidation or simplification of compliance or reporting requirements for small businesses. 
 
There are no specific reporting requirements in the proposed rule. 
 
 
IV.  The establishment of performance standards for small businesses to replace design or operational standards 
required in the proposed rule. 
 
The proposed rule requires the use of a single form by all parties in the state, which 
could eliminate the need to maintain multiple forms for different third-party payors.  In 
addition, the proposed rule permits the use of electronic equivalents to the written form. 
 
 
V.  The exemption of small businesses from all or any part of the requirements contained in the proposed rule. 
 
There are no exemptions for small businesses. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

SOLICITATION OF COMMENTS 
 
Interested persons may submit written comments, via United States Postal Service or other mail carrier, or in the 
alternative, by personal delivery, to Malcolm J Broussard, Executive Director, at the office of the Louisiana Board 
of Pharmacy, 3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700.  He is responsible for responding to 
inquiries regarding this proposed rule.  A public hearing on this proposed rule is scheduled for 9:00 am on Friday, 
September 28, 2018 at the office of the Louisiana State Board of Medical Examiners, which is located at 630 Camp 
Street in New Orleans, Louisiana 70130.  At that time, all interested persons will be afforded an opportunity to 
submit data, views, or arguments, either orally or in writing.  The deadline for the receipt of all comments is 12:00 
noon that same day. 
 
Malcolm J Broussard 
Executive Director 
Louisiana Board of Pharmacy 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

FISCAL AND ECONOMIC IMPACT STATEMENT 
FOR ADMINISTRATIVE RULES 

 
In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and 
economic impact statement on the rule proposed for adoption, repeal or amendment:   
 
I.  ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS 
    (Summary) 
 
The LA Board of Pharmacy anticipates one-time printing expenditures of $2,000 in FY 19 to 
publish the Notice of Intent and the final rule publication. The proposed rules implement Act 423 
of the 2018 Regular Session regarding the use of a single prior authorization form for 
prescription drugs. 
 
Furthermore, to the extent local governmental units utilize prior authorization forms, there may 
be a nominal cost to change their existing form to comply with the uniform document in the 
proposed rules. To the extent governmental units use multiple prior authorization forms for 
different payors, there may be future cost savings associated with the use of a single form, 
however any potential savings from this source is speculative. 
 
 
II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS 
      (Summary) 
 
The proposed rules will not affect revenue collections for state or local governmental units. 
 
 
III. ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS OR NON- 
      GOVERNMENTAL GROUPS (Summary) 
 
The proposed rules may benefit insurance companies and other entities that pay for prescription 
drug claims, as they may require the use of a prior authorization process for some drugs to 
manage their costs for such claims. Different entities may use different forms and some entities 
have initiated the use of electronic web portals to receive the information in lieu of printed forms. 
The proposed rules provide for a single form for use by all payors in the state, which may 
streamline the prior authorization process for payors. 
 
Furthermore, some entities will incur printing costs for printing replacement forms. Furthermore, 
to the extent any of those providers have implemented information systems for the prior 
authorization process, they may incur a one-time expense to update their system to 
accommodate the uniform process proposed by the rule. 
 
In addition, the prescribers and dispensers of prescription drugs required to complete the prior 
authorization process may benefit from the use of a single form for all payors in the state, as it 
may streamline the prior authorization process to the extent multiple forms are currently being 
used.  
    
 
IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary) 
 
The proposed rules will not affect competition or employment. 
 

 
 



Regulatory Proposal 2018-E ~ Drugs of Concern                                                                                     Draft #3 

 

 

Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII – Pharmacists 5 
 6 
Chapter 29.  Prescription Monitoring Program 7 
 8 

Subchapter A. General Operations 9 
 10 
§2901.  Definitions 11 

A. As used in this Chapter, the following terms shall have the meaning ascribed to them unless the 12 
context clearly indicates otherwise: 13 
… 14 
Dispenser – a person authorized by this state to dispense or distribute to the ultimate user any  15 

controlled substance or drug monitored by the program, but shall not include any of the following: 16 
  a. – c.  … 17 

 d.     a wholesale distributor of such controlled substance or drug that is credentialed by the 18 
        Louisiana State Board of Wholesale Drug and Device Distributors. 19 

  Drugs of Concern – drugs other than controlled substances as defined by rule whose use requires 20 
tracking for public health purposes or which demonstrate a potential for abuse, including any 21 
material, compound, mixture, or preparation containing any quantity of the following substances, 22 
including its salts, esters, ethers, isomers, and salts of isomers [whenever the existence of such 23 
salts, esters, ethers, isomers, and salts of isomers is possible within the specific chemical 24 
designation]: 25 
a. butalbital when in combination with at least 325 milligrams of acetaminophen per dosage 26 

unit. 27 
b. [Repealed] naloxone. 28 

         … 29 
 30 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 31 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1345 32 
(July 2007), amended LR 36:755 (April 2010), effective September 1, 2010, amended LR 39:314 (February 2013), 33 
amended LR 40:1096 (June 2014), amended LR 41:684 (April 2015), amended by the Department of Health, Board 34 
of Pharmacy, LR  35 
 36 



 
NOTE: Pursuant to the Open Meetings Law, at LRS 42:6.1, the committee may, upon 2/3 affirmative vote of those members present and 
voting, enter into executive session for the limited purposes of (1) discussion of the character, professional competence, or physical or 
mental health of a licensee, (2) investigative proceedings regarding allegations of misconduct, (3) strategy sessions or negotiations with 
respect to litigation, or (4) discussions regarding personnel matters. 
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June 20, 2018 
 
 
 
 
The Honorable John A. Alario, Jr., 
  President of the Senate 
The Honorable Taylor F. Barras, 
  Speaker of the House of Representatives 
 
Dear Senator Alario and Representative Barras: 
 
 This report provides the results of our performance audit of the Louisiana Board of 
Pharmacy (LABP).  The purpose of the audit was to determine whether LABP effectively 
regulated the practice of pharmacy during fiscal years 2013 through 2016 to ensure compliance 
with the Louisiana Pharmacy Practice Act (Louisiana Revised Statutes 37:1161-1251). 
  
 The report contains our findings, conclusions, and recommendations.  Appendix A 
contains LABP’s response to this report. I hope this report will benefit you in your legislative 
decision-making process. 
 
 We would like to express our appreciation to the management and staff of LABP for their 
assistance during this audit. 
 

Sincerely, 
 
 
 
Daryl G. Purpera, CPA, CFE 
Legislative Auditor 
 

DGP/aa 
 
LABP 
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The mission of LABP is to 
regulate the practice of 
pharmacy to protect the 
health, safety, and welfare 
of the citizens of Louisiana. 

Introduction 
 

We evaluated whether the Louisiana Board of Pharmacy (LABP) effectively regulated 
the practice of pharmacy during fiscal years 2013 through 2016 to ensure compliance with the 
Pharmacy Practice Act.1  LABP was established in 1888 as a regulatory agency and is 
responsible for licensing all pharmacies and individuals that engage 
in or assist in the practice of pharmacy or operate a pharmacy.2  We 
conducted this audit because even though LABP is created under the 
authority of the Louisiana Department of Health (LDH),3 neither 
LDH nor any other entity provides oversight of LABP’s operations.  
In addition, the dispensing of addictive medications such as opioids 
and sedatives, as well as overdose deaths from prescription drugs, has increased in recent years.  
In 2016, Louisiana was one of the top states for the number of opioid prescriptions dispensed, 
averaging 98.1 prescriptions per 100 persons, with the national average being 66.5 prescriptions.    

 
R.S. 40:973 requires that every facility or 

person that manufactures, distributes, or dispenses any 
controlled dangerous substances (CDS)4 – such as 
physicians, dentists, veterinarians, and hospitals – 
within the state obtain a license from LABP.  During 
fiscal year 2017, LABP regulated more than 40,000 
entities, as summarized in Exhibit 1.5  LABP is also 
responsible for inspecting pharmacies and facilities or 
persons authorized to distribute CDS and enforcing 
the Pharmacy Practice Act by investigating allegations 
against licensees and permit holders and issuing 
sanctions for violations.  
  

                                                 
1 Louisiana Revised Statutes (R.S.) 37:1161-1251 
2 R.S. 37:1201 and 37:1221 
3 R.S. 37:1171 
4 Controlled dangerous substances (CDS) are drugs or prescription medications that are regulated by the government 
due to their risk for abuse.  
5 Some individuals and/or facilities may have more than one credential. For example, a pharmacy will have a 
pharmacy permit and a CDS license.  

Exhibit 1 
Entities Regulated by LABP 

Fiscal Year 2017 
Credential Type Number 

CDS License - Facility or Person  20,193 
Pharmacy Technician 8,613 
Pharmacist 5,372 
Special Activity Permit 2,934 
Pharmacy 1,983 
Equipment Permit* 1,487 
Pharmacy Intern 1,094 
     Total 41,676 
*Includes emergency drug kits, durable 
medical equipment, etc. 
Source: Prepared by legislative auditor’s staff 
using information provided by LABP. 
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LABP is comprised of 17 Board members appointed by the Governor, including two 
licensed pharmacists from each of the eight pharmacy districts and one public member from the 
state at-large.  In addition, LABP has 20 employees to perform administrative functions and 
assist with licensing, monitoring, and enforcement responsibilities. LABP is funded solely 
through self-generated revenues.  In fiscal year 2017, LABP’s total revenue of approximately 
$3.2 million included fees from license and permit applications and renewals, as well as fines 
assessed to licensees and permit holders.  The majority of LABP’s expenditures were for 
salaries, benefits, and operating costs.  Exhibit 2 provides a breakdown of LABP’s revenues and 
expenditures for fiscal years 2013 through 2017. 

 
Exhibit 2 

LABP Revenues, Expenditures, and Net Income 
Fiscal Years 2013 through 2017 

Category Sub-Category 2013 2014 2015 2016 2017 Total 
Percent 
of Total 

Revenues 

Licenses $2,009,977 $2,150,890 $2,268,823 $2,319,060 $2,424,518 $11,173,268 68.9% 
Prescription 
Monitoring Program 
(PMP) Fees 487,685 462,825 482,225 512,000 519,100 2,463,835 15.2% 
Enforcement 
Actions*  226,464 276,198 682,820 484,496 242,505 1,912,483 11.8% 
Other (admin fees, 
investments, etc.) 125,169 169,481 181,165 197,134 5,629 678,578 4.2% 
     Total $2,849,295 $3,059,394 $3,615,033 $3,512,690 $3,191,752 $16,228,164 100.0% 

Expenses 

Salaries and Benefits $1,518,265 $1,845,482 $1,928,317 $1,919,434 $2,254,379 $9,465,877 69.7% 
Operating Expenses 555,944 548,855 477,803 419,402 421,801 2,423,805 17.8% 
Professional Services 477,673 369,338 221,369 243,793 311,483 1,623,656 12.0% 
Other (insurance, 
acquisitions, etc.) 25,863 10,853 16,848 15,254 4,544 73,362 0.5% 
     Total $2,577,745 $2,774,528 $2,644,337 $2,597,883 $2,992,207 $13,586,700 100.0% 

     Net Income $271,550 $284,866 $970,696 $914,807 $199,545 $2,641,464   
*Includes fines and administrative and investigative costs 
Source: Prepared by legislative auditor's staff using information from LABP. 

 
The objective of this performance audit was to:  

 
Evaluate LABP’s regulation of the practice of pharmacy to ensure compliance with the 

Pharmacy Practice Act. 
 

Overall, we found that LABP has established licensing, inspection, complaint, and 
enforcement procedures that comply with state law and conform to most regulatory best 
practices.6  However, we identified some areas where the Board could improve, which are 
summarized on the next page and discussed in further detail throughout the remainder of the 
report.  Appendix A contains LABP’s response to this report, and Appendix B details our scope 
and methodology.  Appendix C contains the number and types of violations enforced by LABP, 
and Appendix D summarizes the most common enforcement actions imposed by LABP during 
fiscal years 2013 through 2016. 
                                                 
6 Carrying Out a State Regulatory Program,” A National State Auditors Association Best Practices Document, 
NSAA, 2004. 

https://www.nasact.org/files/News_and_Publications/White_Papers_Reports/NSAA%20Best%20Practices%20Documents/2004_Carrying_Out_a_State_Regulatory_Program.pdf
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Objective: Evaluate LABP’s regulation of the practice of 
pharmacy to ensure compliance with the Pharmacy  

Practice Act. 
 

Overall, we found that LABP has established licensing, inspection, complaint, and 
enforcement procedures that comply with state law and conform to most regulatory best 
practices.  Specifically, LABP monitors the license application process to ensure that it 
efficiently issues licenses and permits and ensures that it thoroughly trains compliance officers in 
the practice of pharmacy.  In addition, LABP has established a method for receiving complaints, 
maintains a record of all enforcement actions taken against licensees, and makes information 
about disciplinary actions available to the public.  However, we identified the following areas 
where LABP could strengthen its oversight processes:  

 
 Although LABP conducted most of its required inspections in a timely 

manner, it did not inspect 505 (9.7%) of 5,229 pharmacies and CDS licensees 
according to required timeframes during fiscal years 2013 through 2017.  
Additionally, 42 (9.1%) of 464 CDS licensees were not inspected at all during 
a four-year period.  According to LABP, this was because it did not have enough 
compliance officers and prioritized inspections of high-risk licensees over low-
risk licensees.  

 LABP’s policy does not specify which violations require follow-up 
inspections or require compliance officers to document follow-up inspections.  
We found that LABP did not conduct follow-up inspections on five (45.5%) of 11 
pharmacies placed on probation during fiscal years 2013 through 2016.  As a 
result, management cannot ensure that follow-up inspections are conducted when 
required and that violations are corrected.   

 LABP’s enforcement process helps ensure that violations are addressed in a 
consistent manner.  However, LABP did not complete investigations for 152 
(10.8%) of 1,410 enforcement cases in accordance with its internal timeliness 
goal of 180 days during fiscal years 2013 through 2016.  LABP should 
establish formal timeframe requirements for its enforcement process, including 
completing investigations and closing enforcement cases, to help mitigate 
potentially dangerous situations for the public.  

These areas are explained in more detail throughout the remainder of the report along with 
recommendations to strengthen LABP’s regulation of the practice of pharmacy. 
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Although LABP conducted most of its required inspections 
in a timely manner, it did not inspect 505 (9.7%) of 5,229 
pharmacies and CDS licensees according to required 
timeframes during fiscal years 2013 through 2017.  
Additionally 42 (9.1%) of 464 CDS licensees were not 
inspected at all during a four-year period. 

 
State law charges LABP with inspecting any licensed or permitted person or facility to 

determine if any provisions of law governing the legal distribution of drugs or the practice of 
pharmacy are being violated.7  Specifically, R.S. 40:973(E) authorizes LABP to inspect 
pharmacies, CDS licensees, and applicants for licensing in accordance with the Board’s rules and 
regulations.  While the law does not specify how often LABP should conduct these inspections, 
LABP’s current guidelines for inspection frequencies state that all pharmacies and CDS licensees 
must be inspected at least every two years, but more frequently if they have issues of 
noncompliance and/or complaints.  LABP inspects sterile compounding pharmacies more 
frequently since these pharmacies create customized medications such as those that will be 
directly injected into the patient, inserted into the eye, or applied to the skin.  These medications 
carry a high risk of infection or other medical problems and thus must be prepared according to 
federal standards for compounding sterile preparations.  Exhibit 3 summarizes LABP’s 
inspection criteria.  We used these criteria to analyze inspection data contained in eLicense, 
which is LABP’s electronic database for tracking licenses, inspections, and enforcement 
information. 

 
Exhibit 3 

LABP Inspection Criteria 
Fiscal Years 2013 through 2017 

Timeframe Inspection Criteria 
Pharmacies and CDS Licensees 

July 1, 2012 – August 10, 2016 Every 3 years 
August 11, 2016 – current Every 2 years 

Sterile Compounding Pharmacies 
July 1, 2012 – August 10, 2016 Every 3 years 

August 11, 2016 – December 14, 2016 Every 2 years 
December 15, 2016 – current Every 18 months 

Source: Created by legislative auditor’s staff using information provided by LABP. 
 

During fiscal years 2013 through 2017,8 LABP did not conduct 505 (9.7%) of 5,229 
inspections of pharmacies and CDS licensees according to required timeframes and did not 
inspect 42 (9.1%) of the 464 CDS licensees at all.9  The 505 inspections that were late were 
                                                 
7 R.S. 37:1182 
8 We expanded our scope by one year for this analysis so that we could evaluate LABP’s performance in conducting 
inspections under its current inspection frequency requirements, which were implemented during fiscal year 2017.   
9 While LABP regulates more than 20,000 CDS licensees, it is only required to inspect those that are not regulated 
by another state-level licensing board.  For the other CDS licensees, the burden of inspecting falls on the agency that 
issues the primary license, such as the state Dental, Medical, Nursing, and Veterinary Boards.  
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between 11 and 1,909 days late, 70 of which were sterile compounding pharmacies with more 
frequent inspection requirements.  We also found that LABP should have conducted an 
additional 59 inspections during our audit scope according to its inspection criteria, including 
seven sterile compounding pharmacies.  In addition, LABP did not inspect 42 (9.1%) of 464 
CDS licensees at all.   

 
According to LABP, it prioritized inspections of sterile compounding pharmacies and 

other high-risk licensees over low-risk CDS licensees during this time period as part of a national 
response to the New England Compounding Center (NECC) incident in 2012.10  LABP stated 
that the 42 CDS licenses that were not inspected posed a very small risk of harm to the public 
because they included university researchers, hospital-based clinics, crime labs, and animal 
euthanasia technicians that do not compound sterile products or dispense drugs to patients.   

 
LABP also stated that it did not have enough compliance officers until late 2016, which 

prevented it from completing all necessary inspections within the required timeframe.  In 
October 2016, the Board promoted an employee to the Chief Compliance Officer position, which 
had been vacant since 2009, and hired an additional compliance officer in March 2017.  These 
staffing changes allowed LABP to increase the total number of inspections conducted and start to 
resolve the backlog of late inspections.  Exhibit 4 shows the number of inspections conducted 
during fiscal years 2013 through 2017 as well as the number of inspections completed that were 
late.   

 
Exhibit 4 

Pharmacy and CDS Licensee Inspections Conducted 
Fiscal Years 2013 through 2017 

 

 
 

Note: While it appears that LABP’s performance regarding the timeliness of inspections was declining in 
FY17, compliance officers were catching up on inspections that were not completed as required in previous 
years. In addition, LABP revised its inspection criteria in FY17 to be more stringent, as shown in Exhibit 3. 
Source: Prepared by legislative auditor’s staff using information from LABP’s eLicense system. 
 

                                                 
10 A fungal meningitis outbreak in 2012 that sickened more than 700 individuals and resulted in 76 deaths was 
traced to tainted steroid medications shipped out from the NECC’s Boston facility.  NECC was found to have 
operated in a filthy, unsanitary environment; compounded, sold, and shipped drugs to persons without valid 
prescriptions; and that those drugs contained expired or contaminated ingredients.  

0

200

400

600

800

1,000

1,200

1,400

FY13 FY14 FY15 FY16 FY17

629 

877 

1,118 1,154 

1,359 

Late
Timely



Regulation of the Practice of Pharmacy Louisiana Board of Pharmacy 

6 

Recommendation 1:  LABP should ensure that all pharmacies and CDS licensees are 
inspected in accordance with timeframes stipulated in policy. 
 
Summary of Management’s Response:  LABP agrees with this recommendation 
and stated that with an increase in the frequency of inspections as well as an increase in 
the level of documentation in the inspection reports, the Board is considering an increase 
in the number of its compliance officers.  The Board’s six compliance officers are 
currently operating at capacity and occasionally struggle to complete their assigned 
inspections and investigations in a timely manner.  See Appendix A for LABP’s full 
response. 
 
 

LABP’s policy does not specify which violations require 
follow-up inspections or require compliance officers to 
document follow-up inspections.  We found that LABP did 
not conduct follow-up inspections on five (45.5%) of 11 
pharmacies placed on probation during fiscal years 2013 
through 2016.  As a result, management cannot ensure that 
follow-up inspections are conducted when required and that 
violations are corrected.  
 

LABP’s current inspection guidelines require compliance officers to document violations 
on an inspection report, including whether all permits are current and whether the premises are 
clean and orderly.  According to best practices, a regulatory program should follow-up as needed 
to determine whether issues have been corrected.11   LABP’s inspection guidelines state that 
compliance officers are required to conduct unscheduled follow-up visits to confirm compliance 
when pharmacies are noncompliant with regulations pertaining to three inspection categories.  
These three categories include pharmacies not having a licensed pharmacist on duty, inadequate 
lighting and ventilation, and inadequate drug security and control.  However, LABP’s guidelines 
do not specify which violations within each category are severe enough to warrant the follow-up 
inspection nor do they require that compliance officers document follow-up inspections, as 
discussed in the following sections.   

 
While LABP’s inspection guidelines designate the general categories of violations 

that require follow-up inspections, they do not specify which violations within each 
category require follow-up inspections.  We reviewed eLicense inspection data and found that 
during fiscal years 2013 through 2016, LABP identified 116 instances of noncompliance 
involving the three categories mentioned above.  According to LABP, compliance officers are 
permitted to use their judgment when determining if a specific violation is severe enough to 
warrant a follow-up inspection.  For example, if a pharmacy had a few light bulbs not working, 
the compliance officer would mark them as noncompliant under the “Adequate Lighting/ 

                                                 
11 “Carrying Out a State Regulatory Program,” A National State Auditors Association Best Practices Document, 
NSAA, 2004. 

https://www.nasact.org/files/News_and_Publications/White_Papers_Reports/NSAA%20Best%20Practices%20Documents/2004_Carrying_Out_a_State_Regulatory_Program.pdf
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Ventilation” category, but would not conduct a follow up visit.  In contrast, if the air 
conditioning was not working during a hot summer month, a follow-up visit would be conducted.  

 
Since LABP’s inspection guidelines do not clarify which issues within each category 

require a follow-up visit, compliance officers may not be consistently conducting follow-up 
visits when appropriate.  In addition, LABP does not require compliance officers to document 
follow-up inspections in eLicense.  As a result, management cannot ensure that compliance 
officers are performing all follow-up visits as required by policy and ensuring that violations are 
corrected.  

 
Requiring that all follow-up inspections be documented is important, as LABP 

cannot ensure that follow-up inspections were conducted on five (45.5%) of 11 pharmacies 
placed on probation during fiscal years 2013 through 2016.  LABP is authorized to place 
pharmacies on probation when they violate the Pharmacy Practice Act.  According to LABP, 
compliance officers conduct follow-up inspections to ensure that licensees are complying with 
the terms of probation, such as the development and maintenance of a perpetual inventory 
system for controlled substances.  However, LABP does not require compliance officers to 
document these follow-up inspections, so it cannot ensure they are conducted.  We reviewed 
eLicense data and found that LABP did not conduct follow-up inspections on five (45.5%) of 11 
pharmacies placed on probation during fiscal years 2013 through 2016.12  These pharmacies 
were on probation for various reasons including unlawful possession of controlled substances, 
failure to report the theft or loss of controlled substances, failure to remove expired medications 
from pharmacy inventory, distribution of samples to physicians, illegal sale of products, and 
repeated occasions of negligence or incompetence in the practice of pharmacy.  Two of the five 
pharmacies were still on probation as of August 2017, but there are no documented follow-up 
inspections for the remaining three pharmacies that have since been removed from probation.  
According to LABP staff, in the future, they will require compliance officers to document all 
follow-up inspections in eLicense. 

   
Recommendation 2:  LABP should clarify which violations are severe enough to 
warrant follow-up inspections so that compliance officers know when follow-up 
inspections are required to be conducted.   
 
Summary of Management’s Response:  LABP agrees with this recommendation 
and stated that the Board will consider new policies for its inspections and compliance 
checks.  In addition, enforcement personnel will be informed of such policies, and 
performance reviews will incorporate policy compliance assessments.  See Appendix A 
for LABP’s full response. 
 
Recommendation 3:  LABP should require that follow-up inspections are 
documented and formally tracked in eLicense so it can ensure that compliance officers 
are conducting all required follow-up inspections. 

 

                                                 
12 The remaining six pharmacies did receive a follow-up inspection that was documented. 
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Summary of Management’s Response:  LABP agrees with this recommendation 
and stated that the Board has implemented new data entry procedures for eLicense to 
record follow-up inspections separately from other types of inspections.  See Appendix A 
for LABP’s full response. 
 
 

LABP’s enforcement process helps ensure violations are 
addressed in a consistent manner.  However, LABP did not 
complete investigations for 152 (10.8%) of 1,410 
enforcement cases in accordance with its internal timeliness 
goal of 180 days during fiscal years 2013 through 2016.  
 
 State law charges LABP with overseeing the disciplinary actions of individuals and 
facilities that engage in the practice of pharmacy.13  LABP opens an enforcement case to track 
alleged violations of pharmacy law, administrative matters such as requests for reinstatement of a 
license or permit, and licensees on probation.  Alleged violations are uncovered in a variety of 
ways including complaints from concerned citizens and practitioners, notification from other 
regulatory entities, or during inspections conducted by LABP staff.  During fiscal years 2013 
through 2016, LABP opened and closed 1,410 enforcement cases to determine if the licensee or 
permit holders violated the Pharmacy Practice Act.  For these 1,410 cases, LABP determined 
that the licensee or permit holders violated the Pharmacy Practice Act in 593 (42.1%) cases 
involving a total of 1,273 violations.  The most common violation involved 264 (20.7%) 
dispensing issues such as dispensing the wrong quantity of a medication or dispensing a 
prescription without proper authorization.  Appendix C summarizes all violations by fiscal year 
for fiscal years 2013 through 2016.   

 
LABP’s enforcement process helps ensure violations are addressed in a consistent 

manner.  When there is proof that a licensee or permit holder has violated provisions of the 
Pharmacy Practice Act, R.S. 37:1241 allows LABP to apply a range of enforcement actions from 
warnings to probation and suspension.  Enforcement actions range from informal non-
disciplinary actions such as field corrections14 or letters of noncompliance for minor violations 
when no harm is done to a patient, to formal disciplinary actions such as letters of reprimand, 
probation, and suspension for more serious offenses.  In addition, LABP may assess a fine up to 
$5,000 for each offense.15  From fiscal year 2013 through 2016, LABP collected more than  
$1.6 million from enforcement actions, including fines assessed and legal and administrative 
costs recouped from investigation.   

 
According to best practices, a state regulatory agency must impose appropriate and 

consistent enforcement actions that address the violations cited against the people and/or entities 

                                                 
13 R.S. 37:1241 and R.S. 37:1182 
14 A field correction is an informal, non-disciplinary enforcement action in which the LABP compliance officer uses 
an educational approach to achieve compliance.  
15 According to LABP staff, fines for one offense may be assessed for multiple days. In addition to fines, LABP can 
assess administrative fees and costs related to the investigation. 
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accused.16  To help ensure that it imposes actions consistently, LABP staff tracks all enforcement 
cases and provides the Board members information pertaining to how the Board addressed 
similar violations in the past.  For example, during fiscal years 2013 and 2016, LABP 
consistently handled 148 (99.3%) of 149 cases with dispensing errors that did not harm the 
patients with field corrections and required that the licenses of those that divert controlled 
substances be revoked or surrendered in 19 (95.0%) of 20 cases.  Appendix D contains all 
enforcement actions that LABP imposed during fiscal years 2013 through 2016.   

 
While LABP does not have formal criteria for how long compliance officers have to 

complete investigations, 152 (10.8%) of 1,410 investigations were not completed in 
accordance with LABP’s internal timeliness goal of 180 days.  When an enforcement case is 
opened by LABP, a compliance officer is assigned to investigate the case. Based on the results of 
the investigation, the enforcement case will then be closed with a variety of dispositions, 
including a determination that there was no violation, a field correction, a voluntary agreement to 
stop practicing, or a conference with the LABP Violations Committee which can result in formal 
enforcement actions issued by the Board.  While LABP does not have formal guidelines or 
requirements for how quickly a case should be closed and enforcement actions imposed, it does 
have an informal goal of completing the investigation component of the case within 180 days.  
Best practices16 state that regulatory agencies must impose enforcement actions in a timely 
manner, and according to the Texas Sunset Advisory Commission, investigations that are 
unreasonably long can prolong potentially dangerous situations for the public and disrupt a 
licensee’s practice.17 

 
To evaluate LABP’s timeliness in issuing enforcement actions, we reviewed the 1,410 

enforcement cases that were opened and closed between fiscal years 2013 and 2016.  We found 
that these cases were open for an average of 117 days and in 1,258 (89.2%) of these cases, the 
investigations were completed within 180 days.  Of the remaining 152 (10.8%) cases, the 
investigations took longer than 180 days to complete, but only 10 cases ultimately resulted in 
formal disciplinary action by the Board.  In these 10 cases, the violations included dispensing 
prescriptions without the required permit and dispensing prescription refills without 
authorization from the prescriber. 

 
According to LABP, an investigation may take more than 180 days to complete if it 

involves a joint or overlapping investigation with another agency such as the Federal Drug 
Administration, U.S. Drug Enforcement Agency (DEA), local/state/federal law enforcement 
agency, or other state regulatory boards.  For example, one enforcement case was open for a year 
and a half because the DEA requested LABP postpone its investigation until the DEA could 
complete its own.  A case may also take more than 180 days to close if the compliance officer 
does not complete the investigation in a timely manner.  According to LABP, in the future the 
Chief Compliance Officer will more closely scrutinize each compliance officer’s caseload and 
turnaround time of investigations.   

 

                                                 
16 “Carrying Out a State Regulatory Program,” A National State Auditors Association Best Practices Document, 
NSAA, 2004. 
17 “Sunset Licensing and Regulation Model,” Texas Sunset Advisory Commission, October 2017 

https://www.nasact.org/files/News_and_Publications/White_Papers_Reports/NSAA%20Best%20Practices%20Documents/2004_Carrying_Out_a_State_Regulatory_Program.pdf
https://www.sunset.texas.gov/public/uploads/files/Licensing%20Model_October%202017.pdf
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Recommendation 4:  LABP should establish formal timeframe requirements for its 
enforcement process, including completing investigations and closing enforcement 
cases, to help mitigate potentially dangerous situations for the public.  

 
Summary of Management’s Response:  LABP agrees with this recommendation 
and stated that the Board will consider new policies for its complaint investigations.  In 
addition, enforcement personnel will be informed of such policies, and performance 
reviews will incorporate policy compliance assessments.  See Appendix A for LABP’s 
full response. 
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APPENDIX B:  SCOPE AND METHODOLOGY 

 
GEMENT’S RESPONSE 

This report provides the results of our performance audit of the Louisiana Board of 
Pharmacy (LABP).  We conducted this performance audit under the provisions of Title 24 of the 
Louisiana Revised Statutes of 1950, as amended.  This audit generally covered the period of  
July 1, 2012, through June 30, 2016, with some inspection analyses covering through June 30, 
2017.  Our audit objective was to:  
 

Evaluate LABP’s regulation of the practice of pharmacy to ensure compliance with the 
Pharmacy Practice Act.  

 
 We conducted this performance audit in accordance with generally-accepted Government 
Auditing Standards issued by the Comptroller General of the United States.  Those standards 
require that we plan and perform the audit to obtain sufficient, appropriate evidence to provide a 
reasonable basis for our findings and our conclusions based on our audit objective.  We believe 
the evidence obtained provides a reasonable basis for our findings and conclusions based on our 
audit objective.  To answer our objective, we reviewed internal controls relevant to the audit 
objective and performed the following audit steps:  
 

 Researched and reviewed relevant state statutes and regulations relating to LABP.  

 Researched pharmacy board audits, program models, and practices in other states.   

 Interviewed relevant LABP staff and pharmacy profession stakeholders, such as 
the Louisiana Independent Pharmacies Association and the Louisiana Pharmacist 
Association.   

 Attended multiple board meetings and administrative hearings to observe 
proceedings and LABP’s interaction with licensees that have alleged violations.   

 Obtained and analyzed enforcement data contained in LABP’s eLicense system 
from fiscal years 2013 through 2016 and inspection data from fiscal years 2013 
through 2017.  We expanded our scope by one year for the inspection analysis so 
that we could evaluate LABP’s performance in conducting inspections under its 
current frequency criteria, which were implemented during fiscal year 2017.   

 Used Audit Command Language (ACL) software to determine the timeliness of 
enforcement processes as well as the consistency of sanctions handed down by 
LABP during our scope.   

 Discussed the results of our analysis with LABP management and provided 
LABP with the results of our data analysis.  
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APPENDIX C:  VIOLATIONS ENFORCED BY LABP, BY TYPE  

FISCAL YEARS 2013 THROUGH 2016 
 
 

Type of Violation  
FY 

2013 
FY 

2014 
FY 

2015 
FY 

2016 Total 
Dispensing issue 22 72 104 66 264 
Departed from minimum standards of pharmacy practice 8 42 76 67 193 
Illegal or improper operation of a pharmacy 6 47 33 25 111 
Acquisition, attempted acquisition, or assisting in acquisition of 
credential by fraud or misrepresentation 6 18 29 40 93 
Reasonable suspicion of impairment 16 30 16 16 78 
Diversion or distribution of prescription or controlled substance 23 17 12 5 57 
Failure to provide information legally requested by the board 3 4 17 30 54 
Gross negligence, incompetence, or misconduct 1 17 10 21 49 
Practicing without or with an expired credential 6 14 11 4 35 
Prescription Monitoring Program violation 12 12 4 3 31 
Evaded, or assisted another person in evading any laws or 
regulations pertaining to the practice of pharmacy   1 29 30 
Failure to disclose prior administrative action 3 3 5 19 30 
Failure to disclose prior criminal history 1 3 7 18 29 
Unprofessional conduct 4 3 9 9 25 
Violation of probationary or monitoring terms 1 4 9 10 24 
Failure to designate a Pharmacist-in-Charge timely  8 11 3 22 
Inadequate record keeping 2 5 12 3 22 
Circumvention of authority of Pharmacist-in-Charge  4 13 3 20 
Possession of Controlled Dangerous Substance 5 2 9 4 20 
Failure to notify Board of disciplinary action by another agency 2  10 7 19 
Disciplinary action in another jurisdiction 4 2 1 8 15 
Failure to maintain confidentiality of protected health information 4 5  2 11 
Failure to comply with sterile compounding standards 2 5   7 
Practicing beyond professional competence or scope of credential  6   6 
Convicted of a felony  1 3 1 5 
Criminal Background Check report (LABP received a “rap-back” 
from Louisiana State Police)  4   4 
Fail to comply with continuing education requirements 2  1 1 4 
Fail to comply with Medical Assistance Trust Fund requirements 2 2   4 
Durable Medical Equipment issue  3 1  4 
Improper advertising 1  2  3 
Fail to maintain policy and procedure manual or adequate reference 
materials  1  1 2 
Failure to submit to medical evaluation 1    1 
Failure to timely notify Board of employment change    1 1 
     Total 137 334 406 396 1,273 
Source: Prepared by legislative auditor’s staff using information provided by LABP. 
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APPENDIX D:  ENFORCEMENT ACTIONS IMPOSED BY LABP  

FISCAL YEARS 2013 THROUGH 2016 
 
 

 

Enforcement Action Number* 
Field Correction (educational approach to achieve compliance) 275 
Fine (maximum $5,000 per offense) 152 
Suspension or Surrender (inactive permit/license, unable to practice) 150 
Probation/Restriction (active permit/license but restricted in some manner) 100 
Letter of Reprimand 62 
Revocation (permit/license removed by LABP) 56 
Letter of Noncompliance 55 
Letter of Warning 22 
Issue Cease and Desist Order 18 
Relinquishment (permit/license returned to LABP for non-disciplinary reason) 5 
     Total 895 
*A single case may have more than one enforcement action, such as probation and a fine. 
Source: Prepared by legislative auditor's staff using information provided by LABP. 



Pharmacy Survey Questions 

 
1. Which of the following best describes your primary place of practice? 

• Independent pharmacy 
• Chain pharmacy  
• Institutional pharmacy (hospital, nursing home, etc.) 
• Other (please specify): ________________ 

 
2. Are you the Pharmacists in Charge (PIC)? Yes/No 
 
Questions about the Louisiana Board of Pharmacy (LABP) 
 
3. Please rate the Louisiana Board of Pharmacy (LABP) board members and staff in the following:  

• Overall Knowledge and Expertise 
• Overall Helpfulness and Professionalism 
• Overall Quality of Service  
• Comments  

 
4. Please indicate how much you agree or disagree with the following statements: 

• LABP has an effective and efficient licensing process. 
• The LABP inspection process is effective at deterring and identifying violations of the Pharmacy Practice Act. 
• LABP enforcement actions are consistent and fair.  
• Comments  

 
5. In your opinion, is LABP an effective regulatory board? Yes/No 

• Please specify what factors, indicators, or measures you use to formulate your opinion.   
 

6. Do you have any additional comments, concerns, or suggestion you would like to provide with regards to LABP?  
• Open Text Box 
 

Questions about Louisiana Department of Insurance oversight of PBMs  (Note: removed questions 7 through 12 from 
results provided to LABP) 
 
Questions about the Prescription Drug Monitoring Program (PMP) 
 
13. Do you use Louisiana’s Prescription Drug Monitoring Program (PMP) also called AWARxE?  

• Yes - I use it or my delegates use it 
• No - Ask why not then skip to the end with no additional PMP questions 

 
14. As a result of information you see in the PMP/AWARxE have you ever taken action?  

• Refuse to fill a prescription 
• Contact the prescriber  
• Additional patient counseling 
• Other (Please specify)  

 



15. What issues have you encountered when using the PMP/AWARxE system to input or obtain information about your 
patients? (Select all that apply) 
• PMP system is not user friendly 
• Takes too much time/not enough staff to comply 
• Inadequate training/user guidance 
• The information in the system is not accurate 
• Other (Please specify) 

 
16. From your knowledge of the PMP, do you think the program is likely to reduce prescription drug abuse in Louisiana?  

• Definitely Yes / Maybe / Definitely No / Not Sure 
• Please explain your answer. 

 
17. Do you have any additional comments, concerns, or suggestion you would like to provide with regards to the PMP?  

• Open Text Box 
 



29.37% 627

32.46% 693

28.85% 616

9.32% 199

Q1 Which of the following best describes your primary place of practice?
Answered: 2,135 Skipped: 0

TOTAL 2,135

# OTHER (PLEASE SPECIFY) DATE

1 Specialty pharmacy 11/11/2017 9:48 PM

2 Long-term care mail order 11/10/2017 10:57 PM

3 clinic 11/10/2017 9:35 AM

4 Specialty 11/9/2017 4:56 PM

5 Long term care consultant 11/9/2017 1:29 PM

6 PBM 11/9/2017 12:09 PM

7 academia 11/9/2017 10:48 AM

8 mail order 11/9/2017 10:46 AM

9 consulting/retired institutional 11/9/2017 10:44 AM

10 Retired 11/9/2017 8:31 AM

11 Academia 11/9/2017 8:10 AM

12 retired 11/8/2017 4:06 PM

13 INDEPENDENT 503-A COMPOUNDING PHARMACY 11/8/2017 3:54 PM

Independent
pharmacy

Chain pharmacy

Institutional
pharmacy...

Other (please
specify)

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES

Independent pharmacy

Chain pharmacy

Institutional pharmacy (hospital, nursing home, etc.)

Other (please specify)
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14 Government Pharmacy 11/8/2017 1:52 PM

15 Retired 11/8/2017 1:40 PM

16 Mail order 11/8/2017 1:11 PM

17 home infusion 11/8/2017 1:00 PM

18 Not working as a pharmacist 11/8/2017 12:47 PM

19 retired pharmacist 11/8/2017 11:22 AM

20 Retired 11/8/2017 10:53 AM

21 Renal Dialysis 11/8/2017 10:39 AM

22 government pharmacy 11/8/2017 7:53 AM

23 nuclear 11/8/2017 7:47 AM

24 specialty pharmacy 11/8/2017 7:33 AM

25 Consulting 11/8/2017 7:22 AM

26 Specialty hub 11/8/2017 6:35 AM

27 K 11/8/2017 5:31 AM

28 Mail order 11/8/2017 12:38 AM

29 Remote order entry 11/7/2017 11:16 PM

30 I am a retired hospital pharmacist. 11/7/2017 11:03 PM

31 retired , hospital pharmacist 11/7/2017 9:37 PM

32 Specialty Mail Order Pharmacy 11/7/2017 8:22 PM

33 Infusion 11/7/2017 7:56 PM

34 PBM 11/7/2017 7:29 PM

35 free clinic, volunteer work 11/7/2017 7:20 PM

36 Specialty pharmacy 11/7/2017 7:11 PM

37 Specialty pharmacy 11/7/2017 7:07 PM

38 BOP 11/7/2017 7:05 PM

39 Home Infusion 11/7/2017 6:54 PM

40 Compounding 11/7/2017 6:51 PM

41 hospital pharmacist until retirement this year 11/7/2017 6:44 PM

42 Retired 11/7/2017 6:41 PM

43 dsabled unemployed 11/7/2017 6:23 PM

44 Not practicing 11/7/2017 6:08 PM

45 Community health center (hiv clinical pharmacist) 11/7/2017 6:05 PM

46 specialty--renal phcy 11/7/2017 5:56 PM

47 State Medicaid Agency 11/7/2017 5:53 PM

48 Periodontist 11/7/2017 5:42 PM

49 Industry 11/7/2017 5:31 PM

50 Mail order 11/7/2017 5:24 PM

51 Retired 11/7/2017 5:23 PM

52 Admin/ health plan 11/7/2017 5:18 PM

53 Retired 11/7/2017 5:05 PM

54 Retired 11/7/2017 4:57 PM
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55 I do both chain and institutional 11/7/2017 4:48 PM

56 Specialty Pharmacy 11/7/2017 4:34 PM

57 Nuclear 11/7/2017 4:33 PM

58 retail with in hospital 11/7/2017 4:28 PM

59 PBM mail order 11/7/2017 4:15 PM

60 I am retired 11/7/2017 4:15 PM

61 Mail Order 11/7/2017 4:02 PM

62 recently retired from chain 11/7/2017 4:02 PM

63 Specialty 11/7/2017 3:57 PM

64 specialty mail order 11/7/2017 3:56 PM

65 home infusion and LTC pharmacy 11/7/2017 3:55 PM

66 Specialty Pharmacy 11/7/2017 3:50 PM

67 Retired from hospital pharmacy. 11/7/2017 3:49 PM

68 E 11/7/2017 3:45 PM

69 oncology clinic 11/7/2017 3:42 PM

70 Research 11/7/2017 3:41 PM

71 Retired 11/7/2017 3:33 PM

72 Mail order 11/7/2017 3:32 PM

73 Academia 11/7/2017 3:31 PM

74 Consultant pharmacy 11/7/2017 3:28 PM

75 Academia 11/7/2017 3:26 PM

76 Specialty mail order 11/7/2017 3:26 PM

77 Specialty 11/7/2017 3:26 PM

78 Specialty 11/7/2017 3:24 PM

79 Specialty 11/7/2017 3:22 PM

80 Nuclear 11/7/2017 3:20 PM

81 Consulting pharmacy 11/7/2017 3:19 PM

82 Industry 11/7/2017 3:16 PM

83 Currently unemployed 11/7/2017 3:16 PM

84 mail order pharmacy 11/7/2017 3:14 PM

85 Unemployed 11/7/2017 3:14 PM

86 Retired 11/7/2017 3:14 PM

87 Pharmaceutical Company 11/7/2017 3:13 PM

88 specialty pharmacy 11/7/2017 3:10 PM

89 Mail order 11/7/2017 3:08 PM

90 Consulting 11/7/2017 3:06 PM

91 outpatient mental health pharmacy 11/7/2017 3:06 PM

92 home infusion 11/7/2017 3:04 PM

93 VA Mail Order 11/7/2017 3:03 PM

94 Ambulatory care, academia 11/7/2017 3:03 PM

95 Consulting 11/7/2017 2:58 PM
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96 Not working 11/7/2017 2:55 PM

97 retired 11/7/2017 2:54 PM

98 Nuclear 11/7/2017 2:54 PM

99 Corporately owned nuclear pharmacy 11/7/2017 2:53 PM

100 Federal government institutional pharmacy 11/7/2017 2:52 PM

101 Mail Order 11/7/2017 2:52 PM

102 Mail order 11/7/2017 2:51 PM

103 Specialty Mail order 11/7/2017 2:51 PM

104 State government 11/7/2017 2:49 PM

105 Mail Order 11/7/2017 1:00 PM

106 State regulatory agency - retired 11/6/2017 2:48 PM

107 Home infusion 11/6/2017 1:36 PM

108 Specialty mail order 11/3/2017 1:54 PM

109 Government 11/2/2017 4:54 PM

110 Mail order 11/2/2017 2:18 PM

111 Home infusion pharmacy 11/2/2017 5:00 AM

112 Government 10/30/2017 7:43 AM

113 340B pharmacy in health clinic setting 10/29/2017 7:36 PM

114 Not currently practicing pharmacy 10/28/2017 1:51 PM

115 Not practicing right now 10/28/2017 8:12 AM

116 independent home infusion company 10/27/2017 2:12 PM

117 Consultant Pharmacist 10/27/2017 10:50 AM

118 Home health/infusion 10/26/2017 9:27 PM

119 Semi Retired, Hospital, mail order mental health, chain 10/26/2017 7:33 PM

120 S 10/26/2017 5:02 PM

121 Academia 10/26/2017 8:26 AM

122 Specialty Pharmacy 10/25/2017 5:16 PM

123 Retired 10/25/2017 12:34 PM

124 Pharmaceutical Industry 10/25/2017 10:51 AM

125 l 10/25/2017 9:37 AM

126 Retired from hospital 10/25/2017 8:49 AM

127 retired independent owner 10/25/2017 6:46 AM

128 Medicare advantage 10/25/2017 6:11 AM

129 . 10/25/2017 4:25 AM

130 Specialty 10/25/2017 3:48 AM

131 Compound 503b 10/24/2017 10:52 PM

132 Mail order 10/24/2017 10:33 PM

133 Corporate Pharmacy Informatics (Healthcare System) 10/24/2017 9:49 PM

134 Health system outpatient pharmacy 10/24/2017 9:49 PM

135 PBM 10/24/2017 9:05 PM

136 Pharmacy Call Center 10/24/2017 9:05 PM
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137 Chain pharmacy corporate office 10/24/2017 8:57 PM

138 PBM 10/24/2017 8:40 PM

139 Hospital outpatient retail pharmacy 10/24/2017 8:08 PM

140 Legal regulatory compliance 10/24/2017 7:15 PM

141 Consultant Regulatory Affairs 10/24/2017 6:53 PM

142 Consultant for diabetes patients out of state and perform drug room inspections in facilities through
my business. Also staff rural hospitals

10/24/2017 6:33 PM

143 Mail order 10/24/2017 6:23 PM

144 telepharmacy 10/24/2017 6:17 PM

145 Mail Order 10/24/2017 5:33 PM

146 Retired 10/24/2017 5:29 PM

147 Pbm 10/24/2017 5:11 PM

148 Non-sterile Compounding-Mail Order Pharmacy 10/24/2017 4:40 PM

149 Retired from chain pharmacy 10/24/2017 4:35 PM

150 DM 10/24/2017 4:24 PM

151 Academia Xavier University of Louisiana 10/24/2017 4:24 PM

152 Long term care 10/24/2017 4:19 PM

153 Home infusion/Specialty Pharmacy 10/24/2017 3:48 PM

154 Retired 10/24/2017 3:24 PM

155 Retired 10/24/2017 3:16 PM

156 Specialty infusion 10/24/2017 2:54 PM

157 Thanks 10/24/2017 2:48 PM

158 Nuclear 10/24/2017 2:40 PM

159 Specialty Pharmacy 10/24/2017 2:36 PM

160 nuclear pharmacy 10/24/2017 2:35 PM

161 MTM 10/24/2017 2:28 PM

162 retired 10/24/2017 2:27 PM

163 Retired 10/24/2017 2:23 PM

164 relief Pharmacist 10/24/2017 2:19 PM

165 Specialty Pharmacy 10/24/2017 2:17 PM

166 mail order 10/24/2017 2:12 PM

167 Retired from FDA 10/24/2017 2:11 PM

168 RETIRED 10/24/2017 2:05 PM

169 PBM 10/24/2017 2:00 PM

170 Retired 10/24/2017 1:58 PM

171 Xx 10/24/2017 1:56 PM

172 closed door specialty 10/24/2017 1:52 PM

173 Retired from both chain and independent pharmacies 10/24/2017 1:47 PM

174 Remote order entry 10/24/2017 1:44 PM

175 government pharmacy 10/24/2017 1:30 PM

176 Mail order 10/24/2017 1:29 PM
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177 Government 10/24/2017 1:23 PM

178 X 10/24/2017 1:21 PM

179 Managed Care 10/24/2017 1:14 PM

180 Nuclear pharmacy 10/24/2017 1:08 PM

181 Nuclear Pharmacy 10/24/2017 1:07 PM

182 Information Systems Consultant 10/24/2017 1:07 PM

183 Not currently living nor practicing in Louisiana 10/24/2017 12:59 PM

184 Retired 10/24/2017 12:59 PM

185 Specialty Pharmacy within a health system 10/24/2017 12:57 PM

186 MEDICARE /MEDICAID HMO 10/24/2017 12:57 PM

187 mail order 10/24/2017 12:53 PM

188 Consulting 10/24/2017 12:50 PM

189 PBM 10/24/2017 12:47 PM

190 industry 10/24/2017 12:43 PM

191 Specialty 10/24/2017 12:43 PM

192 Specialty Pharmacy 10/24/2017 12:40 PM

193 hemophilia specialty pharmacy 10/24/2017 12:39 PM

194 Consulting 10/24/2017 12:38 PM

195 Health System 10/24/2017 12:37 PM

196 Brookshire Brothers 10/24/2017 12:37 PM

197 Specialty Pharmacy 10/24/2017 12:37 PM

198 Non-resident specialty pharmacy 10/24/2017 12:36 PM

199 Psychiatry 10/24/2017 12:34 PM
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38.44% 745

61.56% 1,193

Q2 Are you the Pharmacist In Charge (PIC)?
Answered: 1,938 Skipped: 197

TOTAL 1,938
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Q3 Please rate the Louisiana Board of Pharmacy (LABP) board members
and staff in the following:

Answered: 1,451 Skipped: 684

42.11%
611

35.77%
519

16.54%
240

2.89%
42

2.69%
39

 
1,451

 
1.88

39.90%
579

33.36%
484

17.30%
251

4.27%
62

5.17%
75

 
1,451

 
2.01

38.18%
554

34.53%
501

17.85%
259

3.72%
54

5.72%
83

 
1,451

 
2.04

# COMMENTS: DATE

1 havent called them recently because in the past when I called with a question, I was told the
answer was in the law book

11/12/2017 12:10 AM

2 very close minded, not open to new medication therapies that are across the country not a
resource for the practitioner public protection, but not helpful to patient medication access

11/10/2017 1:54 PM

3 Board needs to be reduced in # of members and leadership must go. President been there since
the 60's and controls the voting with 8 locked in loyalists

11/10/2017 8:25 AM

4 I haven’t really interacted with them 11/9/2017 4:57 PM

5 I do not practice pharmacy in Louisiana. That seems to be the question that is missing, as you are
collecting data. I do receive the newsletter and believe if I ever needed assistance from the LABP,
they would be responsive. I live in South Carolina and have not lived in Louisiana for over 20
years.

11/9/2017 11:39 AM

6 My ratings are based on my only direct experience with the board staff during my license renewal.
At the time I was told the website could not support the amount of people accessing the renewals.
I was in the hospital at the time and made the staff aware of that so I sent my sister in law to the
office to renew my license and of course she was sent away. I am licensed in 3 states and
Louisiana is the only state I have to renew every year I feel the board should have enough funds to
support the amount of people who would renew and should be able to recognize this is a problem
that happens every year. I guess it would be so problematic if I only had to do it biannually.

11/9/2017 5:05 AM

7 Always very professional and helpful. 11/8/2017 9:17 PM

8 Great Service 11/8/2017 4:47 PM

Overall
Knowledge an...

Overall
Helpfulness ...

Overall
Quality of...

0 1 2 3 4 5 6 7 8 9 10

 EXCELLENT GOOD NEUTRAL FAIR NEEDS
IMPROVEMENT

TOTAL WEIGHTED
AVERAGE

Overall Knowledge and Expertise

Overall Helpfulness and
Professionalism

Overall Quality of Service 
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9 Slow processing 11/8/2017 3:23 PM

10 No knowledge of above 11/8/2017 2:02 PM

11 I have rarely found the LABP members to be helpful, since before graduating from Pharmacy
school.

11/8/2017 12:30 PM

12 Each time I call the person speaking sounds like she's too busy to answer my question, and
sometimes tells me to look it up. If I knew where to look up I would not have called.

11/8/2017 11:02 AM

13 The LABP staff members are an excellent resource and have always been helpful when we had
questions or concerns.

11/8/2017 10:42 AM

14 I have not had an opportunity to interact with the board as I am newly licensed. 11/8/2017 10:01 AM

15 I think they do a great job. I think they need additional support or resources. 11/8/2017 9:12 AM

16 Have not needed to interact with them this year therefor neutral rating. 11/8/2017 8:45 AM

17 Actually waiting for a hearing date: haven"t had any experiences with board 11/8/2017 7:53 AM

18 Compliance officers are well trained in the law. They inspect the pharmacies with consistency and
fairness offering suggestions on how to improve the practice of pharmacy.

11/8/2017 6:48 AM

19 too slow to respond 11/8/2017 6:23 AM

20 I sent my change of address and employment but not sure if it was received, more automation
would be helpful.

11/8/2017 3:41 AM

21 I have no interaction to judge 11/7/2017 11:53 PM

22 Need more hospital/health system pharmacists on the board. 11/7/2017 10:09 PM

23 Always work well with the board. 11/7/2017 9:16 PM

24 Need to update informations on website faster, such as medication administration certification
after completion of CPR courses

11/7/2017 9:07 PM

25 Very Slow Department, Takes forever to get license, upto 5 months easily after passing all exams 11/7/2017 8:43 PM

26 I feel the director does not have the best interests of independent pharmacy foremost as a priority.
He forgets that independent pharmacies are consistently rated as the most customer service and
customer health oriented, which helps prevent hospital visits and promotes general health. I feel
the board members and staff do try to support the practice of pharmacy

11/7/2017 8:24 PM

27 not having practiced in La for more than 20 years, I can not evaluate the Board in any aspect. 11/7/2017 8:06 PM

28 I don’t practice in LA right now. 11/7/2017 7:36 PM

29 When they are asked to clarify a ruling they just repeat ruling or refer to law book..their answers
are just as confusung

11/7/2017 6:44 PM

30 I do not work in Louisiana. 11/7/2017 6:40 PM

31 When asked for help I was told WE are not here to help you we are here to protect the public from
you. While this may be true in theory the tone in which it was delivered is unacceptable! One
question why do we have so many board members when the state of Texas has far less ? Just a
thought

11/7/2017 6:20 PM

32 Neutral ratings because I have no experience with the BOP other than annual license renewal. 11/7/2017 6:09 PM

33 Have not interacted with the board members or staff 11/7/2017 6:07 PM

34 Staff have always been very friendly and helpful. 11/7/2017 5:58 PM

35 I've never had any issues with response or results 11/7/2017 5:39 PM

36 It is so nice to call an office and get an answer. Very pleasant to deal with. 11/7/2017 5:34 PM

37 Huey is always a huge help when I reach out to him with a question. 11/7/2017 5:32 PM

38 They are not visible transparent. I do not know THEM 11/7/2017 4:51 PM

39 not practicing in state 11/7/2017 4:47 PM

40 i practice out of state 11/7/2017 4:39 PM
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41 do not practice in La, and have no interaction with them 11/7/2017 4:36 PM

42 You should have an option for not applicable. I’ve had no interaction, so I can’t realistically answer,
but I must answer....

11/7/2017 4:34 PM

43 Don’t practice in Louisiana 11/7/2017 4:23 PM

44 Professionalism is excellent. Helpfulness in the hospital pharmacy area of practice could be
improved by having Board members with a background (or currently working) in hospital
pharmacy.

11/7/2017 4:23 PM

45 I have not interacted with the board directly since my licensing. 11/7/2017 4:08 PM

46 I avoid contact other than necessary professional needs-getting questions answered has always
been difficult and obscure

11/7/2017 4:03 PM

47 The sbop has assisted our pharmacy whenever we had a question 11/7/2017 4:01 PM

48 I no longer practice with a LA license so my opinions are limited in scope. My practice has always
been in FL as an out-of-state pharmacy. I did not practice in LA and have now allowed my LA
license expire as I no longer work in a pharmacy that ships to your state.

11/7/2017 3:52 PM

49 Don't return calls can't get right person 11/7/2017 3:52 PM

50 I have not had direct contact with board/staff for over two decades. 11/7/2017 3:35 PM

51 Huey Savoie, as our board inspector, has a good rapport with the staff at my pharmacy. 11/7/2017 3:34 PM

52 No real interaction with any board members 11/7/2017 3:34 PM

53 Never really seem to get concrete answers when certain issues addressed 11/7/2017 3:34 PM

54 I do not practice in La. 11/7/2017 3:33 PM

55 very slow at procesing requests and issuing licenses 11/7/2017 3:32 PM

56 i have not interacted with any board members since becoming licensed. 11/7/2017 3:28 PM

57 No one EVER gives you an answer NO ONE...the person who happens to know the simple answer
is either at lunch, gone for the day, in a meeting or will have to call you back.

11/7/2017 3:20 PM

58 Have had little personal interaction with board members and staff. There should be an option for
N/A

11/7/2017 3:17 PM

59 None 11/7/2017 3:15 PM

60 I'm a retired Air Force pharmacist who now works as a pharmacist for the Veterans Administration
in South Carolina. I have not had much opportunity to observe LABP board members

11/7/2017 3:10 PM

61 Testing for pharm tech is impossible has made it impossible to replace tech with the testing that
does not reflect the job of the tech.

11/7/2017 3:09 PM

62 I have never really had to interact directly, but the system seems efficient. 11/7/2017 3:09 PM

63 I am in administrative role so I don't deal specifically with the BOP that is why I rated this neutral. 11/7/2017 3:03 PM

64 Have not had to deal with LABP that often to be able to form an opinion. 11/7/2017 3:00 PM

65 N/A 11/7/2017 2:52 PM

66 Many 11/7/2017 2:52 PM

67 I have always been given professional courtesy and great help when I have called upon them for
their services during my years of practice.

11/6/2017 2:54 PM

68 I've had instances where board members could not or would not clearly answer my questions.
However, I do like every board member I have ever met. I believe they all want what is best for
pharmacist in Louisiana.

10/31/2017 2:25 PM
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69 They are charged with protecting the public. I think they are negligent in protecting patients
access to care, the quality of care and allow way to many Manipulations to the cost of care. The
negative impact of ineffective PBM regulation of laws on the books is having on pharmacy
providers is having a direct negative impact on patients access, quality and cost. Just the fact that
the larger PBMs are not truly paying the local taxes on prescriptions but manipulatively making the
pharmacy pay them is a crippling blow to having a viable pharmacy model for the citizens of
Louisiana. PBMs must have oversight and the BOP, BOP administration and the Ins Commission
have been negligent in protecting the citizens from PBM underhanded practices that vary from one
day to the next.

10/30/2017 1:10 PM

70 need to stand up for pharmacists and quit catering to prescribers and big corporations 10/29/2017 6:30 PM

71 I am licensed in Louisiana but currently work in Alabama. My three years of working in Louisiana I
knew board members very well they were always helpful

10/29/2017 7:51 AM

72 10/27/2017 2:26 PM

73 Called once this year for information on helping a hurricane evacuee. I left a voicemail and did not
receive a call back. I did receive a general information email that did not help.

10/27/2017 10:55 AM

74 Generally speaking I find when you pose a question the members refuse to answer it. They just
refer you to ambiguous laws you already read

10/26/2017 8:34 PM

75 Difficult to get in touch with someone when we need information. 10/26/2017 6:55 PM

76 I was spoken to rudely when I called about PMP and zero reporting. 10/26/2017 4:24 PM

77 Members. And staff should be rated separately including upper management 10/26/2017 3:42 PM

78 It is hard to get a hold of anyone at the board of pharmacy. When hiring someone new, the board
takes too long to review their file, file the necessary paperwork, and sign their license. Personally,
my job was delayed by 1 month, which accounts for a large loss in wages. All other pharmacist
hired after me had similar experiences.

10/26/2017 2:29 PM

79 The board chooses to highly regulate in-state pharmacies and turning their head to out-of-state
pharmacies, allowing them to operate as they please.

10/26/2017 11:26 AM

80 ALL QUESTIONS ARE ANSWERED EXPEDITOUSLY AND ACCURATELY 10/26/2017 11:09 AM

81 They have always been able to answer our questions or concerns. 10/26/2017 8:07 AM

82 I believe the LABP needs new leadership. The staff are generally helpful and friendly but above
that level they are condescending and pompous.

10/26/2017 7:39 AM

83 Carlos Finalet is always prompt and knowledgeable with his responses 10/26/2017 2:02 AM

84 The inspectors are awesome! The office staff is arrogant and very unhelpful. 10/25/2017 8:08 PM

85 Don’t really talk to them or hear from them 10/25/2017 7:22 PM

86 The quality of help and professionalism is directly dependent upon the person you have the
opportunity to speak with in the office. The compliance officers are always the most helpful. The
further up the chain the less help and the less contact they want to have with you! It is as though
we are a burden to them to have to deal with us "people" so beneath them. And, just so you know,
I have never been disciplined by the board. I may be now. I recently had this very discussion with
another pharmacist and we were curious if nurses and doctors get treated in this same manner
when they contact their licensing board with questions and concerns.

10/25/2017 6:06 PM

87 Since I don't work in Louisiana and have not for many years my knowledge is limited. 10/25/2017 5:22 PM

88 You don't hardly see or know your board Members. 10/25/2017 3:32 PM

89 Paperwork sent to the LABP has been lost even though it was tracked by the USPS as delivered
to LABP.

10/25/2017 3:15 PM

90 If you call with a question because you need to clarify something the standard answer is to look in
your Law Book. The reason for the call is because I cannot find it in the Law Book. TX give me an
answer and a reference.

10/25/2017 2:52 PM

91 Improvements in pharmacy work environment 10/25/2017 2:05 PM

92 The LA Board of Pharmacy staff is very nice overall, except for Malcolm Broussard. He's very cold
and rude and runs the Board of Pharmacy like he's the dictator and in full control of all things
pharmacy-related in the state of Louisiana.

10/25/2017 12:35 PM
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93 Sometimes hard to get a call back when we have a question for a member of the board or a field
inspector.

10/25/2017 11:29 AM

94 If I have not had any contact with these people, it is hard to rate them... 10/25/2017 10:22 AM

95 They all work very hard in providing the necessary tools in Pharmacy practice in the state of
Louisiana.

10/25/2017 9:57 AM

96 All recent transactions have been helpful, polite and useful. 10/25/2017 8:37 AM

97 Overall the board does a good job. Without being involved in the day to day actions of the board,
it's difficult to pass judgement. I do believe that some fresh opinions are needed.

10/25/2017 8:29 AM

98 LABP does not appear to be a forward thinking group. This is leaving our state lagging behind the
rest of the nation. Especially when it comes to technology. Board members & staff should be
required to have actively practiced pharmacy within the last 3 years.

10/25/2017 8:01 AM

99 The front desk personnel aren't very welcoming. 10/25/2017 7:53 AM

100 I do not feel that Board members are in touch with the reality of pharmacy practice at this time. 10/25/2017 7:46 AM

101 LBOP members are not doing their job to protect the public when it comes to PBM's practicing
pharmacy.

10/25/2017 6:54 AM

102 the only suggestion I would have is that we could speak to a real person instead of always having
to leave a message for everything

10/25/2017 6:21 AM

103 in a complicated and fast-moving environment of health care issues that are happening in this
state and usa in general, pharmacy has kept itself free of corruption and a source of leadership
and adaptability....all with our leadership from the state board.

10/25/2017 6:15 AM

104 Do not usually talk to board members, but the board staff are extremely knowledgeable and helpful
when I contact them with questions or concerns.

10/25/2017 6:12 AM

105 Need to do a better job of answering the phones and returning phone calls 10/25/2017 6:05 AM

106 It is very hard to get in contact with someone for help when calling the LABP. I called and left
multiple messages with multiple individuals when transferring from MS to LA after residency
training regarding paperwork and the transition. I have never had a good experience when calling
the LABP for help as it takes too long for an individual to return my phone call (over three weeks)
or they don’t return the call at all. I understand there are many LA pharmacists and technicians
who may be in need of help at any given times, but I feel efficiency and customer service are
consistent poor at the LABP main office.

10/25/2017 4:48 AM

107 Malcolm Broussard seems to be the ultimate interpreter of Pharmacy Law. I did feel a bit in the
dark this year on some concerns about E-rx transfers.

10/24/2017 11:03 PM

108 Actually brought my documents physically into the office and they lost them. I'm not the only one
with that story

10/24/2017 9:32 PM

109 There are people that have been on the board literally longer than I have been alive 10/24/2017 9:26 PM

110 The board serves its purpose for protecting the communities we serve. Sometimes it would make
more sense to explain new laws in a way the board interprets the law to help pharmacists
understand the expectation of the new law clearly

10/24/2017 9:26 PM

111 Lately, there has been a lack in professionalism within the board that is quite concerning to me as
a liscensed pharmacist and as a field leadership colleague in chain pharmacy. Pharmacist are
awaiting reply from the board for 3-4 weeks affecting a wide variety of concerns personally and
financially. This is unacceptable for a state accredited Board of Pharmacy designed to support the
pharmacy field in the state. Some comments from the board have been,”oh, they’re not office until
next month, I’ll place it on their desk.” This is not the standard to which I’d hold a state board of
pharmacy.

10/24/2017 8:51 PM

112 Courteous and friendly. Response time not always same day, but good considering the volume of
questions they receive.

10/24/2017 8:49 PM

113 Knowledge is great. My experience with the Board and inspectors have been great. Questions and
inquiries to the staff sluggish.

10/24/2017 8:41 PM

114 There seems to be a lot of bureaucratic hold ups at the LABofP. 10/24/2017 8:32 PM
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115 LABP compliance has taken a very conservative shift in the past few months. When asking for
guidance now it seems as though the response is more reactive and restrictive instead of
educational and working with you.

10/24/2017 8:30 PM

116 The Board is knowledgeable however when it comes to common sense business practices the
board and staff seem to disregard them and instead enforce onerous standards that make
practicing pharmacy difficult. Two examples, the board requiring all compounding to conform to
USP 800 and requiring pharmacy technicians to graduate from an accredited program instead of
on-site training, which has been the standard for many years.

10/24/2017 8:27 PM

117 Too many retail pharmacists and chain store influence. Not enough hospital clinical professionals
on the board

10/24/2017 7:39 PM

118 I work and live in Missouri, even though my original license is LA. 10/24/2017 7:23 PM

119 i live and practice pharmacy in another state 10/24/2017 7:10 PM

120 One of the best boards of Pharmacy in the country, excellent executive directot 10/24/2017 6:57 PM

121 Only helpful person there is Carlos Finalet and Richard Soileau 10/24/2017 6:50 PM

122 The board is unpleasant to deal with. Leaving messages, emails not being returned.... 10/24/2017 6:24 PM

123 Do not answer phones or return phone calls timely 10/24/2017 5:43 PM

124 Haven’t really had any dealings with them in a while 10/24/2017 5:11 PM

125 The board remains mired in the past. They need to be more aware of what other states are doing
to allow pharmacists to participate in a team approach to healthcare. Since the board’s mission is
to protect the public, advancing the practice of Pharmacy to a degree similar to other states would
indeed help and protect the health and well being of the public. An example is the restrictive
collaborative practice agreement. The executive director and the president of the board are
especially ensconced in old school thinking that does not advance our profession.

10/24/2017 4:39 PM

126 My tech’s application for candidate to license was turned in 4 week’s ago, still haven’t heard back. 10/24/2017 4:34 PM

127 None. 10/24/2017 4:09 PM

128 The majority of the staff are courteous and helpful. There are a couple of staff that are short, rude,
and difficult to work with.

10/24/2017 4:00 PM

129 have not had the need to communicate with, so I cannot really answer this question, so the above
answers are pertaining to compliance officer only as per the inspection from earlier this year.

10/24/2017 3:58 PM

130 While in pharmacy school in Mississippi, I had questions before I moved back home to Louisiana. I
could never get a straight answer from anyone in the office. I left messages and no one called me
back. MS State Board of Pharmacy staff are much more helpful to pharmacists.

10/24/2017 3:51 PM

131 The staff at the board of pharmacy are very difficult to get in contact with. It was a headache with
licensing, even when there was an issue with the application which I had to get with the NABP to
fix I was not notified. If I hadn't been persistent at checking the status of my application it would
have been delayed even further. When filling out other forms they incorrectly spelled my name on
license verification and did not adequately receive my change of address, even when adequate
procedures were followed to inform them. The receptionist at the desk was not very friendly when
questioned about the process and how long things forms would take. I even drove to the office to
speak to someone in person and I only got the receptionist who repeatedly said "it will be
processed in the order it was received"

10/24/2017 3:43 PM

132 It’s hard to talk to a person. Almost always have to call multiple times or leave messages 10/24/2017 3:33 PM

133 Cary Aaron is the best inspector I have ever dealt with 25 years 10/24/2017 3:27 PM

134 I believe our Board of Pharmacy is the best in the business. They stay on top of all important and
current matters and pass along that information in a concise and timely manner.

10/24/2017 3:16 PM

135 Difficult to get in touch with them. When you do they act they are better than you and not eager to
help

10/24/2017 3:16 PM

136 Very professional. 10/24/2017 2:57 PM

137 I do not have any interaction with board so I have no opinion on above questions 10/24/2017 2:53 PM

138 Sometimes slow response or hard to get staff on the phone 10/24/2017 2:48 PM
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139 This Board needs new members and diverse structure. 10/24/2017 2:31 PM

140 Joe Fontenot has been particularly helpful asnwering questions I've had in the past. 10/24/2017 2:30 PM

141 n/a 10/24/2017 2:22 PM

142 I believe all members of the LABP should practice "X" hours of pharmacy per month in order to
experience the practice of pharmacy. I also believe many laws are vague and left to be interpreted
by the pharmacist. The problem arises when different parties interpret the laws in different ways.
The statement by the DEA "We should do everything possible to avoid drug diversion without
impeding patient care" does not seem to be recognized. The steps being taken to avoid drug
diversion are impeding the care of those in chronic pain. There are tools in place to assist in
avoiding drug diversion that are not being used.

10/24/2017 2:13 PM

143 When you call the board office with a question, the staff acts as though it’s an imposition. There’s
no one interested in giving you an opinion. This is in complete contrast to the LSBME and the
LSBA, which both readily provide assistance to their members.

10/24/2017 2:06 PM

144 None 10/24/2017 1:49 PM

145 Have no interaction with members or staff...so therefore cannot give a bonafide evaluation 10/24/2017 1:48 PM

146 Never had a whole lot of dealings with anyone there. 10/24/2017 1:42 PM

147 Every board member is doing an excellent job. 10/24/2017 1:32 PM

148 Glad to see some fresh faces on the board. When I went before the board for a non-resident
license (years ago) they were none too friendly. Made it clear that outsiders were not welcome and
that they would not hesitate to prosecute the slightest infraction. I was glad to get out of there.

10/24/2017 1:31 PM

149 WHen i call the inspector he responds quickly but when my staff leaves messages, good luck
getting a return call

10/24/2017 1:24 PM

150 Must work on passing regs on the number of hours Rph can work safely and number of
prescriptions he/she can verify per day. Too many over looked DUR's and fatigue.

10/24/2017 1:22 PM

151 Seem too focused on not getting a lawsuit and less on advancing pharmacy as a profession 10/24/2017 1:13 PM

152 Some board members tend to be difficult to communicate with in regards to our opinions on
pharmacy matters.

10/24/2017 1:08 PM

153 Board members are very helpful..staff members not so much...very hard to get in touch with and
slow to respond to questions

10/24/2017 1:03 PM

154 I recently contacted Mr Finalet about me being fired. And sent him my documents to prove that I
was fired unjustly. He was very helpful and hope I receive a response as soon as possible. He
was very nice and willing to clear my name

10/24/2017 1:02 PM

155 None 10/24/2017 1:01 PM

156 They seem understaffed. 10/24/2017 1:00 PM

157 all dealings I have had with the Board of Pharmacy have been handled promptly and very
professional

10/24/2017 12:57 PM

158 Huey is very helpful to us. Very helpful. 10/24/2017 12:57 PM

159 Not enough mentoring, more about what’s wrong vs suggested improvements. Over last many
years the pharmacy board was an “ eat your own” mentality vs educating, mentoring and assisting
creating a better environment vs “ gotcha”. Hoping for a vast improvement in attitude. Pharmacy
business is so incredibly complex Vs just 10 years ago, we need a more helpful attitude from
Pharmacy board. Lord knows no one else will help Pharmacy.

10/24/2017 12:50 PM

160 our new Compliance Officer, Daniel Dennis, is extremely helpful and informative especially in
USP800 standards. He offers suggestions and engages us in education. Very non-threatening and
non-punitive in his approach.

10/24/2017 12:49 PM

161 The presidents office should be term limited 10/24/2017 12:46 PM

162 I do not work closely with the board, so I am unable to rate. ( I work out of state) 10/24/2017 12:41 PM

163 Highly knowledgeable and accessible. Willing to listen and help. Give the feeling they are on my
side...

10/24/2017 12:41 PM

164 Not sure how all this legislation is helping pharmacy. It is causing pharmacy to inhibit patient care. 10/24/2017 12:40 PM

14 / 113

Louisiana Legislative Auditor - Pharmacy Survey



165 Requests not answered in timely manner Multiple requests needed to complete a task (ie. change
of place of employment)

10/24/2017 12:38 PM

166 It takes forever for a pharmacist to get licensed and it is hard to get in touch with someone. 10/24/2017 12:36 PM
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Q4 Please indicate how much you agree or disagree with the following
statements:

Answered: 1,451 Skipped: 684
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# COMMENTS: DATE

1 In the times I have contacted the board I kind of get vague answers and it takes a good bit of time
to hear back. The last inspection we had was in my opinion was the most thorough and effective
than in the past.

11/13/2017 7:37 AM

2 All I read is in the newsletter so can't give first hand experience. 11/11/2017 6:25 AM

3 not all pharmacies meeting best practice standards 11/10/2017 1:54 PM

4 President influences outcomes. Board member who was not re-appointed committed serious
violations and received a slight slap on the wrist. Others have experienced extremely worse
decisions.

11/10/2017 8:25 AM

5 I do not work in Louisiana, however, I maintain my license. 11/9/2017 11:39 AM

6 NA 11/8/2017 2:02 PM

7 As far as I know, I agree with the two previous statements. 11/8/2017 1:48 PM

8 Have not interacted with board in many years 11/8/2017 12:54 PM

9 The LABP is FAR more stringent on chain pharmacies. While a chain pharmacy must have their
sink water at a certain temperature, an independent pharmacy may have sandwiches stored in the
same refrigerator as insulin.

11/8/2017 12:30 PM

10 I have not had an opportunity to interact with the board as I am newly licensed. 11/8/2017 10:01 AM

11 Have read the violations reports for each period when they appear in the bulletin. Much time and
effort must go into the detection and prosecution of dishonest pharmacists. I appreciate the
board’s efforts to maintain the integrity of our profession.

11/8/2017 8:45 AM

LABP has an
effective an...

LABP
inspections...

LABP
enforcement...

0 0.2 0.4 0.6 0.8 1 1.2 1.4 1.6 1.8 2

 STRONGLY
AGREE

AGREE NEUTRAL DISAGREE STRONGLY
DISAGREE

TOTAL WEIGHTED
AVERAGE

LABP has an effective and efficient
licensing process. 

LABP inspections effectively identify
violations of the Pharmacy Practice Act.

LABP enforcement actions are
consistent and fair. 
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12 Cannot comment with certainty because have lived and practiced in Alabama for past 25 years. 11/8/2017 7:53 AM

13 Don't really know so I can't fairly comment 11/8/2017 7:28 AM

14 Compliance officers that have inspected my pharmacies over the years have been consistent and
fair in their assessment of pharmacy practice.

11/8/2017 6:48 AM

15 Definitely not. Independents are treated differently than chains.. No consideration given to many
years of faithful service to the public.

11/7/2017 8:17 PM

16 I do not know any specific info on cases/rulings cited in monthly newsletters. 11/7/2017 6:09 PM

17 Out of state, therefore n/a 11/7/2017 5:34 PM

18 I wish you didnt have to renew pharmacists license yearly 11/7/2017 5:02 PM

19 not practice in la 11/7/2017 4:47 PM

20 NA 11/7/2017 4:36 PM

21 I moved from Louisiana many years ago. I sent a letter to the La. State Board of Pharmacy that I
no longer wanted to keep renewing my license. It was put on inactive. I recently reinstated my
license in Louisiana and was told I would have to pay for each year it was inactive in order to get
licensed in Louisiana again. I believe this was unfair.

11/7/2017 4:11 PM

22 This was about 10 years ago, but I had to submit things several times for my license (out of state
hours form, fingerprints, etc...). An additional frustration was when there was something wrong, no
one contacted me, I had to contact them to find out what was wrong.

11/7/2017 4:08 PM

23 My initial licensing application was handled very well but I have no LA inspections on which to
form an opinion.

11/7/2017 3:52 PM

24 Pharmacist do unethical things with no reprurcuss 11/7/2017 3:52 PM

25 I am not currently working in LA 11/7/2017 3:30 PM

26 Never inspected 11/7/2017 3:23 PM

27 I have not had personal dealings with either question 2 or 3 here. Again there should be a N/A
choice. My administrators have always been the one to deal with LABP inspections and I have not
had to encounter enforcement

11/7/2017 3:17 PM

28 The licensing process is more labor intensive than other out of state boards. I have no personal
experience for the last two questions

11/7/2017 3:16 PM

29 Don't have enough info to make an opinion 11/7/2017 3:15 PM

30 I'm a retired Air Force pharmacist who now works as a pharmacist for the Veterans Administration
in South Carolina. I have not worked a pharmacy in Louisiana in some years and have not had
much opportunity to observe LABP inspectors or enforcement actions.

11/7/2017 3:10 PM

31 Techs in training have difficult time passing the exam that has way too many questions that tech
never deal with.

11/7/2017 3:09 PM

32 N/A 11/7/2017 2:52 PM

33 Inspection is extremely too long and way too involved. 11/7/2017 2:52 PM

34 protect the profession idiots 11/1/2017 8:03 PM

35 11/1/2017 3:44 PM

36 I've had times where my board inspector could not or would not answer my questions. I will say he
is fair, honest, and does not try to hammer you. He is not hard to talk with.

10/31/2017 2:25 PM

37 It is obvious that mail order, large chains and certain individuals can get away with just about
anything with a slap on the wrist type violation.

10/30/2017 1:10 PM

38 Not familiar enough to answer 10/28/2017 8:14 AM

39 Please see comment in question #3. The board can be more efficient in process license. I have
been licensed in 3 other states; speaking from experience, licensing from initiation to actual license
approval was on average ~2 months or less. It took me close to 4 months to get licensed.

10/26/2017 2:29 PM

40 I have no personal experience with this so I don’t know how to judge. They do seem consistent
from what I read in the newsletter but I’m not privy to the details of the cases.

10/26/2017 12:21 PM
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41 They are an invaluable for the protection of our citizens. 10/26/2017 8:07 AM

42 The board does not license PBMs even though they do practice pharmacy as defined by LA law.
The board also does not regulate out of state pharmacies as it does in state pharmacies. When is
the last time Humana or Express Scripts mail order pharmacies were inspected by the board?
Probably never but they are a permitted LA pharmacy.

10/26/2017 7:39 AM

43 The renewal process is smooth and very good. But to get a new technician licensed is a nightmare. 10/25/2017 8:08 PM

44 I have never felt that I was treated unfairly. 10/25/2017 6:06 PM

45 None. 10/25/2017 3:15 PM

46 LA Board of Pharmacy refuses to regulate out of state PBMs who clearly engage in the practice of
pharmacy. They'd much rather fine/punish a local, independent pharmacy for a minor oversight
than a huge PBM taking advantage of Louisiana citizens.

10/25/2017 12:35 PM

47 I haven't noticed if penalties in the quarterly newsletter are consistent so I do not have enough
information to answer that question.

10/25/2017 11:29 AM

48 Some fees seem a bit much 10/25/2017 10:31 AM

49 I have no knowledge in the enforcement actions of the board. 10/25/2017 10:22 AM

50 a 2 year license would be better 10/25/2017 10:08 AM

51 keep up the good work. 10/25/2017 9:57 AM

52 WE WAITED ALMOST 4 MONTHS FOR AN INSPECTION FOR A CHANGE OF OWNERSHIP
PERMIT, I THINK THAT IT WAS TOO LONG.

10/25/2017 9:18 AM

53 I feel like too many repeat offenders are given too many chances. I know zero tolerance is harsh
but no customer should be subjected to an impaired pharmacist.

10/25/2017 9:06 AM

54 I believe the LABP is fair and consistent in their actions. I do believe that the licensing process
could be more efficiently done. Perhaps going to 2 year renewals and being more efficient with
their inspections. It seems that there is a lot of wasted time traveling from site to site. Inspections
used to be much quicker and more efficient.

10/25/2017 8:29 AM

55 Inspections are very inconsistent, not only across the state, but within the same city. During & after
inspections, we do not feel that they are trying to help make sure we practicing within the law to
protect the public. Instead we feel as if they are trying to find something that we are doing wrong.
Many times the 'wrong doing' is based on the inspectors 'interpretation' of the law, not the actual
wording of the law. Also not taken into consideration is the fact that the pharmacy's intent was to
follow the law, but had a different 'interpretation'.

10/25/2017 8:01 AM

56 LBOP does not inspect mail-order pharmacies or other licensed out of state pharmacies the same
way that they inspect in state pharmacies.

10/25/2017 6:54 AM

57 a very competent desire of our board to be fair but firm in our regulation and policing of pharmacy
over the years

10/25/2017 6:15 AM

58 No experience in this matter 10/25/2017 6:06 AM

59 I no longer work in LA. I do wish you renewed licenses every other year like 4 other states I am
licensed in so all CE could be gotten at the same time. Even NC is changing.

10/24/2017 9:51 PM

60 LABP does not adequately monitor all licenses. In state pharmacies are held to a very high
standard, while out-of-state mail order pharmacies are never inspected even though there is a law
that allows the board to bill an out-of-state pharmacy for it's travel expenses related to an
inspection. The board also does not seem interested in licensing and regulating PBMs even
though they admittedly practice pharmacy. As long as LABP looks the other way in licensing out-
of-state pharmacies, mail order and PBMs, it is not a fair process. PBMs are required by law to pay
a 10 cent provider fee per prescription. Some PBMs refuse and the owner of the pharmacy, by law
has to turn over the fee regardless. I have been in meetings, where board members were asked to
monitor out of state pharmacies and the payment of the provider fee, at which time every member
present refused. If I refused to pay the provider fee because I could not get the PBM to pay, the
penalty would be that my pharmacy lost is pharmacy license and I would have to close.

10/24/2017 8:27 PM

61 Cannot comment on 2nd ? as I work in Missouri. 10/24/2017 7:23 PM

62 Well trained compliance officers. 10/24/2017 6:57 PM
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63 LABP lags behind every other state In the process of licensing of new grads. It takes over a month
to process an ATT and weeks after the tests are passed before a new grad can practice. Some of
the PharmDs from the class of 2017 had to wait until October before everything was settled. 5
months from date of graduation until license. Meanwhile class mates who relocated out of state
were able to get the ATT the same day they applied.

10/24/2017 4:33 PM

64 None 10/24/2017 4:20 PM

65 None. 10/24/2017 4:09 PM

66 I have found the inspection process to be very thorough and fair. Inspectors often ask good and
insightful questions to gain understanding of pharmacy processes and are open to discussion
regarding best practices. There are a number of hurdles regarding the licensure process that I find
to be unnecessarily cumbersome. This creates substantial challenges to staffing especially in
June/July when new grads are finishing school and at the end of year when pharmacist/institutional
licenses are renewed.

10/24/2017 4:00 PM

67 I've not been inspected by you as I am out of state. 10/24/2017 4:00 PM

68 I have had problems with renewing my license on line the last two years. 10/24/2017 3:43 PM

69 Mr. Carl Aaron has always been most helpful 10/24/2017 3:27 PM

70 I do not know about penalties. The process to become licensed required a personal interview, I
had to wait an extra month to get an interview.

10/24/2017 2:53 PM

71 Rayland is a good inspector - hate to see him coming but he is professional and fair. 10/24/2017 2:48 PM

72 No dealings in these regards. 10/24/2017 2:38 PM

73 You can say: board is made up of the good old boys club !! 10/24/2017 2:31 PM

74 n/a 10/24/2017 2:22 PM

75 In most situations that I am aware of they are consistent and fair. Very professional and
understanding.

10/24/2017 2:13 PM

76 Inspectors should be assigned according to specialty as well as territory rather than territory only.
The Board Member that is elected by the pharmacy/pharmacist that has to go before the board
should meet with them prior to a hearing and be an advocate (if possible) for the person the
hearing is about.

10/24/2017 1:27 PM

77 Only have RPh license at this time Not a PIC for non resident Pharmacy therefore do not have any
comment on inspections or enforcement actions

10/24/2017 1:14 PM

78 There does seem to be some favoritism 10/24/2017 1:13 PM

79 None 10/24/2017 1:01 PM

80 We are an out of state provider and do not have inspections from the LABP 10/24/2017 12:57 PM

81 Huey was very proactive with an issue I did not know we were doing incorrectly. He gave me
instructions on how to correct the issue and I made sure I followed up with him after we corrected
our issue. That is how it should be handled. Unless it is just outright fraud, a board inspector
should offer guidance before punishment is handed down. We all do the best we can, but
sometimes we interpret procedures incorrectly.

10/24/2017 12:57 PM

82 I do not feel they consistently enforce rules they have yet to form an opinion. This leaves
pharmacies to interpret governmental rules on their own which can cost institutions large amounts
of resources.

10/24/2017 12:53 PM

83 Too many people with agregeous offenses get their licenses reenstatef after a short time 10/24/2017 12:46 PM

84 I want to put my license to inactive since I work at another state. And I still have to renew and pay
fee every year?? That’s not the case in Nebraska, they just put my license to inactive and tha’s It.

10/24/2017 12:37 PM

85 Out of state pharmacy 10/24/2017 12:36 PM
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94.00% 1,364

6.00% 87

Q5 In your opinion, is LABP an effective regulatory board?
Answered: 1,451 Skipped: 684

TOTAL 1,451

# PLEASE SPECIFY WHAT FACTORS, INDICATORS, OR MEASURES YOU USE TO
FORMULATE YOUR OPINION.

DATE

1 I think they could be more resourceful and proactive and compared to other states our fees are a
bit higher.

11/13/2017 7:37 AM

2 The laws regarded transfer of prescriptions has been confusing at best. It changes with the season
and it’s very inconsistent.

11/12/2017 11:12 PM

3 Been a pharmacist many years 11/11/2017 6:25 AM

4 too many people 11/10/2017 1:54 PM

5 Exec not user friendly, not willing to look outside the box and executive committee needs to go 11/10/2017 8:25 AM

6 I do not currently practice in the state of Louisiana 11/9/2017 6:55 PM

7 None 11/9/2017 4:51 PM

8 I do not actively practice in the state of Louisiana. 11/9/2017 11:39 AM

9 Overall, yes, but there needs to be improvement in the licensing process. 11/9/2017 9:38 AM

10 Making sure that CE requirements are up to date and that licenses are renewed in a timely
manner. Proper storage and refrigeration are adequate. Documentation is handled according to
laws. Disciplinary actions being extended to Pharmacists and Pharmacy technicians.

11/8/2017 10:23 PM

11 NA 11/8/2017 2:02 PM

12 Everything I hear or read about licensing, enforcement, & penalties seem to be effective & fair. 11/8/2017 1:48 PM

13 No opinion 11/8/2017 12:54 PM

14 News letter and the news I hear about 11/8/2017 12:51 PM

15 I have not had an opportunity to interact with the board as I am newly licensed. 11/8/2017 10:01 AM

16 Offenders of regulations are identified and punished 11/8/2017 9:59 AM

17 Hopefully better than Alabama 11/8/2017 7:53 AM

Yes 

No

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES

Yes 

No
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18 The citations given out by inspectors 11/8/2017 7:39 AM

19 when i was first being licensed they were very efficient and had a question from 45 years ago.
They sought reasonable answers and determined that there were no problems but were tough but
very fair. I have always respected them for that

11/8/2017 7:28 AM

20 As long as Malcolm B. is at the top I feel confident. 11/8/2017 7:17 AM

21 I consider LABP to be one of the most progressive Boards of Pharmacy in the USA 11/8/2017 6:48 AM

22 General information from co-workers. 11/8/2017 6:23 AM

23 When you send an inspector with ZERO hospital experience to come inspect a hospital pharmacy.
The don't know whats practical and what is not and all their knowledge about hospital pharmacy is
from a book of rules.

11/7/2017 10:09 PM

24 They no not inspect and oversee all parties that deal with pharmacy practice that have to do with
the health and welfare of the citizens of Louisiana

11/7/2017 9:48 PM

25 Examination 11/7/2017 9:31 PM

26 Access, field agent contact and availability. Always there when needed 11/7/2017 9:16 PM

27 We have PBM's that the Louisiana Attorney General has opined that are practicing pharmacy in
some of there operation in the state, and the Director in particular should be holding them to the
regulations promulgated by the state legislature

11/7/2017 8:24 PM

28 Thanks again 11/7/2017 8:17 PM

29 Although retired, I have interacted with the board for 50 years. I find them to be honest and caring
about pharmacy in La. They do a very competent job of getting rid of those people who give our
profession a bad name.

11/7/2017 6:55 PM

30 The board addresses current issues and keeps me informed 11/7/2017 6:44 PM

31 Inspections and publicatins 11/7/2017 6:44 PM

32 Personal experience and conversations with other Pharmacists. 11/7/2017 6:41 PM

33 As stated earlier LABP does not need 20 plus board members 11/7/2017 6:20 PM

34 I am retired but when I was practicing I found the LABP to be fair when in forcing the law, rules
and regulations

11/7/2017 6:18 PM

35 I haven’t had any interaction with the LABP 11/7/2017 6:09 PM

36 I wish they would be more helpful in our constant battle with insurance claims. Not. Just
reimbursements but also in patient care.

11/7/2017 6:01 PM

37 I have been retired for 7 years and hzno contact with Labp. My answers are based on the 43 years
that I was in practice.

11/7/2017 6:00 PM

38 Very effective in discipling violators of state regulations. Board is at the forefront of rule making and
keeping the states practice of pharmacy current.

11/7/2017 5:58 PM

39 Fair as much as i am aware 11/7/2017 5:32 PM

40 NA 11/7/2017 4:36 PM

41 See comment above 11/7/2017 4:01 PM

42 Having served on the LABP for 14 years I know the issues that face the board everyday in
regulating the profession. Pharmacist understand the practice of Pharmacy better than lay people
or the legal profession.

11/7/2017 3:52 PM

43 I recipitated to your state and opened an managed a new pharmacy. Had to work with all of the
items in your survey. I experienced all of your questions and rate the Board as A+. RFP

11/7/2017 3:42 PM

44 Licensing and communications are efficient 11/7/2017 3:34 PM

45 I learn something every time I have met an inspector at my places of work. The inspectors do not
come across as policing. They are very informative and always do a great job of explaining proper
procedures.

11/7/2017 3:32 PM

46 This is a necessary component of professional practice and LABP exhibits expertise in applying
board regulations.

11/7/2017 3:31 PM
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47 every quarter there is nearly 2 pages disciplinary action 11/7/2017 3:28 PM

48 I don’t really have an opinion but that was not option 11/7/2017 3:21 PM

49 Thousands of Opioid prescriptions are written EVERY day. TRY & IMAGINE SEEING OPIOID
PRESCRIPTIONS FROM AN URGENT CARE ONLY FACILITY FOR HUNDREDS OF
OPIOIDS....NOW IMAGINE THEY ARE FOR EACH AND EVERY
MONTH!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!FOREVER!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!

11/7/2017 3:20 PM

50 Again, I have had little to no interaction with the regulatory board. 11/7/2017 3:17 PM

51 There are too many retail pharmacists on the board as opposed to hospital pharmacists. I feel
outnumbered.

11/7/2017 3:15 PM

52 LABP News Letter 11/7/2017 3:10 PM

53 Their policies strongly favor chain and mail order pharmacies. 11/7/2017 3:09 PM

54 Have only dealt with my own inspector who actually lost his license and the executive director both
of whom give vague answers to specific questions

11/7/2017 3:01 PM

55 the board supports pharmacy professionals 11/7/2017 2:54 PM

56 N/a 11/7/2017 2:50 PM

57 Licensing takes far too long compared to other states. Staff is unhelpful when asking simple
questions.

11/7/2017 2:49 PM

58 They were always fair and professional. Always up-to-date with information. Always innovators
looked at by their peer Boards for new approaches to handling situations and new ideas for
furthering services of the profession to the public.

11/6/2017 2:54 PM

59 After working at a few different sites within the state I feel LABP does a good job overall. 11/2/2017 3:13 PM

60 protect the pharmacist 11/1/2017 8:03 PM

61 As I talk to my board member from time to time, I can see that the board has a bigger role than
what many people may think.

10/31/2017 2:25 PM

62 They are, just like the ins comm, a black hole regulatory body for PBMs to manipulate all of the
state's legislative efforts to reign in the underhanded PBM's practices.

10/30/2017 1:10 PM

63 Yes they keep us up to date on matters that are important to our practices. 10/30/2017 10:36 AM

64 need to go after prescribers who consistently break laws and quit putting the burden on
pharmacists

10/29/2017 6:30 PM

65 Election of Board members is skewed by current Board members. There is a good ole boy culture
that will continue due to the governors choice trumping the pharmacist votes no matter who the
majority elects.

10/28/2017 9:26 PM

66 No factors involved. I selected "Yes"only because "neutral" was not availble for this question. 10/27/2017 8:12 PM

67 All practices of pharmacy are not regulated evenly and some not at all. 10/27/2017 11:47 AM

68 I have no opinion. 10/27/2017 10:55 AM

69 Annual inspection of pharmacies. Prompt notifications of new regulations and physician
restrictions.

10/26/2017 1:15 PM

70 Licensing procedure is efficient and timely. Inspectors are professional and fair. When I call the
LABP I’m always treated politely and professionally. Questions are promptly answered.

10/26/2017 12:21 PM

71 They fail to regulate PBMs, which admit they practice pharmacy. They also are planning to put
unnecessary burdens on in-state pharmacies by requiring compounding sites to conform to
manufacturing standards.

10/26/2017 11:26 AM

72 INFORMATION IS SENT OUT REGULARLY 10/26/2017 11:09 AM

73 PROTECTS THE PUBLIC AND POLICES ALL PHARMACIES ESPECIALLY THE PROBLEM
ONES. JUST HAVE TO LOOK AT NEWSLETTER TO SEE HOW MUCH THEY ARE DOING.

10/26/2017 10:00 AM

74 There are regular inspections and the board offers information and clarifications upon request. 10/26/2017 8:28 AM

75 Experience. 10/26/2017 8:07 AM
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76 too many board members. office staff is useless. 10/25/2017 8:08 PM

77 Since the board has embraced and enhanced technology, it has become more accessible and
efficient.

10/25/2017 7:29 PM

78 They definitely regulate, almost to the point that the pharmacist can't get anything done. I was
once told by the director that they were not there to help the pharmacist, but they were there to
protect the public from the pharmacist. Well, good job! That is just how it feels when we deal with
the director.

10/25/2017 6:06 PM

79 Personal experience. 10/25/2017 3:15 PM

80 I know the board's primary purpose is to protect the public, but would like to see more concern on
protecting pharmacies in the state by promoting regulation protecting pharmacy reimbursements. I
work hard serving the public and would appreciate not dealing with negative financial return.

10/25/2017 2:28 PM

81 personal interaction 10/25/2017 12:38 PM

82 It will never be a fair and effective board with Malcolm Broussard as the executive director. Carl
Aron is a very nice man, but it's time for a change at the top.

10/25/2017 12:35 PM

83 Regulation using fear of losing your license is pretty effective. 10/25/2017 10:22 AM

84 By providing a safe practice for the patients in Louisiana. 10/25/2017 9:57 AM

85 Think it’s sad that no one else ever wants to run for president of the board. 10/25/2017 9:06 AM

86 I believe the board is an effective regulatory board. There is a need for fresh ideas that could
streamline processes, and clean up inefficiency. This opinion is based on rulings that I see in the
quarterly newsletter; however, I am watching how they will handle upcoming issues such as
USP800, PBMS practice of pharmacy, mail order pharmacy, etc.

10/25/2017 8:29 AM

87 LABP does not appear well versed on the current practice of pharmacy. Many things seem to be
the same as they were 25 years ago. So much has changed across the nation in the pharmacy
industry, but LABP does not seem to be changing with pharmacy.

10/25/2017 8:01 AM

88 Very helpful and knowledgable 10/25/2017 7:45 AM

89 They are not regulating out of state mail-order pharmacies. They do a good job in state but not out
of state.

10/25/2017 6:54 AM

90 be careful in taking steps that reduce the leadership from people who care about people's health
and those who care about money and power...

10/25/2017 6:15 AM

91 The board is pro-active in addressing regulatory issues. The board staff will answer questions
when asked, but are not intrusive in the practice of those pharmacists who are doing a good job.

10/25/2017 6:12 AM

92 My experience with the board over the past 15 yrs has been pleasant and helpful 10/25/2017 6:06 AM

93 Timely renewal of licenses, PMP program, up-to-date messages, 10/25/2017 6:05 AM

94 I have never had any reason to truly interact with anyone from the board so I have no reason be
very opinionated

10/25/2017 4:55 AM

95 Conditions in retail are still miserable from what I hear - as in too much work & not enough people
to do it.

10/25/2017 12:47 AM

96 compare to the rest of the nation, LABP is in a leading position of many regulatory issues 10/24/2017 11:53 PM

97 They seem to care about patient safety 10/24/2017 10:04 PM

98 There are certainly opportunities within the board that needs addressing. Overall, the board has
really help expand the field of pharmacy in the state of Louisiana.

10/24/2017 8:51 PM

99 My only wish is that they would be allowed to effectively regulate PBM's and insurance companies,
and their predatory practices and conflicts of interest.

10/24/2017 8:49 PM

100 Newsletters indicate that regulatory actions are commonplace and fairly adjudicated. 10/24/2017 8:28 PM

101 PBMs, admittedly, have been practicing pharmacy for many years. LABP does not seem to want to
take action. The Attorney General has rendered his opinion and still the board members and staff
seem to be tepid to regulate them. As mentioned above, they fail to audit payment from out-of-state
pharmacies for the Dept. of Health 10 cent provider fee. I was told by board members that it's the
LA Dept. of Health's responsibility to monitor and then they would take action if given instruction
however what prohibits the board from inquiring of the LA Dept. of Health for the data?

10/24/2017 8:27 PM
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102 Look at the regulations and licensing every aspect is some sort of taxation on pharmacists or
pharmacies. We earned our degrees yet they act like they gave us a license and we must continue
to pay to practice. Any pharmacist that has trouble and the LABP goes way overboard only to
continue having hearing which cost and the pharmacist to pay. It is time they look at revising their
sentencing guidelines if that's what you want to call it by this illegal sheriff, judge jury and
executioner.

10/24/2017 8:02 PM

103 Not balanced in all practice areas. Too heavily weighted in retail and chain stores. Too large a
board. Need to clean house and start over.

10/24/2017 7:39 PM

104 When I was re-upping my license after years of not working in phcy, their requirements to refresh
my education and efficiency was exactly what i needed even tho I did not like it at the time. A
belated thanks, Terry Spears, R.Ph.

10/24/2017 7:23 PM

105 My common sense and experience 10/24/2017 7:02 PM

106 Personal interaction with the board. 10/24/2017 6:57 PM

107 chains drugstores seem to get away with breaking laws because they can pay fines if you catch
them but it is hard to catch them all, so they will continue until caught and then some.

10/24/2017 6:55 PM

108 Except for in the licensure area. Licensure, though it has improved, still takes too long. 10/24/2017 6:24 PM

109 We finally gave up on getting our pharmacy licensed in your state because they wanted ownership
breakdown details for less than 5% Trust Funds that no other states require such detail

10/24/2017 5:43 PM

110 All the above 10/24/2017 5:21 PM

111 Many board members are on the correct path. They are held back by other members and the
executive director specifically.

10/24/2017 4:39 PM

112 Via the inspections that are done. 10/24/2017 4:26 PM

113 State board provides the necessary communication that allows practicing pharmacists to
according to the rules and regulations.

10/24/2017 4:20 PM

114 The Board serves to protect the public. They also provide pharmacists with information and
guidance to practice legally. The Board regulates pharmacies in a practical and efficient manner.

10/24/2017 4:09 PM

115 None 10/24/2017 4:00 PM

116 I feel that not only should the Board of Pharmacy protect the patients, but should also protect the
profession by regulating the abusive acts by the insurance companies. DIR fees coming in next
year may prohibit me from filling prescriptions; constantly filling some rx's for loss will cause
decreasing staff members;etc.

10/24/2017 3:58 PM

117 Wish they had more input regarding hours worked and metrics. Pharmacists need support against
the companies we work for. It’s hard to do your job when being bullied and pushed to produce
more with less help.

10/24/2017 3:54 PM

118 The email updates of new laws are helpful and the regulatory officers within our district are very
helpful when questions arise about the law.

10/24/2017 3:43 PM

119 They are professional and kind and always help with regulatory questions in a timely fashion. 10/24/2017 3:22 PM

120 Just my short experience with our inspector. 10/24/2017 3:16 PM

121 LABP is recognized by other state boards as a leader in many aspects of regulation. 10/24/2017 2:57 PM

122 They try to keep on top of the needs of pharmacy in Louisiana. 10/24/2017 2:48 PM

123 They don't enforce the pharmacist:tech ratio at cvs. Many times cvs has us working with 1
pharmacist and 5 or 6 tech's. Cvs knows it's wrong. And the inspectors know it's wrong but they let
cvs get away with it.

10/24/2017 2:45 PM

124 doing a great job 10/24/2017 2:43 PM

125 N/A 10/24/2017 2:38 PM

126 Adequate response on all issues requested and effective actions on license renewals 10/24/2017 2:22 PM

127 Focus of actions generally matches current issues of public interest and professional concerns. 10/24/2017 2:02 PM
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128 To many independant pharmacies in my area filling questionable narcotic Prescriptions. It takes
too long and an almost impossible to revoke the licenses Of these black eyes of pharmacy. I know
of one they have been suppose to Shut down because of this. It is too easy to track the narcotic
purchases of these with the tools available.

10/24/2017 1:52 PM

129 Everyone needd a governing board that is readily accessible. 10/24/2017 1:42 PM

130 The board inspector that last audited my pharmacy was very thorough, proposed changes, and
was effective.

10/24/2017 1:35 PM

131 I consider them to protect the public. They should work hand in hand with the BME 10/24/2017 1:34 PM

132 see above statement about elected territory members 10/24/2017 1:27 PM

133 Need more efficiency 10/24/2017 1:13 PM

134 Overall they are effective as long as the keep the profession of pharmacy in their best interest
when making decisions.

10/24/2017 1:08 PM

135 None 10/24/2017 1:01 PM

136 They are effective in what they are able to handle. They would be more effective with more
inspector.

10/24/2017 1:00 PM

137 No 10/24/2017 12:58 PM

138 Excellent communication from the LABP on many issues. Very efficient in notifying us of changes
and reminders.

10/24/2017 12:57 PM

139 Past board member 10/24/2017 12:57 PM

140 Yes, thanks for your help. 10/24/2017 12:57 PM

141 There should be more involvement in protecting the practice of pharmacy. If they do not do
something they will only be regulating mail order pharmacies and CVS.

10/24/2017 12:56 PM

142 I feel they could do a better job of conveying practice standards and how they enforce these
standards. Rules are constantly changing for pharmacy practice and they don't do a good job of
working with their pharmacies on how they are interpreting these standards since they can be
somewhat vague at times.

10/24/2017 12:53 PM

143 LABP is not up to date with advancing pharmacy practice, including practice in the inpatient
hospital setting, long term acute care hospitals, etc.

10/24/2017 12:50 PM

144 Yes but could be greatly improved with more helpful attitude, more education , mentoring! 10/24/2017 12:50 PM

145 See above about USP 800 and again for the current USP797 standards especially. And all of the
"normal" inspection items are reviewed also- licenses, CE hrs, temps, competencies, etc

10/24/2017 12:49 PM

146 52 years in LA Pharmacy profession 10/24/2017 12:49 PM

147 Compliance Officers are well-informed as to the regulations and their real life implementation at
pharmacy level.

10/24/2017 12:41 PM

148 They apply the law fairly and equally. 10/24/2017 12:36 PM
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Q6 Do you have any additional comments, concerns, or suggestions you
would like to provide with regards to the Louisiana Board of Pharmacy?

Answered: 305 Skipped: 1,830

# RESPONSES DATE

1 No 11/13/2017 7:45 AM

2 I feel that the Board of Pharmacy is not on the side of our pharmacists. We should have more
support from the board

11/12/2017 11:12 PM

3 I feel that they need to be more pharmacist friendly 11/12/2017 12:10 AM

4 None 11/11/2017 9:49 PM

5 No 11/11/2017 8:36 AM

6 No 11/10/2017 8:34 PM

7 term limits should be in place for board and staff 11/10/2017 1:54 PM

8 None 11/10/2017 9:36 AM

9 A board controlled by a dictator along with a law book impossible to navigate, unless that's all you
do everyday.

11/10/2017 8:25 AM

10 no 11/9/2017 10:01 PM

11 No 11/9/2017 4:57 PM

12 None 11/9/2017 4:51 PM

13 none 11/9/2017 10:49 AM

14 No 11/9/2017 10:28 AM

15 I would like to see specific laws regarding LTC pharmacy instead of us being lumped in with retail
operations. LTC is so much different.

11/9/2017 8:37 AM

16 The only comment is that whenever I call the Board with questions they always connect me to the
person who can help me.

11/9/2017 5:21 AM

17 License renewals every 2 years. We could pay $200 11/9/2017 5:05 AM

18 N/A 11/8/2017 10:23 PM

19 N/a 11/8/2017 5:58 PM

20 None 11/8/2017 4:42 PM

21 NO 11/8/2017 3:56 PM

22 NA 11/8/2017 2:03 PM

23 NA 11/8/2017 2:02 PM

24 n/a 11/8/2017 1:01 PM

25 No 11/8/2017 12:54 PM

26 No 11/8/2017 12:51 PM

27 I wish that the LABP would concern themselves more with pharmacist work conditions. Rph are
not required to have any sort of breaks, even in 14 hour shifts. I also do not think that giving
vaccines while practicing pharmacy is a great idea. Pharmacists are under enough strain in retail
situations without adding injecting patients into the mix.

11/8/2017 12:30 PM

28 I am practicing in TX past 12 years ( relocated after Karina hurricane )but with the email LABPstill
provide me all the information I need to know what going on and up to date all the rule and
regulation are changing time by time require by the state board . Thank you so much .

11/8/2017 11:24 AM
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29 Some inspectors are a bit overly exuberant about their positions. The attitude of helpfulness and
cooperation seems to have been replaced with an air of heavy-handed policing.

11/8/2017 11:02 AM

30 na 11/8/2017 10:39 AM

31 I live and work in Texas. I am keeping my license activity because I may move back to LA 11/8/2017 10:06 AM

32 We have always had a great relationship with our Inspector (Ben Waley) and the Board in general.
They have always given us answers to questions we have had over time.

11/8/2017 9:29 AM

33 It is difficult to talk to anyone at the Board due to the phone tree. Once you actually get a person
they are professional and helpful. Unfortunately the best approach is an email to you compliance
officer. They always have responded, but might not be the person you need to talk to.

11/8/2017 9:25 AM

34 Again I believed the team is great but very busy. Would consider additional resource. 11/8/2017 9:12 AM

35 I have been told that there is one board member who is the "voice of reason" amongst the "good
ole boys" on the board. If this is true, perhaps it's time for some new members.

11/8/2017 7:53 AM

36 Na 11/8/2017 7:45 AM

37 None 11/8/2017 7:39 AM

38 no 11/8/2017 7:28 AM

39 Please continue your continued search for excellence and expanding the scope of pharmacy in
order for pharmacists and technicians to practice at "top of license".

11/8/2017 6:48 AM

40 Work with the Board of Medical Examiners to make sure physicians are not putting pharmacists in
a bad spot by writing inappropriate prescriptions.

11/8/2017 6:43 AM

41 no 11/8/2017 6:25 AM

42 Too many board members. 11/8/2017 6:23 AM

43 X 11/8/2017 5:59 AM

44 No 11/8/2017 5:57 AM

45 I would like more frequent meetings to make sure practicing pharmacist have the up to date
information to apply on practice, especially as more innovation and new products become
available. Also, hold the employers to a firmer stance regarding patient safety to minimize errors
by requiring more pharmacist to tech ratio, i.e. 2:1 tech to RPh and better practice environment -
brightest light and adequate work space and support patient counseling.

11/8/2017 5:36 AM

46 Please ensure that any new changes to the law are explained in a simpler, less regulatory or legal
verbage.

11/8/2017 1:45 AM

47 no . 11/7/2017 11:07 PM

48 None 11/7/2017 10:45 PM

49 See above comments 11/7/2017 9:48 PM

50 The board needs for compliance officers for the state- six are not enough in today's time. 11/7/2017 9:39 PM

51 Na 11/7/2017 9:37 PM

52 Not at this time. 11/7/2017 9:12 PM

53 Needs to provide a more clear translation of certain laws, such as transfers between pharmacy
and out of state narcotic prescriptions. These laws seems open to different interpretation from
different pharmacists and not consided.

11/7/2017 9:07 PM

54 None 11/7/2017 8:54 PM

55 no 11/7/2017 8:53 PM

56 If the Director does not move to promote independent pharmacy, in the future there will be no
independents left to be regulated. At this point, the health of the public will suffer, along the work
force that the approximately 500 stores employ, and the taxes and local support of these
pharmacies provide.

11/7/2017 8:24 PM
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57 They are committed to paying for thrir new building and have raised threir fines. I retired in 2008
after an incounter with the board over a technician that worked for me over 20 years was caught
stealing controls and was connected to a group that repeatedly broke into my store with her inside
help . I notified the board and told them what had happened and she was arrested. She lost her
license and was fined $5,ooo which she did not pay. I told the Board that I was in a bad frame of
mi nd over the multiple breaking and I filed the last 2 reports with an estimeted count and not a
hand count. Kathleen Vocke and was Dan Broussard didn’t blink an eye when the board fined me
$44,000 and 5 years probation which I paid and served without incident. No consideration was
given that this was the first time in 36 years that I was in front of the board. I’m proud of my
reputation and it is one of the factors used in my decision to pay the fine, people that know me will
tell you that honesty is one of my good qualities. I Tell the Truth!

11/7/2017 8:17 PM

58 I'm just disappointed that I did not receive my Silver Certificate 11/7/2017 8:06 PM

59 They need to address chain retail pharmacies and make sure they are not putting patients at risk
by scheduling pharmacist for long shifts (>10hours)

11/7/2017 7:59 PM

60 Not at this time. 11/7/2017 7:10 PM

61 Keep up the Good Work !! 11/7/2017 7:08 PM

62 No 11/7/2017 7:00 PM

63 No 11/7/2017 6:55 PM

64 If someone no longer works for the board it would be nice if someone notified us or answered their
emails.

11/7/2017 6:51 PM

65 No 11/7/2017 6:44 PM

66 No 11/7/2017 6:41 PM

67 No 11/7/2017 6:25 PM

68 Yes . Next time some one has a question answer it without sarcasm. Also the person you answers
your phone is extremely rude . Especially this time of year when it’s time to renew licenses .

11/7/2017 6:20 PM

69 Fewer CE hours to renew per year ?? 11/7/2017 6:09 PM

70 Make the PMP more user friendly Perhaps automatic on screen promps. Develop a mandatory
counseling on any opioid prescription. Strong warning of addiction and death due to respiratory
depression, and perhaps a number to call for addiction problem. At least on new opioid Rxs
Perhaps stamp on Rx to be signed by Patient. Remember there is and opioid epidemic and a large
number of overdose deaths.

11/7/2017 6:09 PM

71 No 11/7/2017 6:00 PM

72 none 11/7/2017 5:59 PM

73 None at this time. 11/7/2017 5:58 PM

74 No 11/7/2017 5:49 PM

75 No. Great job 11/7/2017 5:39 PM

76 No 11/7/2017 5:32 PM

77 No 11/7/2017 5:26 PM

78 None 11/7/2017 5:23 PM

79 None 11/7/2017 5:16 PM

80 I would hope that anyone investing in, applying for permits, or working in the marijuana cultivation
that the board has approved would be randomly tested for marijuana usage, and that current
board members would be prohibited from apply for these permits so as not to give impression of
favoritism

11/7/2017 5:12 PM

81 No 11/7/2017 5:06 PM

82 Members of the board of pharmacy should be evenly distributed between the subspecialties of
pharmacy. In order to effectively create regulations and rules to govern hospital pharmacy, the
board should include several members from institutional pharmacy.

11/7/2017 5:03 PM
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83 Become visible not just at mid year are annual meetings. Get introduce, shake hands, ask about
needs!!!!!

11/7/2017 4:51 PM

84 Keep up the good work! 11/7/2017 4:38 PM

85 NA 11/7/2017 4:36 PM

86 More professionalism and less personal bias is needed. The Board is supposed to help and
support the profession of Pharmacy in the state. NOT just police it.

11/7/2017 4:32 PM

87 I’m currently practicing pharmacy in Tennessee but maintain my Louisiana license with the
anticipation of moving back home within the next year. I keep up with the boards activities via
newsletter & e-mail + a son pharmacist employed in Louisiana

11/7/2017 4:31 PM

88 no 11/7/2017 4:17 PM

89 No 11/7/2017 4:14 PM

90 I think doctors are writing too many tablets on each hydrocodone script 11/7/2017 4:10 PM

91 Overall I think things are fine. Some of the emails are a little ineffective as they do not actually
have links to content or the information is very general and not helpful- so then I have to go search
for it and cannot find it easily.

11/7/2017 4:08 PM

92 Quicker turn around on change of address when faxed over 11/7/2017 4:07 PM

93 N/A 11/7/2017 4:03 PM

94 I do not at this time. Thank you for your service 11/7/2017 4:01 PM

95 none 11/7/2017 3:54 PM

96 The Board of Pharmacy should have more responsibility for regulatingr all entities in the Practicde
of Pharmacy including PBMs,

11/7/2017 3:52 PM

97 None 11/7/2017 3:52 PM

98 Auditors seem to have differing interpretations of the law and are telling different pharmacies to do
different things, sometimes in clear contraindication of the written law

11/7/2017 3:47 PM

99 No 11/7/2017 3:47 PM

100 I don't practice in Louisiana any more. i really don't have a lot of contact with the board. Just to
renew my license.

11/7/2017 3:44 PM

101 I would like to think that a Board of Pharmacy oversees the practice of pharmacy in its purest forms
, not to support what the chain pharmacy’s montra of go faster, go faster so that we can keep
costs down and the stockholders happy.

11/7/2017 3:41 PM

102 No. 11/7/2017 3:39 PM

103 Perhaps going to a 2 year renewal. 11/7/2017 3:32 PM

104 No 11/7/2017 3:31 PM

105 seems like following the law is easier if it is put into a FAQ format. Many states have this on their
websites. the FAQ section under CDS seems pretty thin in the grand realm of all things that can go
wrong in this area of pharmacy.

11/7/2017 3:28 PM

106 No 11/7/2017 3:23 PM

107 need better control of out of state pharmacies liscensed in la and control over PBM!! 11/7/2017 3:20 PM

108 Hard to communicate with the board of pharmacy by phone 11/7/2017 3:20 PM

109 Sure.........................no one there knows an answer to the most simple question. Give it a
try.............call them and ask a basic question. Answer is DUH.

11/7/2017 3:20 PM

110 Nope 11/7/2017 3:17 PM

111 There needs to be better representation and rulemaking for hospital and clinical pharmacists (as in
residency trained pharmacists) with more guidance on credentialing and privileging allowable in
this state and an evaluation of our rulemaking for such. Louisiana is so behind the times in
including pharmacists as recognized profession for clinical decision-making while many other
states in the country have moved to do so with even giving pharmacists prescribing privileges
elsewhere.

11/7/2017 3:17 PM
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112 I do not like the impending marijuana dispensing in my state. 11/7/2017 3:15 PM

113 More protection of independent pharmacy with regards to making a fair playing field with
pharmacy, insurance companies, and PBMs.. To long have Ins. Companies and PBMs used
advantages to use their unfair contract, and pricing to use pharmacy as a tool to enhance their
profits at the risk of running independents out of business..( you wanta play...play by our rules or
get out)..HOW UNFAIR TO THE PUBLIC WHO WE SERVE..

11/7/2017 3:13 PM

114 No. 11/7/2017 3:10 PM

115 There is not enough emphasis applied to mail order pharmacy that want to automate the
dispensing process and turn the prescription into a commodity instead of a professional service.

11/7/2017 3:09 PM

116 None 11/7/2017 3:09 PM

117 None 11/7/2017 3:06 PM

118 No 11/7/2017 3:03 PM

119 N/A 11/7/2017 3:02 PM

120 No 11/7/2017 3:01 PM

121 Technicians that work in nuclear pharmacies should be given a separate certification exam more
appropriate for this work environment.

11/7/2017 3:00 PM

122 no 11/7/2017 2:57 PM

123 I am in a Federal Hospital setting that does not require a state license but I choose to maintain one
because I see value in the oversight and recommendations of our inspector. Rayland Trisler is
always very thorough but also very fair during our inspections and I appreciate that kind of
assistance.

11/7/2017 2:56 PM

124 Joe Fontenot is always willing to help, and he provides reliable answers to questions. 11/7/2017 2:56 PM

125 no 11/7/2017 2:54 PM

126 need more hospital experience 11/7/2017 2:53 PM

127 No additional comments or concerns. 11/7/2017 2:53 PM

128 Board inspection is too long. 11/7/2017 2:52 PM

129 Slowest board of pharmacy in the US. 11/3/2017 12:56 PM

130 My concerns are the out of state pharmacies that serve La. patients. Do they follow the same
rules, pay same fees, see same auditors, held to same standards.

11/2/2017 3:13 PM

131 they need to have control on anybody that has anything to do with dispensing in the state of
LOUISIANA (even mail order) and have them follow the same rules as everyone else

11/1/2017 3:44 PM

132 No 11/1/2017 9:59 AM

133 I hope they realize that they are there to watch out for the good of pharmacists and technicians too
and not just the patients that are on the other side of the counter. I would like to see the board
implement a tech check tech procedure in pharmacies (with definite safeguards) in order to allow
pharmacists to more easily practice MTM and vaccination programs. Revenue is shrinking, and
these two areas can help offset the loss.

10/31/2017 2:25 PM

134 Continue to consistent and fair in your enforcement of pharmacy law!!! 10/31/2017 7:09 AM

135 I would like them to regulate pharmacy benefit managers (PBM's) because they are engaged in
the practice of pharmacy and directly affect Louisiana residents health unchecked by anyone.
There practices also harm the financial wellbeing of independent pharmacies through clawbacks
and there interpretation of prescriptions

10/30/2017 1:54 PM

136 They are quick to say that "cost" is not under their control just protecting the patients. Then they
do not regulate all pharmacies the same. PBM pharmacies and PBM practices, which involves
many pharmacy practices, are not delt with like a Louisiana brick and mortar pharmacy. So they
can practice pharmacy and manipulate all aspects of access and cost with no oversight. Thus in
most cases putting Wall St before Main St and the quality of pharmacy care in a horrible state.

10/30/2017 1:10 PM

137 Not at this time. 10/30/2017 10:36 AM

138 No 10/29/2017 12:33 PM
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139 no 10/28/2017 9:31 AM

140 N/A 10/27/2017 8:12 PM

141 None 10/27/2017 7:45 PM

142 Board of Pharmacy Inspectors should have adequate first hand knowledge and experience
working in a clean room with hands on experience compounding sterile medication.

10/27/2017 2:26 PM

143 None 10/27/2017 11:49 AM

144 It seems that the board itself is manipulated and managed by its staff instead of giving staff
direction and management regarding regulations and opinions from the Attorney General and the
Department of Insurance for examples.

10/27/2017 11:47 AM

145 Our board works hard to insure patient safety while keeping in mind the demands that are being
put upon pharmacist from PBM's and other third party insurance carries. Also, they have
advocated in our favor with regards to compounding non-sterile medications.

10/27/2017 11:08 AM

146 They need to be more aggressive when it comes to dealing with PBMs!!! It is not a level playing
field and the consumer ends up getting hurt the most when independent Pharmacy's are being run
out of business.

10/27/2017 3:51 AM

147 Love the electronic communication 10/26/2017 9:28 PM

148 Make your web site easier to access and navigate. 10/26/2017 7:34 PM

149 More effective legislation regarding opiat prescribing. A two year licensing period. 10/26/2017 6:01 PM

150 Overall efficient but slow to respond to applicants about additional info sometimes needed to
complete the app

10/26/2017 3:42 PM

151 Please work on efficiency of licensing. We have a great deal of need to hire pharmacists and
pharmacist residents. Delay in licensing leads to delay in job start date and lost wages.

10/26/2017 2:29 PM

152 Give more assistance in compliance with rules and less punitive action and bringing before board
for lesser offenses.

10/26/2017 1:15 PM

153 no 10/26/2017 12:27 PM

154 LABP needs to fairly apply LA law to all pharmacies, both in-state and out-of-state. 10/26/2017 11:26 AM

155 EXCELLENT JOB 10/26/2017 11:09 AM

156 DOING A REALLY GOOD JOB, NOT EASY BEING THE ONES TO OVERLOOK YOUR
PROFESSION.

10/26/2017 10:00 AM

157 They need to keep the PBM's from adjusting what and how they pay throughout the year. 10/26/2017 8:21 AM

158 I wish they were able to do more to regulate the PBMs. 10/26/2017 8:07 AM

159 Although the board's focus is to protect the public, it treats it's licenses in an unprofessional manor.
I am licensed in other states and Louisiana's board is an example of what not to be. The attitude
and performance of this board is set by the director. His lack of professionalism and
condescending attitude is a cancer.

10/26/2017 7:39 AM

160 Please answer the phone; when you do get a response they never give a definitive answer 10/26/2017 1:37 AM

161 LABP needs a better website where we can streamline licensee profiles and the license renewal
process.

10/25/2017 9:15 PM

162 na 10/25/2017 8:08 PM

163 PMP program is a step in right direction. 10/25/2017 8:08 PM

164 Webinars on topics of law to enhance a better understanding. We deal with very knowledgeable
patients and the laws are not keeping up fast enough with the patient needs or situations.

10/25/2017 7:29 PM

165 Licensing should convert to every two years like other states. 10/25/2017 7:25 PM

166 Wish they would help Independent pharmacy out more 10/25/2017 7:22 PM
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167 As a pharmacist, I primarily interact with my inspector and in the past, Joe Fontenot was someone
I could rely on for guidance. There are several Board members I hold in very high regard. That
being said, things are changing so fast these days and it is time that our Board adapts. We have
some people we innovative ideas that have been pushed aside for years. I thinks its time we stop
and look at these new ideas. Pharmacy is evolving every day!!!!

10/25/2017 6:06 PM

168 Get rid of the intern hour requirement. It held my license up over 4 months because my home state
didn’t register interns

10/25/2017 5:58 PM

169 Because I don't practice in Louisiana and have now since 1972 I have limited knowledge of the
board other than my obtaining my license renewal and I feel that is good.

10/25/2017 5:22 PM

170 I think they have the potential to be better. 10/25/2017 3:15 PM

171 We need help from the board on enforcing laws that are on the books now, that the Dept of
insurance is not enforcing the law!

10/25/2017 3:05 PM

172 No. 10/25/2017 3:04 PM

173 Inspectors need real world education about USP 797. 10/25/2017 2:52 PM

174 All past communication with the Board has gone well and is helpful. Thank you. 10/25/2017 2:28 PM

175 Help pharmacist for a change. Working under high stress with no breaks is a dangerous practice
for everyone

10/25/2017 2:05 PM

176 Like any board. Some members are very good and knowledgeable but others are not. The board
can be more precise when giving clarification on some subject matter.

10/25/2017 1:29 PM

177 I need to figure out the best way to keep up with new regulations. How to get on the mailing list. To
me they should automatically send out information emailed to the PIC

10/25/2017 12:51 PM

178 Again, why do they let PBMs take advantage of LA citizens and small businesses? They have an
Attorney General's opinion that they have the ability to regulate their fraudulent/deceptive
behaviors, because they're involved in the practice of pharmacy, yet refuse to do so.

10/25/2017 12:35 PM

179 No 10/25/2017 11:58 AM

180 no 10/25/2017 11:29 AM

181 none 10/25/2017 10:27 AM

182 No. 10/25/2017 10:22 AM

183 I would like to see the board Of Pharmacy be more proactive in continuing education for
Pharmacists. For example, seminars on federal and state law updates and changes would be very
helpful. I don’t feel that today’s Board Of Pharmacy is as helpful as the board in the past years.
Overall, I think we have a very good Board Of Pharmacy . They seem to be very proactive in most
issues. I would like to see them be more helpful to our profession with law, etc. Thank You!

10/25/2017 10:12 AM

184 no comment 10/25/2017 10:11 AM

185 WOULD LIKE TO SEE PBM AND MAIL ORDER PHARMACIES INSPECTED AND TREATED
LIKE OTHER RETAIL PHARMACIES

10/25/2017 10:11 AM

186 I would like to see the laws especially new one written in plain terms without the legal terms. 10/25/2017 10:08 AM

187 Create more efficient licensing process for techs. Still takes too long to acquire permits for new
candidates.

10/25/2017 10:08 AM

188 Wish y’all could do more regarding physician prescription practices. 10/25/2017 9:06 AM

189 Na 10/25/2017 8:59 AM

190 The LA BOP does a great job in regards to my transactions with them over the past 15 years. 10/25/2017 8:37 AM
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191 I believe most of the LABP staff works diligently to look out for the public well being, and they are
fair and consistent. I do believe that more emphasis needs to be placed on the role of PBMS and
mail order pharmacies, and I question if the same level of inspections are occurring in those
areas. I am also concerned with inspectors interpreting the intent of the law. I have had 1 inspector
tell me one thing, and another tell me something else. I would like to see those inspectors ask for
clarification from the boards legal counsel, rather than forming their own opinion and acting on it.
Lastly, I do believe that the implementation of USP 800 will be a detriment to many Louisiana
patients. I have had several patients why compounded medications are not available, and this is
due to the guidelines being placed on pharmacy today. In my opinion, this benefits only large
manufacturers who are trying to increase market share, and hurts patients who need specific
medications. I am not a compounding pharmacy, but the destruction of these pharmacies only hurt
the patients of Louisiana.

10/25/2017 8:29 AM

192 There should be 'term limits' for inspectors & executive directors. This way, they will have actively
practiced pharmacy recently & understand the current issues & trends in the practice of pharmacy.
It appears that some of these staff members are disconnected from other pharmacist. I understand
the responsibility of the LABP is to protect the public, but how can they protect the public without
understanding the day to day duties of a pharmacist.

10/25/2017 8:01 AM

193 I feel that Board members should be required to have field experience during their time of service
in order to understand the challenges faced by pharmacists on a daily basis.

10/25/2017 7:46 AM

194 LBOP staff if the tail wagging the dog. This is not an advisory board. Members need to Direct the
staff to carry out their directives....not just approve what the staff wants to do. Some members are
not informed or are not consulted about staff decisions or actions.

10/25/2017 6:54 AM

195 No 10/25/2017 6:47 AM

196 No 10/25/2017 6:43 AM

197 I know that Louisiana has a large number of people on their state board...but they give a better
view then of what is happening in different parts of the state...New Orleans,Lafayette, and rural
parishes all have their own issues.

10/25/2017 6:15 AM

198 There are too many independent retail pharmacists on the board, the board should be more
balanced as far as background.

10/25/2017 6:12 AM

199 Hopeful for improved customer service and efficiency. The LABP does a wonderful job inspecting
pharmacies and upholding laws, but they fall short in all other matters regarding helping
pharmacists and technicians in day to day affairs.

10/25/2017 4:48 AM

200 Not currently practicing in Louisiana 10/25/2017 4:05 AM

201 No 10/25/2017 1:24 AM

202 Why did I have to register with the PMP program when, as a hospital pharmacist, I will more than
likely never use it. I also tried to log into just to see if I could & I got an error message that said it
couldn't access the server, so I can't use it anyway.

10/25/2017 12:47 AM

203 The paperdocumentaion turn around same have been longer than before, especially this year. 10/24/2017 11:53 PM

204 No 10/24/2017 10:22 PM

205 No 10/24/2017 10:05 PM

206 The two major retail pharmacy chains are responsible for the stressful, overworked, demeaning,
abusive, unethical working conditions that pharmacists and technicians face daily. Why has the
LABP allowed WBA and CVS to get away with destroying this once wonderful profession? What
will the LABP do to help the generations of pharmacists and techs to come?

10/24/2017 9:57 PM

207 I would like the board of pharmacy to play more of an advocate role in regulating the dir fee and
predatory pbm tactics.

10/24/2017 9:54 PM

208 Remove rude and discriminating inspectors. 10/24/2017 9:51 PM
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209 I completely understand the need for our board's commitment to compliance and the effective
monitoring and accountability for the same that they provide. I would ask that the board please
remember that the majority (if not all) Louisiana pharmacists got into this profession to care for our
patients and have/continue to work very hard to provide the best care possible. Based on this, I
would ask that the board reach out with more opportunities to learn from each other and to watch
out for one another so that we can work together to provide the absolute best care to our patients.
I appreciate and agree with the need for regulations BUT I would also ask that the board help us,
teach us, and work with us to both maintain compliant and take care of patients. I would like to see
more training and education from the board so that we can better understand and train to be more
compliant. We are both in this to provide the best care in the nation for our patients and I would
ask the the board reach out and work with us as well - also - I would like to see more opportunities
to provide clinical services such as immunizations. There should be NO restrictions on what
immunizations and injection services that our trained pharmacists can provide - other than the
guidelines set-forth by the CDC or ACIP or other standard of practice. Thank you for your time.

10/24/2017 9:19 PM

210 No 10/24/2017 9:08 PM

211 n-a 10/24/2017 9:06 PM

212 I am licensed by examination in La. but do not practice in Louisiana. 10/24/2017 9:01 PM

213 No 10/24/2017 8:50 PM

214 I realize that the Board is in place to protect the public but they must take in consideration of the
Pharmacist position in their decision of protecting the public. Is the decision the Board has agreed
on possible to acclompish with the restrictions their employers have implemented. If not the
perhaps the Board should place guidelines or laws that require this to happen. Example increase
tech to Pharmacist ratio, Limit rx per Pharmacist per hour.

10/24/2017 8:41 PM

215 No 10/24/2017 8:28 PM

216 LABP fails to lead on many fronts. They hold in-state pharmacies to high standards, often
unbearable, such as preparing to require USP 800 for all compounding and onerous technician
training programs while letting out-of-state pharmacies and PBMs operate with little or no
oversight. While given the authority to travel out-of-state to inspect these pharmacies, they choose
not to, even though LA law allows them to bill the pharmacy for travel expenses related to the
inspection.

10/24/2017 8:27 PM

217 I once had an employee pharmacist that was required to give urine sample to board on weekly
basis after he reciprocated from another state. I should have been informed that I had someone
working for me with those restrictions and I was informed until the pharmacist told me himself that
that was a requirement for his licensure. The board should have informed me upon his hire.

10/24/2017 8:14 PM

218 No 10/24/2017 8:05 PM

219 They are conducting policing, jury and judgement with paid staff. This is not legal. Any pharmacist
that has an issue with medications is made to stay out of work for a year. All the while going to
hearing paying fees etc while docs and nurses with the same issues are back at work within
weeks. The president of the LABP has held the position for yearssss, this is not a democratic
representation of the pharmacists they monitor. How long have the other board members been in
office. It is time for a change to move Pharmacy forward instead of all the piles and piles of
regulations they seem to make for no reason. I have never had an issue with LABP but do know
others that have. They are a gaggle of demogauges each trying to out peck each other while
hindering the profession and the consumers they allege to protect. They protect their positions and
little kingdoms. The political appointments to this type of board need to end or we will continue to
have persons in the same position or rotating kingdom positions with their board pals until they
drop dead.

10/24/2017 8:02 PM

220 No thank you 10/24/2017 7:52 PM

221 Get busy and reorganize the law in order to create a lean, effective diverse board which can effect
positive change quickly.

10/24/2017 7:39 PM

222 none 10/24/2017 7:23 PM
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223 The process for certifying new pharmacy technicians should be taken away from For-Profit
colleges (e.g. Virginia College and Remington College) and placed back into the hands of
pharmacies. I recently allowed a student to do her externship hours (post-graduation from
Remington) and she couldn't do basic dosage calculations. The representative from Remington
college said their success rate for graduates was 45% and they charge $20,000 for 12 months
tuition. We will never be able to staff our pharmacies with competent technicians if the success of
pharmacy in Louisiana is in the hands of For-Profit colleges.

10/24/2017 7:02 PM

224 One of the more progressive boards in the country 10/24/2017 6:57 PM

225 Oversee PBM's and insurance companies that are practicing pharmacy in Louisiana without a
license

10/24/2017 6:55 PM

226 help to get rid of BPMs. Legislate them out of business if at all possible or make it extremely hard
to stay in our state. Please make it hard for them to stay in our state!

10/24/2017 6:55 PM

227 No 10/24/2017 6:43 PM

228 I think the LABoP should ignore the rest of the country, the federal gov. and keep it's eyes on the
people and pharmacists in Louisiana. I'm tired of seeing the rule making edicts and emails.
Louisiana should disregard the USP as industry has taken it over and is holding the pharmacies,
pharmacists, and the people hostage. Most the USP's guidelines only consider what new products
that industry can sell without the backing of intelligent science.

10/24/2017 6:43 PM

229 More flexibility for varying types of pharmacy would be helpful 10/24/2017 6:41 PM

230 None 10/24/2017 6:38 PM

231 MPJE questions should test material that is actually relevant and should have clear answers that a
student can find after they take the exam.

10/24/2017 6:24 PM

232 n/a 10/24/2017 6:18 PM

233 I would like to see quicker response times to questions or concerns made to the board offices. 10/24/2017 6:10 PM

234 it is run by a dictator manor 10/24/2017 5:58 PM

235 The process for approving technician licenses can be expedited more quickly. 10/24/2017 5:54 PM

236 Answer incoming calls or atleast return calls timely 10/24/2017 5:43 PM

237 Please fire Anika. Very rude and unhelpful during the licensing process 10/24/2017 5:22 PM

238 no 10/24/2017 5:21 PM

239 Clarify laws in plain language so correct rules and regulations can be followed. Do not be vague. 10/24/2017 5:06 PM

240 No 10/24/2017 4:51 PM

241 The executive director needs to retire or acclimate to the current state of affairs that affects the
practice of Pharmacy. Helping pharmacists understand the law and regulations protects the public
and fulfills the basic mission of the board. In direct opposition to this, on more than one ocassion,
the executive director has indicated that helping pharmacists is not his job.

10/24/2017 4:39 PM

242 New grad pharmacist license applications take too long to process after they pass the 2 tests. 10/24/2017 4:34 PM

243 Decreasing background check processing time would be a valuable benefit if possible. 10/24/2017 4:27 PM

244 No 10/24/2017 4:26 PM

245 Not at this time 10/24/2017 4:20 PM

246 promote pharmacists provider status both medicare and medicaid expanding the role of clinical
pharmacy. And support reimbursement for clinical pharmacy services.

10/24/2017 4:20 PM

247 Currently a non resident PIC as our pharmacy resides outside of the state of Louisiana. I have not
had much encounter with the board, but have had no issues with licensing

10/24/2017 4:11 PM

248 I have been licensed as a pharmacist in 16 states over the years. Few other boards match the
effectiveness of LABP.

10/24/2017 4:09 PM

249 None 10/24/2017 4:00 PM

250 It's a waste of time to have out of state pharmacists to be present in front of the board to have their
file read aloud. It is totally useless an frankly looks like an authoritative move on his part.

10/24/2017 4:00 PM
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251 Please see above answer 10/24/2017 3:58 PM

252 Stand behind pharmacists in protecting our profession. 10/24/2017 3:54 PM

253 Get better office staff (unless they are different from 4 years ago). I haven't even bothered calling
with questions anymore. And GET A BIGGER SIGN for the building....come on.....I'll pay a higher
licensing fee. I pay more for my MS one and I don't even use it.

10/24/2017 3:51 PM

254 No 10/24/2017 3:26 PM

255 I feel that some of the laws for practicing pharmacy using the latest technology fall a bit short. Our
laws of practice have not yet caught up with today's technology.

10/24/2017 3:22 PM

256 No concerns at this time. 10/24/2017 3:16 PM

257 Board membership is too large and political. There should be term limits. Making a career as a
board member is unacceptable

10/24/2017 3:16 PM

258 Not at this time 10/24/2017 3:15 PM

259 They have long waits on phone calls and on hold 10/24/2017 3:10 PM

260 No 10/24/2017 2:49 PM

261 No 10/24/2017 2:49 PM

262 none 10/24/2017 2:43 PM

263 Sometimes responses to address changes have been slow. 10/24/2017 2:38 PM

264 None 10/24/2017 2:32 PM

265 n/a 10/24/2017 2:22 PM

266 I believe the PMP is a valuable tool available to pharmacist and medical practitioners. I feel that it
should be mandatory that all patients (except for pediatric patients) profiles be accessed and
reviewed before filling a Schedule 3-4 medication. I think that we should consider having
physicians order mandatory drug counts on a specific day of the medication duration to assure
patients are compliant and not diverting medication. To be done by the pharmacist (physician
orders randomly), notifying the patient at time of fill. We (pharmacist) to notify physician if
noncompliance. I believe that with a little effort this would avoid a great bit of diversion without
impeding patient care.

10/24/2017 2:13 PM

267 n/a 10/24/2017 2:09 PM

268 No 10/24/2017 2:00 PM

269 No 10/24/2017 1:59 PM

270 I am a licensed pharmacy/pharmacist in Mississippi and Louisiana. The LABP does a much better
job of communicating with their licensees. They also do a much better job of implementing
regulations that keep their regulations up to date with the frequent changes in the Pharmacy
profession.

10/24/2017 1:58 PM

271 I am semi-retired and have been watching this for years and lost one job because I would not play
their games,No help from Board!!!

10/24/2017 1:52 PM

272 No 10/24/2017 1:49 PM

273 No 10/24/2017 1:49 PM

274 Their probationary board could be more structured. 10/24/2017 1:41 PM

275 NONE 10/24/2017 1:39 PM

276 There should be term limits. 10/24/2017 1:34 PM

277 The LABP is doing an excellent job at protecting the safety of the citizens of Louisiana while
respecting the professionalism of the licensees.

10/24/2017 1:32 PM

278 USP 797 is very complex and difficult to manage. Compliance officers follow the rules by their
interpretation not by the USP guidelines. We realize most are retail folks and do not understand
the difficulty of accomplishing all the rules. Better understanding of the difficulty would go a long
way.

10/24/2017 1:31 PM
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279 I have ALWAYS had great success with communication with ALL board members, Staff, and
inspectors. They respond immediately to any questions or needs that I have. I have great respect
for all of them, especially those that give up time away from their own entity to make certain all of
our needs are met!

10/24/2017 1:27 PM

280 In all my dealings with the Board they have been impartial and fair. They respond promptly and
with courtesy

10/24/2017 1:26 PM

281 No 10/24/2017 1:25 PM

282 Know u guys are shorthanded due to govenor cuts but we need better followup on non critical
phone calls

10/24/2017 1:24 PM

283 Must work on passing regs on the number of hours Rph can work safely and number of
prescriptions he/she can verify per day. Too many over looked DUR's and fatigue.

10/24/2017 1:22 PM

284 no 10/24/2017 1:18 PM

285 The board has always responded in an effective and professional manner regarding questions are
regulatory issues.

10/24/2017 1:17 PM

286 Hope this doesn't make me look too ignorant, but I have trouble deciphering new rules and
updates sent out in the emails. The wording seems convoluted and full of double negatives. Would
appreciate a "dumbed down" version that gives general description of what is trying to be
accomplished. Sometimes I feel like I'm reading potential ammendments on a ballot, lol.

10/24/2017 1:16 PM

287 The Board has been the best of any I have ever dealt with concerning their communication with
license holders. Their responses to possible forged prescriptions should be a model for all boards
of Pharmacy

10/24/2017 1:14 PM

288 NO 10/24/2017 1:13 PM

289 Be open to listening to your constituents. 10/24/2017 1:08 PM

290 No 10/24/2017 1:04 PM

291 Only issue I have is with timely responses or call backs from staff members... 10/24/2017 1:03 PM

292 No 10/24/2017 1:01 PM

293 I do not like the way that they have such a short turnaround time to turn in applications for
Marijuana Pharmacies. It made it look like the board did not want to give people enough time to do
diligence. It also made it seem like those permits may be already predetermined or promised to
people or entities. If they truly wanted applicants to do due diligence, they would have allowed
ample time.

10/24/2017 1:01 PM

294 The board needs to strictly enforce the tech ratio law. Corporations place as many as 5 or 6 techs
with one pharmacist. They are told to do non tech functions but this is hardly practical with the
quotas the companies require pharmacists to meet. So this get swept under the rug in the face of
getting more done with less. Metrics is another concern. We spend most of our day trying to meet
metrics and get things done in timed activities. It places the pharmacist in a difficult spot. Take
care of patients properly or meet quotas?

10/24/2017 1:00 PM

295 None 10/24/2017 12:58 PM

296 It's a well organized, important regulatory board. 10/24/2017 12:57 PM

297 No 10/24/2017 12:51 PM

298 none at this time. 10/24/2017 12:49 PM

299 Make all pharmacists who have had violations ineligible to serve on the board 10/24/2017 12:46 PM

300 Please review the processes of insurance claims regarding claw backs, dir fees, and forcing
patients to a particular pharmacy or mail order pharmacy. I believe forcing patients to use a
particular pharmacy or implementing fees that prevent even the practice of pharmacy to be
profitable is wrong and should be illegal.

10/24/2017 12:45 PM

301 I would like to see yearly meetings or CE about new laws /regulations 10/24/2017 12:43 PM
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302 Even though I think that the pharmacy board in Louisiana is great one great thing that they are
doing here in Missouri is a program called lunch with the chief inspector where they help you to
stay in compliance. An they have recently come out with a lot of templates to help with the
inspection process. This helps when they come and the PIC is off or on vacation. It also helps the
person who may be a temp to know where to find the documentation the inspector may need.

10/24/2017 12:40 PM

303 Accept VA hours for pharmacist applicants to obtain licensure. LA licensed pharmacists work for
federal government!

10/24/2017 12:39 PM

304 Very professional staff all around. 10/24/2017 12:39 PM

305 Always been fair and try to get all the facts before making judgements very consistent 10/24/2017 12:37 PM
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67.45% 715

32.55% 345

Q13 Do you use Louisiana's Prescription Drug Monitoring Program
(PMP), also called AWARxE?

Answered: 1,060 Skipped: 1,075

TOTAL 1,060

# IF NO, WHY NOT? DATE

1 Practice in Texas 11/11/2017 8:11 PM

2 Best thing ever for concerned pharmacists 11/10/2017 8:32 AM

3 out of state 11/9/2017 10:03 PM

4 I do not practice in LA 11/9/2017 6:56 PM

5 Not in that state 11/9/2017 1:03 PM

6 PBM 11/9/2017 12:11 PM

7 I live and work in South Carolina. 11/9/2017 11:41 AM

8 I rarely fill control substance rx's 11/9/2017 11:08 AM

9 My employer does not dispense prescription medications. (Academia) 11/9/2017 10:56 AM

10 Working hospital 11/9/2017 10:30 AM

11 not applicable to hospital practice 11/9/2017 9:47 AM

12 Actively practicing in another state 11/9/2017 5:07 AM

13 Retired 11/8/2017 8:19 PM

14 Out of state hospital 11/8/2017 4:43 PM

15 pharmacy permit pending 11/8/2017 3:29 PM

16 Work in Texas 11/8/2017 2:54 PM

17 Director transmits info LTC Pharmacy, patients choose to use our services elcusively 11/8/2017 2:06 PM

18 I reciprocated to and practice pharmacy in Vermont 11/8/2017 1:58 PM

19 I used it between its inception & my retirement. 11/8/2017 1:54 PM

Yes (Either I
use it or my...

No

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES

Yes (Either I use it or my delegates use it)

No
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20 Not Yet 11/8/2017 12:56 PM

21 Work for federal gov 11/8/2017 11:40 AM

22 I did when I was practicing 11/8/2017 11:27 AM

23 Not active working now in LA 11/8/2017 11:26 AM

24 Retired...but now i am aware 11/8/2017 11:06 AM

25 N/A 11/8/2017 11:04 AM

26 Not necessary in current job 11/8/2017 10:36 AM

27 Na 11/8/2017 10:06 AM

28 Don't know 11/8/2017 10:00 AM

29 retired 11/8/2017 9:19 AM

30 Our team uses. 11/8/2017 9:14 AM

31 I’m not routinely involved in dispensing. I’m aware of program and i know it is used but I cannot
describe it more than this.

11/8/2017 8:36 AM

32 We do not dispense outpatient prescriptions 11/8/2017 8:15 AM

33 we do not have any control drugs on our closed formulary 11/8/2017 7:56 AM

34 Do not practice in LA currently. 11/8/2017 7:55 AM

35 I operate in another state and my current practice does not dispense. But if I was I would definitely
use it. Very effective tool

11/8/2017 7:34 AM

36 not currently registered as a user of the program. Only physicians at our hospital are currently
using the program

11/8/2017 6:51 AM

37 I work in hospital pharmacy 11/8/2017 12:16 AM

38 im a hospital inpatient pharmacist 11/7/2017 10:10 PM

39 retired 11/7/2017 9:45 PM

40 I work at an inpatient hospital 11/7/2017 9:15 PM

41 Not practice in Louisiana 11/7/2017 8:40 PM

42 I am not usually in production. 11/7/2017 8:31 PM

43 hospital pharmacy does not fill prescriptions...hospital will begin to use it in the emergency dept
and in rural clinics soon

11/7/2017 8:26 PM

44 don't practice in Louisiana 11/7/2017 8:07 PM

45 Out of state....i do use the pmp in the state in which i practice 11/7/2017 7:45 PM

46 Out of date 11/7/2017 7:37 PM

47 Not practicing in LA 11/7/2017 7:37 PM

48 We do not dispense controlled substances in Louisiana . 11/7/2017 7:35 PM

49 We do not dispense controlled substances. 11/7/2017 7:34 PM

50 Do not have access. Just work relief 11/7/2017 7:26 PM

51 I practice in Georgia 11/7/2017 7:15 PM

52 Don’t fill narcotic prescriptions 11/7/2017 7:03 PM

53 No longer dispense medication 11/7/2017 6:52 PM

54 I currently do not practice (retired). 11/7/2017 6:49 PM

55 I work in Alabama 11/7/2017 6:41 PM

56 Hospital inpatient only 11/7/2017 6:34 PM
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57 I actually do use it but only where I feel I have to because the PW renewal continues to be too
onerous. Have seldom been able to log on w/o calling for help in order to create a new one.

11/7/2017 6:33 PM

58 not working 11/7/2017 6:28 PM

59 We do not fill prescriptions or dispense meds to take home. 11/7/2017 6:24 PM

60 Retired 11/7/2017 6:23 PM

61 Work in a hospital setting 11/7/2017 6:22 PM

62 Do not practice in Louisiana 11/7/2017 6:16 PM

63 Not enough. should be automatic. 11/7/2017 6:14 PM

64 No idea what this is 11/7/2017 6:06 PM

65 I do not dispense controls. 11/7/2017 6:03 PM

66 Not located in Louisiana. 11/7/2017 6:00 PM

67 Not filling Louisiana rx's 11/7/2017 5:37 PM

68 Out of state practice 11/7/2017 5:30 PM

69 Don't know how 11/7/2017 5:29 PM

70 At this point I am not dispensing medications 11/7/2017 5:20 PM

71 Not needed 11/7/2017 5:03 PM

72 Not practicing in La 11/7/2017 4:56 PM

73 I use the Tennessee data base 11/7/2017 4:49 PM

74 not practicing in la 11/7/2017 4:48 PM

75 Hospital 11/7/2017 4:46 PM

76 Not currently working in LA 11/7/2017 4:46 PM

77 I am currently not practicing in Louisiana. 11/7/2017 4:42 PM

78 do not practice in LA 11/7/2017 4:38 PM

79 Not applicable to my practice. 11/7/2017 4:20 PM

80 retired 11/7/2017 4:19 PM

81 Retired 11/7/2017 4:13 PM

82 I do not dispense any controlled substances. 11/7/2017 4:12 PM

83 staff rph hospital 11/7/2017 4:10 PM

84 recently retired had been in Tennessee 11/7/2017 4:04 PM

85 not aware of it 11/7/2017 4:02 PM

86 I am currently practicing in the State of Texas. 11/7/2017 3:59 PM

87 Hospital 11/7/2017 3:58 PM

88 Not employed. 11/7/2017 3:54 PM

89 Out of state- do not practice in LA. 11/7/2017 3:54 PM

90 Federal 11/7/2017 3:54 PM

91 We don't dispense controlled substances. 11/7/2017 3:51 PM

92 Do not use 11/7/2017 3:51 PM

93 Practice in CO 11/7/2017 3:45 PM

94 I'm currently employed as a Clinical Pharmacist 11/7/2017 3:43 PM

95 I work in Florida 11/7/2017 3:43 PM

96 Not practicing in la 11/7/2017 3:37 PM
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97 We are a COE pharmacy. We dispense no drugs... 11/7/2017 3:36 PM

98 do not practice in La. 11/7/2017 3:35 PM

99 I work at an inpatient facilty. I do not fill prescriptions 11/7/2017 3:34 PM

100 I ️ do not practice in the state. 11/7/2017 3:32 PM

101 No dispensing of controlled substances 11/7/2017 3:32 PM

102 not applicable to my job 11/7/2017 3:31 PM

103 Not dispensing controls 11/7/2017 3:31 PM

104 We do not dispense controlled substances 11/7/2017 3:26 PM

105 We do not dispense controlled substance 11/7/2017 3:25 PM

106 It is helpful but what is done with the information to help drug abuse???? 11/7/2017 3:23 PM

107 exempt from reporting...no controlled substances 11/7/2017 3:22 PM

108 I am no longer a part of direct patient care. 11/7/2017 3:19 PM

109 I work in a hospital phcy, we do not fill scrips on outpatient basis here 11/7/2017 3:18 PM

110 We do not fill outpatient controlled drug substance prescriptions at our hospital pharmacy 11/7/2017 3:15 PM

111 Out of State , submit daily zero. 11/7/2017 3:15 PM

112 Stay in another state 11/7/2017 3:12 PM

113 I work at a Federal pharmacy in South Carolina. 11/7/2017 3:12 PM

114 Don't fill out patient prescriptions 11/7/2017 3:11 PM

115 I am licensed in LA, but practice in Ohio 11/7/2017 3:10 PM

116 Dishonest 11/7/2017 3:10 PM

117 I live in Arizona 11/7/2017 3:09 PM

118 Out of state & don't do controls in LA 11/7/2017 3:06 PM

119 In academia 11/7/2017 3:05 PM

120 We do not dispense prescriptions. 11/7/2017 3:05 PM

121 I do not actively dispense in the state at this time. 11/7/2017 3:05 PM

122 Work In Institutional Rx 11/7/2017 2:59 PM

123 N/A 11/7/2017 2:57 PM

124 Federally employed pharmacist working in another state 11/7/2017 2:56 PM

125 As Director of Pharmacy, I am not involved in daily filling of prescriptions. Our staff of pharmacist
that fill prescriptions/orders do utilize the PMP system.

11/6/2017 11:08 AM

126 Have not use PMP in 3 years due to change in employment. 11/2/2017 8:52 AM

127 I do not dispense into the state of Louisiana 11/2/2017 5:01 AM

128 I love it 11/1/2017 1:26 PM

129 Hospital, practice inTexas 10/31/2017 8:19 PM

130 Doctor's at our facility gather this information themselves. 10/30/2017 5:52 PM

131 out of state, we dont fill 10/30/2017 2:48 PM

132 Need to sign up for it 10/30/2017 9:35 AM

133 currently working in Texas 10/29/2017 3:01 PM

134 work as staff hospital pharmacist 10/28/2017 6:52 PM

135 hospital 10/28/2017 9:33 AM

136 Have not registered yet 10/28/2017 8:58 AM
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137 I don’t practice 10/28/2017 8:15 AM

138 I work out of state 10/28/2017 7:16 AM

139 not relevant to my home infusion practice 10/27/2017 2:33 PM

140 I do not dispense 10/27/2017 10:57 AM

141 Have not needed to for my practice. 10/26/2017 6:00 PM

142 I’m fortunate enough to work in a pharmacy that carries very little narcotics. However, I’d like to
learn how to use it for rare cases.

10/26/2017 12:24 PM

143 Do fill Rx’s for LA residents 10/26/2017 8:47 AM

144 Not needed 10/26/2017 1:39 AM

145 Not applicable to my practice. 10/25/2017 7:32 PM

146 I do not currently practice in Louisiana 10/25/2017 6:14 PM

147 Out of state 10/25/2017 5:24 PM

148 Not enrolled. I could use it 10/25/2017 3:33 PM

149 Exempt 10/25/2017 2:55 PM

150 Too difficult to get set up and then it is a difficult logon. 10/25/2017 2:54 PM

151 Have exemption no submitting 10/25/2017 2:14 PM

152 I do not have access currently 10/25/2017 11:00 AM

153 I practice out of state. I am currently licensed in Louisiana and Alabama. I currently practice in the
state of Alabama.

10/25/2017 10:56 AM

154 not applicable to my practice. 10/25/2017 10:54 AM

155 I practice rarely 10/25/2017 8:55 AM

156 Out-of-state practice 10/25/2017 6:45 AM

157 not in my course of work 10/25/2017 5:57 AM

158 Not practicing in Louisiana at this time 10/25/2017 4:09 AM

159 Like I said in a previous comment, as a hospital pharmacist I will more than likely never use it so
it's totally unneccessary for me. Also, at the hospital at work I can never get on it anyway (error
message saying the webpage is unavailable).

10/25/2017 12:49 AM

160 Practice in another state 10/24/2017 10:10 PM

161 Not Practioner in La. 10/24/2017 10:07 PM

162 I am not is a position to research patients in Louisiana. I WOULD ask that we improve our reach
across state lines and include monitoring capabilities with neighboring and ALL 50 States if
possible through sharing of information via the database.

10/24/2017 9:24 PM

163 work in a hospital inpatient setting 10/24/2017 9:19 PM

164 NA 10/24/2017 9:15 PM

165 Do not currently practice retail pharmacy in Louisiana 10/24/2017 9:04 PM

166 I do not dispense prescriptions for home use. 10/24/2017 8:55 PM

167 Don’t live in Louisiana 10/24/2017 8:54 PM

168 Hospital pharmacy. Do not dispense to patients for at home use. 10/24/2017 8:32 PM

169 Currently practicing out of state. 10/24/2017 8:27 PM

170 Work in research 10/24/2017 7:56 PM

171 Don’t dispense controls. Reports are zero. 10/24/2017 7:55 PM

172 Not at a dispensing level 10/24/2017 7:40 PM

173 working out of state 10/24/2017 7:24 PM
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174 Inpatient pharmacy 10/24/2017 7:16 PM

175 I practice in another state and keep my LA license active. 10/24/2017 6:56 PM

176 no authorized 10/24/2017 6:52 PM

177 Don't work in an area where I need to use it 10/24/2017 6:25 PM

178 NO access 10/24/2017 6:24 PM

179 NO DEA LICENSE AT PHARMACY 10/24/2017 6:21 PM

180 n/a - telepharmacy 10/24/2017 6:19 PM

181 For residents visiting in Texas if trying to fill controls on the grounds of Texas only. Registered but
have not had to use it yet

10/24/2017 5:47 PM

182 Working in the hospital 10/24/2017 5:24 PM

183 I am a inpatient hospital pharmacist 10/24/2017 5:22 PM

184 Others handle these matters 10/24/2017 5:14 PM

185 No longer fill LA prescriptions at my current practice 10/24/2017 5:07 PM

186 Practice in another state. 10/24/2017 4:56 PM

187 Do not Practice in Louisiana 10/24/2017 4:51 PM

188 Do not stock nor dispense controlled substances or substances requiring monitoring. 10/24/2017 4:43 PM

189 I’m retired 10/24/2017 4:39 PM

190 Because I am in academia 10/24/2017 4:28 PM

191 Retired, out of state. 10/24/2017 4:12 PM

192 I was not in patient care since 2008, on the information technology side. Currently working in a
prison so no need for it.

10/24/2017 4:06 PM

193 IF I HAVE TIME. BECAUSE OF LACK OF A FAIR FEE FOR FILLING RXS, WE DONT HAVE
ENOUGH HELP TO DO EVERYTHING THAT SHOULD BE DONE IN FILING RX

10/24/2017 3:51 PM

194 Did not know 10/24/2017 3:47 PM

195 Our pharmacy is an Institutional Pharmacy and therefore we do not fill any walk-in or retail
prescriptions. All of our patients are in the care of a nursing home or hospital where the incident of
fraud or abuse is negligible.

10/24/2017 3:34 PM

196 Retired 10/24/2017 3:27 PM

197 Hospital pharmacist 10/24/2017 3:20 PM

198 I am retired but used PMP many times daily during my practice. 10/24/2017 3:20 PM

199 I only file clearinghouse zero reports Do not process outpatient controlled substance orders 10/24/2017 3:19 PM

200 Out of state- ar 10/24/2017 3:09 PM

201 Not in my scope of practice. 10/24/2017 3:01 PM

202 Not a function of my job. 10/24/2017 2:50 PM

203 I currently do not practice in LA. 10/24/2017 2:43 PM

204 Staff not applicable 10/24/2017 2:43 PM

205 NOT REQUIRED FOR 503B 10/24/2017 2:43 PM

206 I work in a hospital 10/24/2017 2:39 PM

207 Not applicable to nuclear pharmacy. 10/24/2017 2:38 PM

208 Retired 10/24/2017 2:25 PM

209 Not in Louisiana 10/24/2017 2:17 PM

210 inpatient hosp setting n/a 10/24/2017 2:16 PM
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211 Relief pharmacist in institutional pharmacy 10/24/2017 2:11 PM

212 Do not work in La. 10/24/2017 2:08 PM

213 N/A for long term care 10/24/2017 2:00 PM

214 not practicing in LA and don't send controls there 10/24/2017 1:53 PM

215 Na 10/24/2017 1:52 PM

216 Not presently active practicing 10/24/2017 1:50 PM

217 Hospital setting and do not use for RX monitoring 10/24/2017 1:48 PM

218 Not applicable to my practice 10/24/2017 1:28 PM

219 My hospital has a waiver 10/24/2017 1:21 PM

220 not a licensed non resident pharmacy permit holder. no experience with this issue 10/24/2017 1:20 PM

221 PRACTICE OUT OF STATE 10/24/2017 1:19 PM

222 Not applicable to my practice 10/24/2017 1:12 PM

223 Not applicable to nuclear pharmacies 10/24/2017 1:12 PM

224 I work on computer system's software as a consultant. I don't fill/dispense medications. 10/24/2017 1:09 PM

225 Because I am retired. 10/24/2017 1:06 PM

226 OUT OF STATE 10/24/2017 12:59 PM

227 We do not dispense controlled substances to patients in the State of Louisiana. 10/24/2017 12:59 PM

228 We do not dispense any narcotics 10/24/2017 12:55 PM

229 I work in hospital pharmacy. 10/24/2017 12:55 PM

230 Not needed for my job. 10/24/2017 12:52 PM

231 Work out of state 10/24/2017 12:50 PM

232 I do not dispense controlled drugs 10/24/2017 12:49 PM

233 Do not dispense controls and are out of state 10/24/2017 12:47 PM

234 We don't dispense controlled substances 10/24/2017 12:42 PM

235 I don't dispense controlled substances 10/24/2017 12:40 PM

236 Institutional with no outpatient services 10/24/2017 12:40 PM

237 Not currently part of my job duties 10/24/2017 12:40 PM

238 We are a Hospital pharmacy and we don’t dispense any outpatient prescriptions 10/24/2017 12:40 PM

239 Not necessary for my scope of practice 10/24/2017 12:39 PM

240 We do not dispense any controlled substances 10/24/2017 12:39 PM

241 Not currently dispensing 10/24/2017 12:38 PM

242 Exempt---no CS dispensed 10/24/2017 12:38 PM

243 I work in the hospital and don't use PMP 10/24/2017 12:38 PM

244 I work in Long term care and don't need it 10/24/2017 12:36 PM

245 Do not practice in L A 10/24/2017 12:36 PM
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77.96% 534

82.04% 562

54.60% 374

11.24% 77

Q14 As a result of information you see in the PMP/AWARxE, have you
ever taken action? (Select all that apply)

Answered: 685 Skipped: 1,450

Total Respondents: 685  

# OTHER (PLEASE SPECIFY) DATE

1 No 11/11/2017 6:30 AM

2 I 11/9/2017 4:53 PM

3 Ensure safe drug therapy when patient is admitted to the hospital. 11/9/2017 9:40 AM

4 We only service patients in the LTC setting so we don't have any problems with abuse there.
While working as a pharmacist in the retail setting in the past, I refused to fill prescriptions based
on info obtained from PMP on a daily basis.

11/9/2017 9:00 AM

5 Our pharmacy cannot carry narcotics therefore we do not see narcotic prescriptions. 11/9/2017 5:26 AM

6 No controlled substance Rxs unless state of emergency called so rarely need PMP ; Physician
staff on site uses it routinely

11/8/2017 10:45 AM

7 No outpatient prescriptions filled 11/8/2017 10:23 AM

8 non-resident pharmacy, not dispensing controlled substances 11/8/2017 10:03 AM

9 None yet 11/8/2017 7:21 AM

10 not practicing in Louisiana 11/8/2017 6:30 AM

Refuse to fill
a prescription

Contact the
prescriber

Additional
patient...

Other (please
specify)

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES

Refuse to fill a prescription

Contact the prescriber

Additional patient counseling

Other (please specify)
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11 I submit info to PMP through my independent pharmacy but do not fill any scheduled drugs so I
have no need to look information up.

11/7/2017 10:19 PM

12 Contact authorities 11/7/2017 10:05 PM

13 H 11/7/2017 8:31 PM

14 Effective program 11/7/2017 7:53 PM

15 I 11/7/2017 7:25 PM

16 No comments 11/7/2017 7:00 PM

17 All of the above. It is a great resource 11/7/2017 5:55 PM

18 use store policy on each Rx 11/7/2017 5:40 PM

19 no 11/7/2017 5:14 PM

20 . 11/7/2017 4:25 PM

21 No 11/7/2017 4:04 PM

22 NO 11/7/2017 3:41 PM

23 Never used it 11/7/2017 3:38 PM

24 Do not use it in the hospital 11/7/2017 3:31 PM

25 Contacted state police and BOP on an abuser 11/7/2017 3:30 PM

26 work in a prison we do not have a problem with this situation 11/7/2017 3:22 PM

27 WE ARE CLOSED DOOR; WE REPORT ON ONLY A FEW PATIENTS AND DO NOT HAVE
"PHARMACY" SHOPPERS

11/7/2017 3:18 PM

28 I don’t dispense controlled substances for Louisiana patients. 11/7/2017 3:14 PM

29 Have not come across any Rx's flagged by the PMP. 11/7/2017 3:05 PM

30 NO ACTION TAKEN 11/7/2017 2:59 PM

31 filled and released the script 11/7/2017 2:54 PM

32 don't use it 11/3/2017 7:23 AM

33 NA 11/2/2017 6:20 PM

34 Alerted multiple prescribers if more than one was involved. Alerted other pharmacies if more than
one was involved.

11/2/2017 4:52 PM

35 Notified EBRSD 11/1/2017 1:29 PM

36 give patient appropriate fill date if I don't suspect patient is attempting to fill early on purpose 10/30/2017 4:13 PM

37 complete an investigation 10/30/2017 7:48 AM

38 Talk to the patient about the situation and ask them what's going on in that I have to contact for
stripers or two early to fill and I document that on the face of the prescription as well as name, title,
& pharmacy phone number

10/29/2017 7:54 AM

39 all of the above & it really helps to be able to do such across state lines 10/28/2017 7:29 PM

40 Fill the rx 10/28/2017 7:17 PM

41 I am not in charge of it 10/28/2017 2:10 PM

42 Notified Metro Narcotics 10/27/2017 3:50 PM

43 Z 10/26/2017 8:53 AM

44 Great program. Very helpful to us and the physicians. We need to be careful to only allow
healthcare practitioners to access the system.

10/26/2017 7:57 AM

45 don't use it at work 10/25/2017 10:34 AM

46 Hold many for future fill dates. 10/25/2017 9:12 AM

47 All of the above have been done after reviewing PMP. 10/25/2017 8:50 AM
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48 I also receive phone calls from prescribers who want me to look up patients. Instead of answering,
I direct them to the process for obtaining their own access and explain why.

10/25/2017 6:28 AM

49 yes all the time...and all of the above 10/25/2017 6:23 AM

50 Reported patient to DEA for drug trafficking 10/25/2017 6:18 AM

51 Adding a note to a patient’s profile 10/25/2017 12:29 AM

52 Out of state 10/24/2017 10:36 PM

53 n/a 10/24/2017 9:54 PM

54 Intrathecal compounding arena finds this not applicable 10/24/2017 8:32 PM

55 Not useful in nursinghome residents 10/24/2017 7:31 PM

56 na 10/24/2017 6:48 PM

57 No 10/24/2017 6:44 PM

58 Yes, all of the above but not for this state 10/24/2017 5:49 PM

59 none of the above 10/24/2017 4:04 PM

60 At this time we do not carry narcotics in our facility 10/24/2017 3:19 PM

61 No 10/24/2017 2:42 PM

62 Have not received any order 10/24/2017 2:29 PM

63 Contact law enforcement. 10/24/2017 2:19 PM

64 N/A 10/24/2017 2:05 PM

65 NONE 10/24/2017 1:41 PM

66 Advised other prescriber in profile of need to consult PMP for possible double dipping 10/24/2017 1:25 PM

67 Yes 10/24/2017 1:23 PM

68 N 10/24/2017 1:22 PM

69 Contacted other pharmacies that are filling prescriptions for these patients 10/24/2017 1:22 PM

70 F 10/24/2017 1:20 PM

71 NOT NEEDED 10/24/2017 1:07 PM

72 None of the above 10/24/2017 1:05 PM

73 No 10/24/2017 1:02 PM

74 doesn't apply here 10/24/2017 12:51 PM

75 Bb 10/24/2017 12:45 PM

76 Nope 10/24/2017 12:42 PM

77 We do not dispense controlled substances. 10/24/2017 12:38 PM
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10.66% 73

17.66% 121

4.38% 30

7.30% 50

61.31% 420

15.62% 107

Q15 What issues have you encountered when using the PMP/AWARxE
system to input or obtain information about your patients? (Select all that

apply)
Answered: 685 Skipped: 1,450

Total Respondents: 685  

# OTHER (PLEASE SPECIFY) DATE

1 There’s a 2 week lag period. 11/12/2017 11:21 PM

2 Names such as st.romain, del Casio ,etc have no standard search method that I can discern 11/12/2017 5:38 PM

3 No ability to flag a physician or patient for review 11/12/2017 12:13 AM

4 It is often hard to find a patient unless everything is accurate about the spelling of their name, dob,
etc..

11/8/2017 10:17 PM

5 Needs to be more streamlined. 11/8/2017 9:23 PM

6 Sometimes difficult to find patients that go by two last names 11/8/2017 7:09 PM

7 retired 11/8/2017 4:17 PM

PMP system is
not user...

Takes too much
time/not eno...

Inadequate
training/use...

The
information ...

No issues

Other (please
specify)

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES

PMP system is not user friendly

Takes too much time/not enough staff to comply

Inadequate training/user guidance

The information in the system is not accurate 

No issues

Other (please specify)
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8 Used by physicians only 11/8/2017 10:23 AM

9 non-resident pharmacy, not dispensing controlled substances 11/8/2017 10:03 AM

10 PASSWORD MUST BE CHANGED TOO MANY TIMES AND IS DIFFICULT TO MEET ALL
PASSWORD REQUIREMENTS.

11/8/2017 9:20 AM

11 Licensed in multiple states, takes about 1 hour to submit for 30-40 states daily. 11/8/2017 8:32 AM

12 No opinion 11/8/2017 7:21 AM

13 I think the system works very well. I have only come across one patient whose information was
incorrect because it had been linked to another patient with same name.

11/8/2017 7:04 AM

14 not practicing in Louisiana 11/8/2017 6:30 AM

15 The downloading of the report is time consuming and when it downloads the other reports that are
still in the que show up again

11/8/2017 1:53 AM

16 Could be easier to use 11/7/2017 10:05 PM

17 Information takes about a week to update, and system keeps logging out if not used within 10 min,
which is the amount of time between prescriptions. So you’re constantly having to log in, which
takes time.

11/7/2017 9:17 PM

18 No comments 11/7/2017 7:00 PM

19 Takes too long to login...password expires to quickly 11/7/2017 6:58 PM

20 An way to update records sooner? 11/7/2017 6:13 PM

21 My only complaint is when you enter in a date, the system does not automatically enter slashes (/) 11/7/2017 6:05 PM

22 Logs user out too quickly. I spend more time logging in repeatedly than I do using the system. 11/7/2017 5:36 PM

23 I think there are ways for some people to beat this system 11/7/2017 5:31 PM

24 No comment 11/7/2017 5:08 PM

25 obtaining access is cumbersome. 11/7/2017 4:10 PM

26 TOO LONG LAG TIME IN GETTING INFO IN THE REPOERT. 2 WEEKS IS TOO LONG 11/7/2017 4:05 PM

27 There is a delay when pmp is submitted, it takes a few days for the claim to show up on pmp. 11/7/2017 3:47 PM

28 Logs you out way too fast 11/7/2017 3:38 PM

29 Don’t use it 11/7/2017 3:14 PM

30 B 11/7/2017 3:05 PM

31 Sometimes transactions don't post in real time. 11/7/2017 3:04 PM

32 If idle for a few minutes, PMP logs off. It gets frustrating to have to constantly keep logging in 11/7/2017 3:04 PM

33 I am in the federal (VA) system- please consider allowing our non state licensed Physicians to
have access. We want it. It is our policy to check.

11/7/2017 3:00 PM

34 When I input a patient's information, the patient may have several identities. It can be hard to verify
which identity belongs to the patient that I am searching.

11/6/2017 9:24 PM

35 don't use it 11/3/2017 7:23 AM

36 Maybe it could use a more user friendly / simplified approach. 11/2/2017 4:52 PM

37 Sometimes a patient has received a CS-medication from another pharmacy and it is not showing
up yet on the PMP report but it is flagging it when we submit the claim to their insurance.

11/2/2017 4:48 PM

38 Inactivity time is too short 11/1/2017 8:45 PM

39 i 11/1/2017 8:05 PM

40 In original system it would connect maiden name & married name. If you don't know marital status,
you can miss a whole profile.

11/1/2017 1:29 PM

41 The issues above are being addressed. 11/1/2017 10:45 AM
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42 Software interface that allows RPh to monitor at time of dispensing rather than logging into a
separate software thus increasing efficiency

11/1/2017 10:11 AM

43 I wish there were some way it could be in real time. 10/31/2017 2:35 PM

44 Trouble having some compounds's NDC numbers to be recognized 10/30/2017 1:26 PM

45 I have tried speaking with LABP personnel, attempt to enroll on website & due to my e-mail
address, I can't be an active user....I have to call my sister store to run a PMP

10/28/2017 7:29 PM

46 registration process is cumbersome 10/28/2017 6:40 AM

47 I do not think we should have to agree each time it delays the information submission- otherwise I
have no problem with the system.

10/27/2017 7:39 AM

48 ex - does not pick up on common name misspellings or differences 10/26/2017 6:57 PM

49 Data should be imputed daily at end of day. Veterinarian should be required to report also
especially large animals

10/26/2017 4:15 PM

50 It is very slow to load. Otherwise, no issues. 10/26/2017 12:54 PM

51 SOMETIMES THE INFORMATION IS INACCURATE 10/26/2017 10:07 AM

52 The newer system does not always link patients (aliases). For example: someone's name changes
due to marriage or divorce, someone who everyone knows as their nickname. Some pharmacists
and doctors who do not have much IT experience have trouble with constant password change.

10/26/2017 9:41 AM

53 Sometimes there is a delay in the prescription information 10/26/2017 8:53 AM

54 it kicks you out quickly having to log in frequently 10/26/2017 8:53 AM

55 Only experienced a few issues when the system was down 10/26/2017 8:04 AM

56 na 10/25/2017 8:10 PM

57 S 10/25/2017 7:35 PM

58 Other pharmacies have not downloaded their information in a timely manner. 10/25/2017 6:27 PM

59 have had times when a rx was credit return after being submitted and still showed on PMP thus
patient not able to get rx when due. the system is good as a tool but not accurate. In the case of a
doctor requesting an legitimate early fill, the system has no way to record the reason for early fill

10/25/2017 2:54 PM

60 Wish could find the person without having to spell the person's name exactly 10/25/2017 12:56 PM

61 I've had an issue where a script was filled and reported, and the patient didn't pick it up in a 14 day
period. I backed it out on my pharmacy system, but it still showed that it was filled that day on the
PMP. They need an option to "unfill" a prescription.

10/25/2017 12:55 PM

62 sometimes there's more than one profile for a patient due to them reporting incorrect birth dates to
different providers. Not often has this happened that we are aware of though and I don't think that
is a problem with the PMP, just with dishonest people

10/25/2017 11:41 AM

63 don't use it at work 10/25/2017 10:34 AM

64 At one time, There seemed to be a lag with in the timeframe from Time a prescription was filled
until that event was entered into PMP . This has improved markedly .

10/25/2017 10:25 AM

65 needs to be incorporated into pharmacy computer systems with flags 10/25/2017 10:12 AM

66 Logs off too frequently. Does not show sold dates for prescriptions. 10/25/2017 9:16 AM

67 I find it invaluable. 10/25/2017 9:12 AM

68 I have encountered instances where the name of the patient isn't spelled exactly the same so
nothing comes up on that patient. I have had doctors call me and ask why there aren't any records
on a patient and it was because they had spelled the patients name a little different. It would be
extremely helpful if there was a way to search last name with dob or ss# and dob. The original
pmp system that I used was able to bring up names that looked similar with the same dob, etc. If a
patients name isn't exact (ex Casey vs Kasey, Shervina vis Shirvina) there will be no information
on that patient which can lead to duplicate medications. The patients that abuse these medications
tend to be more likely to change name spellings, etc when seeing several doctors, several
pharmacies.

10/25/2017 8:36 AM
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69 Logs user out too frequently 10/25/2017 6:59 AM

70 I wish that the search engine was a little broader, so that if you have one letter wrong in a patients
name it would bring up alternates

10/25/2017 6:25 AM

71 all of the above...from time to time...it could be better 10/25/2017 6:23 AM

72 Can not update my new work address after contacting LABP and the national PMP network 10/25/2017 6:18 AM

73 It logs you out automatically, and I need it my entire shift. I keep having to log back in if I didn’t use
it for a few minutes. I need it very quickly sometimes.

10/25/2017 12:29 AM

74 I use it very frequently, and when I am auto signed off...slows me down. 10/24/2017 11:13 PM

75 Out of state 10/24/2017 10:36 PM

76 Sometimes information is not up to date 10/24/2017 10:28 PM

77 I haven't use the PMP in awhile to comment. 10/24/2017 10:00 PM

78 n/a 10/24/2017 9:54 PM

79 The information is not current 10/24/2017 9:45 PM

80 It’s a good tool but doesn’t always seem to be up to date. 10/24/2017 9:32 PM

81 There are times when you have filled prescriptions at your own pharmacy and the rx cannot be
found on the pmp

10/24/2017 9:16 PM

82 Too slow!!! And times out within minutes. Hence not user friendly 10/24/2017 8:52 PM

83 I wish the search engine also gave close match names for those patients who use different
versions of first names of middle names but same DOBs

10/24/2017 8:52 PM

84 Intrathecal compounding arena finds this not applicable 10/24/2017 8:32 PM

85 Default state should be Louisiana 10/24/2017 7:46 PM

86 Sometimes it takes longer than 24 hours to upload date in the system. 10/24/2017 5:56 PM

87 I have had a few patients who have markedly different names and cannot be found in the PMP. If
the patient had to give a SSN, the location rate would improve.

10/24/2017 5:26 PM

88 information needs to be more real time 10/24/2017 4:01 PM

89 Sometimes when checking Pmp it doesn't load a patient, especially if they are a problem patient,
giving no information rather than the top hits, it overloads the system and you are not able to see
any information (continues to load with no response) Taking a few days for the sold rx to load into
the system sometimes allows patients to trick the system. With one patient with a twin their profiles
were linked when you looked up one name it pulled up both patients prescriptions

10/24/2017 3:48 PM

90 The password changes should give notice that they are about to happen. 10/24/2017 3:43 PM

91 System needs to integrate with dispensing software to show alerts in real time as we are
attempting to fill. Saves duplicate entry

10/24/2017 3:40 PM

92 Need real time posting of fills, sometimes inaccurate, they are pretty bad at resolving issues,
needs smarter searching that can indentify patients with multiple name, different spellings, wrong
dobs. Maybe also use dl #s or social security numbers.

10/24/2017 2:46 PM

93 Spelling discrepancies between pharmacies often lead to misreporting and/or incomplete
reporting.

10/24/2017 2:32 PM

94 It does not show reversals made by the pharmacy 10/24/2017 2:29 PM

95 It takes extra time but this is the only way to monitor medication misuse. 10/24/2017 2:17 PM

96 I comply but it is time consuming while working. 10/24/2017 1:46 PM

97 Requires password change too often. 10/24/2017 1:33 PM

98 The lag time between posting a filled control is too long 10/24/2017 1:27 PM

99 Wish it was more up to date 10/24/2017 1:25 PM

100 Doesn’t update quickly enough to capture more recent fills 10/24/2017 1:22 PM
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101 It should allow you to stay logged on as long as you want. It times out too fast 10/24/2017 1:14 PM

102 Questions regarding the use of ID cards that are that are not driver's licences. Can patient's
continue to get different ID cards from the state that allows them to abuse the system. Also,
concern about patient giving a bogus SSN.

10/24/2017 1:13 PM

103 Some patients spell their name different than on their DL. So they may be in system under 2
different names. The only way to figure this out is if the patient tells you. It would help if we could
input DL# or state ID# to see how many names come up under one ID.

10/24/2017 1:12 PM

104 Unless you have the exact spelling of name or any initials , it won't find the person . I wish it
searched

10/24/2017 1:01 PM

105 not always updated 10/24/2017 12:52 PM

106 Times out too quickly 10/24/2017 12:50 PM

107 Needs to be more education to physicians about usage. In general we are seeing that many
physicians are NOT checking the system before writing prescriptions for patients

10/24/2017 12:43 PM
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51.09% 350

29.49% 202

2.34% 16

4.82% 33

12.26% 84

Q16 From your knowledge of the PMP, do you think the program is likely
to reduce prescription drug abuse in Louisiana?

Answered: 685 Skipped: 1,450

TOTAL 685

# PLEASE EXPLAIN YOUR ANSWER: DATE

1 100% effective if accessed otherwise no. Should be mandated to utilize in EVERY PRACTICE
SETTING

11/10/2017 8:35 AM

2 Don't know 11/9/2017 7:41 AM

3 patients are aware that medical agencies are monitoring there actions and that makes people
more conscience of there prescription usage.

11/8/2017 1:08 PM

4 Love PMP! I can finally feel confident when filling or refusing questionable controlled substance
prescriptions!

11/8/2017 12:32 PM

5 non-resident pharmacy, not dispensing controlled substances 11/8/2017 10:03 AM

6 If dr. Would use it 11/8/2017 9:50 AM

7 the problem lies with the physicians to be more aggressive in addressing the opiod problem. 11/8/2017 6:30 AM

8 If used properly by all 11/7/2017 10:05 PM

9 It makes it harder for people to get prescriptions early, but it won’t stop Doctors from writing them
or changing meds to make the pharmacy fill them.

11/7/2017 9:17 PM

Definitely yes

Maybe

Definitely No

Not sure 

Please explain
your answer:

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES

Definitely yes

Maybe

Definitely No

Not sure 

Please explain your answer: 
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10 Not sure 11/7/2017 7:53 PM

11 It just mostly prevents early refills... 11/7/2017 6:58 PM

12 People take to the streets unfortunately. I'm very glad to have this though. It does benefit us greatly 11/7/2017 5:31 PM

13 Definitely no. The problem is the prescribers. 11/7/2017 5:19 PM

14 Works well 11/7/2017 5:08 PM

15 The physicians have to get on board first. Little evidence of that yet 11/7/2017 4:36 PM

16 Only physicians less writing of opioids will do that. There needs to be a standard to receive opiods
from a Dr...cancer, back surgery, etc. Not just pain!!!

11/7/2017 4:11 PM

17 Country-wide use of this will help the abuse 11/7/2017 4:04 PM

18 Only if doctors AND pharmacists use it 11/7/2017 4:00 PM

19 If it used by all medical personnel 11/7/2017 3:24 PM

20 it will allow pharmacist and physicians to monitor patients' controlled substance usuage 11/7/2017 3:22 PM

21 It is a tool. Like any other tool, it can aid in reducing abuse when utilized. 11/7/2017 3:05 PM

22 Pharmacist use it constantly, but prescribers are not. Pharmacists can refuse to fill which causes
distractions when patients get irate of or what to question our refusal. This problem can be
resolved if prescribers, especially residents and emergency room doctors are mandated to do so
before being able to write a controlled script.

11/7/2017 3:04 PM

23 if dr use it 11/1/2017 8:05 PM

24 IT WILL MAKE IT HARDER FOR INDIVIDUALS TO OBTAIN. BUT THE MAIN ISSUE IS FOR
DOCTORS TO REDUCE THE # OF TABLETS THEY DISPENSED. IT NEED TO INCLUDE ALL
DOCTORS NOT JUST GENERAL PRACTIONERS

11/1/2017 5:56 PM

25 Yes. I have found more and more physicians are using the system. 11/1/2017 10:45 AM

26 Burden should be placed on the physician to monitor rather then burden the RPh but if used
properly is should help reduce drug abuse

11/1/2017 10:11 AM

27 Yes. I have caught people several times trying to doctor hop and pharmacy hop. 10/31/2017 2:35 PM

28 This has been the most effective source of decreasing inappropriate drug use in Louisiana by far. 10/30/2017 4:13 PM

29 Prescribers are not checking the pmp- pharmacists are, but then we have to decide which of 3-4
prescribers for a problem patient to reach out to

10/27/2017 7:39 AM

30 Has been successful already 10/26/2017 4:15 PM

31 Until physicians are held accountable for over prescribing these medications, the pharmacists will
always have difficulty in facing this issue.

10/26/2017 11:00 AM

32 unfortunately drug abuse has nothing to do with the PMP. while the PMP might make things more
difficult for drug users increasing street drug prices or causing a shift in abuse
(hydrocodone/oxycodone to Herion or Adderall to Meth) drug abuse is here to stay

10/26/2017 8:53 AM

33 I don't think some physicians use the system to properly monitor their own patients. 10/26/2017 6:52 AM

34 It's very helpful 10/25/2017 9:11 PM

35 Definitely yes, our area was full of dr. shoppers and I feel that we have gotten a much better
handle on which patients are "hopping" around. Our overdose death rate has dramatically
dropped. Sad that we have to use that as to measure success.

10/25/2017 6:27 PM

36 Yes, as long as all prescribers and pharmacies are using it. 10/25/2017 3:11 PM

37 I use this tool daily to reduce abuse but is not accurate and not real time. some patients can be
affected by inaccurate date or delayed info.

10/25/2017 2:54 PM

38 IT WOULD IF IT WAS ENFORCED AT THE PHYSICIAN OFFICE BEFORE IT EVEN GETS TO
THE PHARMACY

10/25/2017 1:33 PM
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39 It will make doctor and pharmacy shopping more difficult but I don't believe for a second that it will
stop people from abusing prescription drugs. It may make them a little harder to obtain via
pharmacies but some reports have shown an increase in Heroin use since the PMP started and
with stricter penalties on possession of C-II medications.

10/25/2017 11:41 AM

40 Some pharmacies do not implement the PMP program. It is a wonderful tool if implemented in your
practice. Also some Pharmacist’s use it but well fill a prescription anyway .

10/25/2017 10:25 AM

41 Overprescribing must be addressed in order to achieve any significant changes in the current drug
trend of overdosing.

10/25/2017 10:23 AM

42 Probably not. Prescribers are the biggest problem. 10/25/2017 9:12 AM

43 physicians need to use more also 10/25/2017 9:05 AM

44 The PMP is an effective tool for physicians and pharmacies, but it will not reduce prescription drug
abuse. More emphasis is needed on rehabilitation of drug seekers and users. The DEA has been
increasing regulations, yet drug abuse has only gotten worse.

10/25/2017 9:02 AM

45 Maybe - Patients can still get around the PMP but filling and picking up prescriptions on the same
day at multiple pharmacies. Real time reporting would be the only way to eliminate the issue.

10/25/2017 7:51 AM

46 Prescriber awareness, and following up with those prescribers with "less than honorable"
intentions is where the process has to start. Pharmacists review and notification of prescribers is a
second opportunity to address potential drug abuse. The PMP is essential in providing the tools for
practitioners to efficiently address this problem.

10/25/2017 6:28 AM

47 Only if the doctors also start using PMP before writing the prescriptions can a true reduction in
drug abuse begin

10/25/2017 6:11 AM

48 Abusers continue to use multiple md stores and payments and not seeing their primary physician 10/25/2017 6:09 AM

49 American culture is based on consumerism, medications included. I'm skeptical of any
improvement soon

10/24/2017 10:01 PM

50 J 10/24/2017 9:45 PM

51 If the PMP is only used by pharmacies, it makes a lot of confusion. The patient thinks they have a
script they can get it filled when in most cases they should have not been issued a script.

10/24/2017 9:32 PM

52 No. It helps show a history of abuse but dr’s are still writing the scripts 10/24/2017 8:48 PM

53 Neighboring states should be able to provide information quickly. 10/24/2017 8:24 PM

54 If I use the PMP to detect prescription drug abuse, then I may be able to deter one instance of
drug overuse. That doesn't stop the customer from breaking into a neighbor's home to steal his/her
pain meds. It doesn't stop an individual from resorting to illicit substances.

10/24/2017 7:09 PM

55 Prescibers don’t use it often enough and we become the police. It should start with the physician. 10/24/2017 7:07 PM

56 if used consistently it will reduce abuse 10/24/2017 7:03 PM

57 I think that of it were used by ALL parties (MD, RPh, etc.) consistently, then we could potentially
make a difference. However, until the prescribers really own up to their major role in this epidemic
and make the necessary changes, our efforts are basically for naught.

10/24/2017 5:47 PM

58 It is going to take every facet of prescription writing and filling working extra hard to slow down the
abuse. I am not sure that it is financially feasible for everyone to get on board. Money is made by
number of patients seen and prescribed for in some instances.

10/24/2017 5:26 PM

59 G 10/24/2017 5:10 PM

60 No. Prescriber need more restrictions. ER's should not be allowed to write for controls. No refills
allowed on tramadol.

10/24/2017 4:01 PM

61 MDS SHOULDS HAVE TO USE THE SYSTEM EVERY TIME SCHE II RXS IS WRITTEN. WE DO
NOT WRITE RXS

10/24/2017 3:54 PM

62 physicians need to be more diligent in using the program BEFORE a rx is written 10/24/2017 3:38 PM

63 RPh use significantly reduces forgeries or Polypharmacy 10/24/2017 3:15 PM

64 Laws do not stop crime, they only punish. 10/24/2017 2:42 PM
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65 No, doctors still provide controlled prescriptions for unnecessary reasons which make their way on
the streets.

10/24/2017 2:32 PM

66 If pharmacists use it, can stop addicts doctor shopping. If physicians, perhaps they wouldn’t over
prescribe.

10/24/2017 2:19 PM

67 The PRESCRIBER SHOULD BE MANDATED AND SHOULD HAVE TO DOCUMENT THEY
HAVE REVIEWED THE PMP.......NOT SO MUCH THE PHARMACIST!!! The Pharmacist should
not HAVE to be the gatekeeper, we should just be the watch out. If the Doctor would be
accountable for PMP then the Pharmacist would not be placed in the position of filling or not filling

10/24/2017 2:12 PM

68 Not familiar with AWAReX 10/24/2017 2:05 PM

69 Not until these Pain Doctors are held to higher standards. Once they get the patient addicted it is
too late, then they become Addiction specialists . Don't laugh just look and see how many New
addiction specialists have shown up in the state.

10/24/2017 2:05 PM

70 seems like we would start at the origin of the prescripiton and that way we arent waisting energy. 10/24/2017 1:47 PM

71 Criminals will find a way. 10/24/2017 1:46 PM

72 Many prescribers do not consult PMP due to busyness 10/24/2017 1:25 PM

73 I believe that most pharmacies use the program, but my biggest issue is that doctors are not
required to use the program before prescribing a narcotic. Too many times we have gotten a
prescription for a patient and checked the PMP just to see that they were just prescribed either the
same med or a different narcotic by a different doctor, and when you call the prescribing doctor
they had no idea. When asked if they had checked the PMP they either respond (1) that's your job,
or (2) what is the PMP ? never heard of it.

10/24/2017 1:22 PM

74 I think it is definitely a step in the right direction. Need to address potential loop holes. 10/24/2017 1:13 PM

75 Reduction of abuse would occur if all providers accessed the PMP system 10/24/2017 1:08 PM

76 My 10/24/2017 1:01 PM

77 It may but not all pharmacies use it and therefore patients are able to get through the system. 10/24/2017 1:01 PM

78 I think with all info reported sometimes stuff can get lost in shuffle 10/24/2017 1:00 PM

79 I think that most abuse is not coming from illegitimate prescriptions. I would say that there is a lot
from legitimate prescriptions with theft or switching by family members. So the patients are getting
more because their pain is not controlled not realizing they are not getting the correct thing to
begin with. The new opoids are helping but they just keep finding ways around them. The theft and
diversion are easy to detect if you are looking for them. Don’t know a clear cut answer but I would
love to stop it. But the internet is our best and worst enemy.

10/24/2017 12:52 PM

80 Already has stopped several customers I know about who were not your usual door addicts 10/24/2017 12:45 PM

81 Dependent an the percentage of use 10/24/2017 12:45 PM

82 If physicians dont use it more and continue to prescribe in cases where they shouldn't, then NO 10/24/2017 12:43 PM

83 still seeing same Dr. overprescribing which has ALWAYS been the issue 10/24/2017 12:43 PM

84 Cannot tell people to stop being abusers 10/24/2017 12:42 PM
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Q17 Do you have any additional comments, concerns, or suggestions you
would like to provide with regards to PMP?

Answered: 153 Skipped: 1,982

# RESPONSES DATE

1 Neighboring states pharmacists need access 11/13/2017 6:57 AM

2 No 11/11/2017 8:41 AM

3 No 11/9/2017 4:53 PM

4 No 11/9/2017 9:25 AM

5 Until the physicians take some responsibility and stop writing prescriptions for drug seekers, the
opioid epidemic will continue.

11/9/2017 9:00 AM

6 No concerns at this time. 11/9/2017 5:26 AM

7 No 11/8/2017 10:27 PM

8 Should interface with the pharmacy computer system seamlessly. 11/8/2017 9:23 PM

9 N/a 11/8/2017 6:05 PM

10 I am in 100% support of the PMP program/system but I cannot fill an inappropriate control
prescription if it was never written in the first place, in other words the DEA needs to focus on
where the "bad" scripts are coming from .

11/8/2017 5:39 PM

11 N/A 11/8/2017 4:50 PM

12 great program - may need to be more regulations stipulating more useage 11/8/2017 4:24 PM

13 no 11/8/2017 4:02 PM

14 n/a 11/8/2017 1:08 PM

15 Xxx 11/8/2017 11:43 AM

16 GREAT PROGRAM WISH OUT DATABASE WAS NATION WIDE AS WELL 11/8/2017 9:20 AM

17 I think the search is good, but I wish there was a way to search by IDs. I have had a few cases
when I thought I should have been able to find a history of controlled substances for a patient and
there was none. I was not sure if they went by another name perhaps.

11/8/2017 7:04 AM

18 no 11/8/2017 6:30 AM

19 Recent changes may improve the program. 11/8/2017 6:29 AM

20 really like pmp 11/8/2017 6:26 AM

21 No 11/8/2017 6:00 AM

22 No 11/8/2017 5:49 AM

23 Require all providers to utilize. 11/8/2017 5:45 AM

24 Make it user friendly and faster 11/8/2017 1:53 AM

25 Keep it going and improving it 11/7/2017 10:05 PM

26 PMP should check all patients with that name and date of birth, shouldn’t be state specific. We
don’t know which state the patient has been to.

11/7/2017 9:17 PM

27 no 11/7/2017 8:55 PM

28 powerful tool to fight abuse, and would be even better if physicians could be mandated in its use 11/7/2017 8:37 PM

29 No 11/7/2017 8:31 PM

30 No 11/7/2017 7:30 PM
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31 Prescribers don't use it nearly enough. They either are unaware of its existence, don't know how to
use it, or are too lazy. It is rare that when speaking with a prescriber that they have checked it
before prescribing a controlled substance.

11/7/2017 7:16 PM

32 Not at this time 11/7/2017 7:15 PM

33 None 11/7/2017 7:11 PM

34 No 11/7/2017 7:00 PM

35 I use it as often as I can but it can be time consuming. 11/7/2017 6:35 PM

36 make it automatically prompt. 11/7/2017 6:16 PM

37 No 11/7/2017 6:14 PM

38 None 11/7/2017 6:12 PM

39 Nope 11/7/2017 5:55 PM

40 pmp is a wonderful tool for the medical profession 11/7/2017 4:07 PM

41 No 11/7/2017 4:04 PM

42 No 11/7/2017 3:49 PM

43 drs should be forced to use it 11/7/2017 3:24 PM

44 MAKE 100% of RPh owners use it! 11/7/2017 3:23 PM

45 no 11/7/2017 3:22 PM

46 Nope 11/7/2017 3:19 PM

47 None 11/7/2017 3:14 PM

48 We use it extensively for our VA patients. 11/7/2017 3:00 PM

49 I like the fact that it is expanding to more states. 11/7/2017 3:00 PM

50 Prescribers should be required to check PMP before prescribing controlled substances. There
should be a standard of what is acceptable. Checking after prescription is written creates further
burdens for pharmacies and patients if a prescriber unknowingly writes a prescription that he or
she would have not written had they checked the PMP before.

11/2/2017 4:52 PM

51 Please allow inactivity. Difficult to use when we need to log back in every few minutes 11/1/2017 8:45 PM

52 No. Hopefully, on November 12 we will see a good improvement. 11/1/2017 10:45 AM

53 A Realtime reporting system that interfaces all pharmacy purchases (not just within one
organization) of pseudoephedrine and other potential abusive OTC meds should be developed

11/1/2017 10:11 AM

54 Make it in real time please. 10/31/2017 2:35 PM

55 NOt at this time. 10/30/2017 10:39 AM

56 No 10/29/2017 12:36 PM

57 I think that physicians should be required to use PMP before writing prescriptions 10/29/2017 3:39 AM

58 get competent office staff in Baton Rouge OR make website access more easily accessible for
licensed professionals that NEED it AND hold reports of technicians "surfing" for
friends/family/others accountable & punishable for HIPPA violations

10/28/2017 7:29 PM

59 Accurate and timely information is key! 10/27/2017 4:00 AM

60 NO THANKS 10/26/2017 11:18 AM

61 MAKE IT AS CLOSE TO REAL TIME AS POSSIBLE 10/26/2017 10:07 AM

62 I don't know if this is done or not, but if it would produce a problem list and then that list be
investigated as to the validity of that person

10/26/2017 9:41 AM

63 I am not a geek so many times I have problems with computer issues that take lot of time 10/26/2017 6:55 AM

64 Leave us logged on until we manually log out or close the browser. Repeatedly typing in my log on
verification throughout the day slows me down in my fast pace retail practice.

10/25/2017 9:22 PM
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65 quit asking us to change our passwords!!!!!!!!!! 10/25/2017 8:11 PM

66 na 10/25/2017 8:10 PM

67 No 10/25/2017 7:35 PM

68 I have pharmacist that work with me complain that it is not user friendly. The truth is they have
never spent anytime learning the system. It is very simple to use and only takes you 5-10 minutes
to set up your profile. And, I am not that great with a computer! It allows me feel more confident
that I am being diligent in my effort to provide the best patient care and patient information.

10/25/2017 6:27 PM

69 No. 10/25/2017 3:11 PM

70 I think a better system should be considered for at least C II that would REQUIRE all C II to be
delivered by E-scribe. This should be generated from a central computer base that the MD would
have to view a real time patient record before entering a prescription. This system would also have
to supply a way for the receiving pharmacy to accept or deny the rx in the event that drug was not
available, etc. This would improve control, make doctor aware of other prescriptions that have
been filled, better and safer health care for patient. This would be a better way to police the control
drug dispensing,

10/25/2017 2:54 PM

71 Make it easier for pharmacist to gain access 10/25/2017 2:09 PM

72 overall, a very good program. 10/25/2017 12:55 PM

73 no 10/25/2017 12:49 PM

74 None 10/25/2017 12:02 PM

75 Pmp is only as good as the person reviewing Its a tool if this person using the tool doesn't take
action it's useless

10/25/2017 11:02 AM

76 none 10/25/2017 10:29 AM

77 I would love to see the PMP program be nationwide. 10/25/2017 10:25 AM

78 None 10/25/2017 10:12 AM

79 ARE PATIENTS THAT ARE IN THE SYSTEM FOR MULTIPLE DOCTORS OR PHAMACIES
FOLLOWED UP ON.

10/25/2017 9:22 AM

80 Na 10/25/2017 9:16 AM

81 I am glad we have a PMP that we can use when we have suspect a patient that might need help.
The system can be more user friendly, but it seems to have improved from earlier versions.

10/25/2017 9:02 AM

82 It has helped to considerably reduce prescription drug abuse. Or at the very least, help to make
the providers (doctors and pharmacists) more knowledgeable about their patients.

10/25/2017 8:59 AM

83 PMP is useful, easy to use and DOES reduce abuse. Do not take away or make changes. 10/25/2017 8:50 AM

84 Great tool 10/25/2017 7:47 AM

85 Less frequent password change request 10/25/2017 6:59 AM

86 I appreciate the Board of Pharmacy's efforts to establish and enhance the PMP program in our
state. They do an excellent job!

10/25/2017 6:28 AM

87 I use PMP on a daily basis and do believe it is a great asset to the type of pharmacy I practice. It
allows me to catch those patients who would fill there scripts early and those who are seeing
multiple doctors and getting multiple scripts for the same class of drugs

10/25/2017 6:25 AM

88 it could be faster.... 10/25/2017 6:23 AM

89 Doctors have to be held responsible like we are instead of putting all the responsibilities off on the
pharmacist

10/25/2017 6:11 AM

90 Should be automatically run on control med to cut time and mandatory for source of precription 10/25/2017 6:09 AM

91 I wish more emphasis would be put on the doctors using it before they even are allowed to write a
script. The burden should NOT be so much on pharmacist.

10/25/2017 5:01 AM

92 It is something we have been needing, and is a blessing now that we have it. Sharing with different
states was a huge positive move forward also.

10/25/2017 12:29 AM

93 No 10/24/2017 10:28 PM
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94 None 10/24/2017 10:01 PM

95 no but this survey is poor - if the answers are all n/a it should cut to the end. 10/24/2017 9:54 PM

96 Upload information quicker 10/24/2017 9:45 PM

97 A suggestion would be having MD’s or delegate use the PMP prior to issuing a script and have it
documented that they accessed the PMP on the hard copy or on the PMP for that patient.
Everyone should be able to add notes in a patient’s profile for users to access.

10/24/2017 9:32 PM

98 New regs for NP/PA/MD to use is meeting some resistance as they are contacting pharmacies to
get info rather than looking. When prescribers are asked if they used PMP answer is usually No-
do not have time or understand. May improve with time

10/24/2017 9:19 PM

99 It should be easier to use and and every effort made to improve accuracy and up to date
information

10/24/2017 9:16 PM

100 Most improve on the speed of the software 10/24/2017 8:52 PM

101 Great job by PMP. Joe is doing a great job. He started the program and is a forging the way for
PMP.

10/24/2017 8:49 PM

102 Nonw 10/24/2017 8:32 PM

103 no 10/24/2017 7:09 PM

104 The Physicians need to be looking at this before the right a prescription 10/24/2017 6:59 PM

105 no 10/24/2017 6:52 PM

106 PMP is good in theory, but since it's inception has drug overdoses and addiction increased or
decreased?

10/24/2017 6:48 PM

107 It takes a few moments to look up a patient on the website, but we just have to pause, and do it. I
often have questions as to whether or not we are all using correct patient information, ie, drivers
license, date of birth, etc. because it seems as if a drug abuser wants to evade the system, he or
she usually finds a way to do it.

10/24/2017 6:42 PM

108 None 10/24/2017 6:40 PM

109 It works great 10/24/2017 6:18 PM

110 again get doctors to use it to see who is abusing opioids 10/24/2017 6:03 PM

111 Louisiana needs PMP access to ALL surrounding states. We are currently unable to access
Florida which is very important

10/24/2017 5:56 PM

112 No 10/24/2017 5:49 PM

113 It is a great resource that I use on every single controlled substance prescription that I fill. 10/24/2017 5:47 PM

114 No 10/24/2017 4:38 PM

115 None 10/24/2017 4:05 PM

116 none 10/24/2017 4:04 PM

117 MANDATE TO PBMS THAT TIME IS MONEY AND THEY NEED TO PAY A FAIR FEE FOR THE
TRUE BENEFITS OF PHARMACY TO THE PUBLIC

10/24/2017 3:54 PM

118 Cross referencing with the other states was one of the great advances that the system has offered.
Thank You, Ladies and Gentlemen of The Board.

10/24/2017 3:43 PM

119 I have found the PMP to be an effective tool in identifying potential abuse situations, especially
early fills and patients using multiple prescribers and pharmacies.

10/24/2017 3:40 PM

120 Pharmacist can monitor patients, but difficult for Rx to control overprescribing by physicians 10/24/2017 3:32 PM

121 No 10/24/2017 3:29 PM

122 None at this time. 10/24/2017 3:19 PM

123 Not enough prescribers use PMP to make it an effective tool in decreasing drug abuse 10/24/2017 2:53 PM

124 No 10/24/2017 2:51 PM

125 Wish it didn't kick us out so fast - have to keep logging back in. 10/24/2017 2:50 PM
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126 none 10/24/2017 2:48 PM

127 Real time data 10/24/2017 2:44 PM

128 Not used as much in my line of business with nursing home patients 10/24/2017 2:36 PM

129 Not here 10/24/2017 2:33 PM

130 n/a 10/24/2017 2:29 PM

131 It should be mandatory that all pharmacist check all patients (except for pediatric patients)
attempting to fill medication for scheduled medication.

10/24/2017 2:26 PM

132 no 10/24/2017 2:25 PM

133 All patients profiles need to be updated in a timely manner. 10/24/2017 2:17 PM

134 Clawbacks and DIR fees and lack of ability to negotiate 10/24/2017 2:14 PM

135 See #16. The Doctor/prescriber should HAVE to DOCUMENT, and be LEGALLY RESPONSIBLE
if they are going to write the rx. The pharmacist should only have to be a random checker, the
doctor should be liable for what/where/how much they write for. All Pain Management Clinics
should have to document in patient chart EVERY TIME THEY WRITE a rx, a screen shot of where
they checked the PMP. They are not doing that..........

10/24/2017 2:12 PM

136 Excellent program to assist in monitoring dangerous drug usage 10/24/2017 2:07 PM

137 N/A 10/24/2017 2:05 PM

138 None 10/24/2017 2:05 PM

139 Good tool but pharmacist should not be made the bad guy because we refuse To fill a prescription
and then the person goes down the road and gets it filled At another store.

10/24/2017 2:05 PM

140 No further comments. 10/24/2017 1:39 PM

141 No 10/24/2017 1:28 PM

142 Make doctors register and be be responsible just like pharmacist are. Want to fix the opiod crisis?
Hold doctors responsible!

10/24/2017 1:22 PM

143 No 10/24/2017 1:13 PM

144 Old system was better at finding the patient in system multiple different waus. 10/24/2017 1:12 PM

145 Physicians seem to be reluctant to use PMP . Perhaps more education? 10/24/2017 1:08 PM

146 I don’t like having to change my password 10/24/2017 1:07 PM

147 Training provided by workshops around the state 10/24/2017 1:07 PM

148 None 10/24/2017 1:02 PM

149 No 10/24/2017 1:00 PM

150 should help tackle opioid abuse 10/24/2017 12:51 PM

151 I would like to see all 50 states. Not only does it reduce abuse by giving all information if dr
shipping or pharmacy shopping but it also increases my comfort level to dispense narcotics to
patients I am not otherwise familiar with. I think more patients who truly need medicine will have
access

10/24/2017 12:50 PM

152 NA 10/24/2017 12:48 PM

153 Doctors do not use before writing prescriptions need to be held accountable for hospital costs and
deaths

10/24/2017 12:45 PM
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Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov  

 
Final Legislative Brief 

 
2018-0815 

 
Regular Session of the 2018 Louisiana Legislature 

Convened 2018-0312 @ 1200 – Adjourned 2018-0518 @ 1800 
 
 

Last Items Reviewed 
 

HB     901       HR  258 HCR  112 HSR   0 HCSR   2  
SB     564       SR  256 SCR  123 SSR   0 SCSR   0     Acts  722   

 
 Total Items Filed = 2,216   Items on Watch List = 83 
 Watched Items Successful = 46   Successful Items with Action Plans = 31  
 

House of Representatives 
Bills 
 
HB 45  Connick   Health & Welfare 
Requires third-party logistics providers to obtain controlled dangerous substance licenses. 
  05-15-2018  Signed as Act 186; effective 08-01-2018 
 
The Board approved this Legislative Proposal 2018-B; the measure amends the Controlled Dangerous 
Substance Law to require third-party logistics providers to obtain controlled dangerous substance 
licenses, and establishes the licensure fee at $50, the same amount paid by distributors. 
 

 
 
 
 
 
 

 
HB 150  LeBas    Health & Welfare 
Authorizes the La. Board of Pharmacy to waive license and certification renewal fees for military spouses. 
  05-10-2018  Signed as Act 63; effective 08-01-2018. 
   
The Board approved this Legislative Proposal 2018-D; it amends the Pharmacy Practice Act to waive 
renewal fees for pharmacist licenses and pharmacy technician certificates held by military spouses.  
 
 

 
 

Action Plan: 
 Update Controlled Substance Law in Louisiana Pharmacy Law Book. 
 Revise Chapter 27 – Controlled Dangerous Substances. 
 Revise application form for CDS license. 
 Configure new classification for CDS license in eLicense. 

Action Plan: 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 
 Recommend revision of Chapter 5 – Pharmacists to add licensing procedures, and include this 

provision in that rule. 
 Revise application form forms for PST-M and CPT-M. 
 Configure new credentials in eLicense. 

mailto:info@pharmacy.la.gov
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HB 151  LeBas    Health & Welfare 
Revises the definition of “approved college of pharmacy” as used in the La. Pharmacy Practice Act. 
  05-10-2018  Signed as Act 64; effective 08-01-2018. 
 
The Board approved this Legislative Proposal 2018-C; it amends the definition of “approved college of 
pharmacy” to remove a specifically titled and now obsolete reference book relative to foreign pharmacy 
schools. 
 

 
 
 
 

 
HB 153  Mack    Administration of Criminal Justice 
Adds certain substances to Schedule I and Schedule II of the Uniform Controlled Dangerous Substance 
Law. 
  05-11-2018  Signed as Act 119; effective 08-01-2018. 
 
The Board approved this Legislative Proposal 2018-A; it updates the state controlled substance list with 
substances added to the federal list since the last legislative session. 
 

 
 
 

 
HB 165  Mack    Administration of Criminal Justice 
Provides relative to the Uniform Controlled Dangerous Substances Law. 
  08-30-2018  Signed as Act 677; effective 08-01-2018.  
 
This measure provides a definition of “aggregate” for purposes of determining the weight of certain 
controlled dangerous substances, and relocates the existing criminal penalties for fentanyl to correspond 
to its classification as a Schedule II controlled dangerous substance.   
 

 
 
 

 
HB 186  Marino    Administration of Criminal Justice 
Provides relative to the attempt or conspiracy to commit violations of the Uniform Controlled Dangerous 
Substances Law. 
  05-15-2018  Signed as Act 199: effective 08-01-2018. 
 
This measure amends the criminal penalties imposed on persons who attempt or conspire to distribute or 
possess with intent to distribute a Schedule I controlled dangerous substance that is a narcotic drug. 
 

 
 
 

 
HB 188  G. Miller   House & Governmental Affairs 
Provides relative to acceptance by a public servant of transportation, admission, and lodging given by a 
third party. 
  05-15-2018  Signed as Act 200; effective 08-01-2018. 
 
This measure provides an exception to allow a public servant to accept complimentary admission, lodging, 
and reasonable transportation, or reimbursement of such expenses from a third party with agency head 
approval and with disclosure if it is either of direct benefit to the public servant’s agency or will enhance 
the knowledge or skill of the public servant as it relates to the performance of his public service. 
 

Action Plan 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 
 Consider inclusion of this amended definition in the proposed pharmacist licensing rule 

Action Plan 
 Update Controlled Substance Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Update Controlled Substance Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Update Controlled Substances Law in Louisiana Pharmacy Law Book. 
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HB 189  Wright    House & Governmental Affairs 
Provides for processes, including agency review and public comment, to identify agency rules that may be 
contrary to law, outdated, unnecessary, overly complex, or burdensome. 
  05-23-2018  Signed as Act 454; effective 01-01-2019. 
   
This bill amended the Administrative Procedure Act [RS 49:953(C)] to require every agency engaging in 
rulemaking activity to hold a public hearing at least once prior to January 1, 2020 (and at least once in 
every six-year period thereafter) to solicit public comment about any of its rules to determine whether they 
may be contrary to law, outdated, unnecessary, overly complex, or burdensome.  The agency shall follow 
usual procedures for notice of the hearing, evaluation of all comments and testimony, and report to the 
legislative oversight committee.  The bill also amended another portion of the APA relative to the third and 
final report of every rulemaking project, to expand the amount of information that must be included in such 
reports and to clarify the filing deadline for such reports. 
 

 
 
 
 

 
HB 224  Marino    Administration of Criminal Justice 
Reduces criminal penalties for certain offenses involving legend drugs. 
  05-15-2018  Signed as Act 203; effective 08-01-2018. 
 
This measure addresses prescription drugs that are not controlled substances.  It amends the criminal 
penalties for the illegal sale or acquisition of such drugs from 5 years + $5,000 to 6 months + $500. 
 

 
 
 

 
HB 326  Hensgens   Health & Welfare 
Makes technical corrections to various provisions of law within the purview of the legislative committees 
on health and welfare. 
  05-15-2016  Signed as Act 206; effective 08-01-2018. 
 
This bill made technical corrections to several practice acts, including the pharmacy law.  There were no 
substantive changes in the pharmacy law. 
 

 
 
 

 
HB 372  Connick   Commerce 
Establishes the Occupational Board Compliance Act. 
  05-30-2018  Signed as Act 623; effective 05-30-2018 
 
Requires the Commissioner of Administration to review all proposed rules prior to the publication of the 
Notice of Intent. 
 

 
 
 

 
 
 

Action Plan 
 Update internal policies 

Action Plan 
 Update Controlled Substances Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Update rulemaking procedure guidance. 

Action Plan 
 Revise Chapter 3 – Board Hearings to provide for rule review petition procedure. 
 Plan for special public hearing prior to January 1, 2020. 
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HB 579  James    Health & Welfare     
Provides relative to the authorization for therapeutic use of marijuana. 
  06-01-2018  Signed as Act 708; effective 08-01-2018. 
 
This measure adds 5 additional qualifying debilitating conditions eligible to use marijuana: (1) glaucoma, 
(2) Parkinson’s disease, (3) severe muscle spasms, (4) intractable pain, and (5) PTSD.  In addition, a new 
provision was added to prohibit any requirement for employers or workers’ compensation insurers from 
being required to pay for medical marijuana. 
 

 
 
 

 
HB 627  Lyons    Health & Welfare 
Authorizes the recommendation of medical marijuana for treating certain health conditions of persons with 
autism. 
  05-23-2018  Signed as Act 496; effective 05-23-2018. 
 
This measure adds 4 symptoms associated with autism spectrum disorder, and requires the practitioner to 
consult with a pediatric subspecialist prior to recommending marijuana for a patient under the age of 18.  
The section of law relative to the two schools of agriculture require those entities to file annual reports with 
the legislature describing their marijuana research, including data and outcomes. 
 

 
 
 

 
HB 748  Emerson   (Substitute for HB 562) 
Establishes the Occupational Licensing Review Act. 
  05-30-2018  Signed as Act 693; effective 08-01-2018. 
 
This measure originated as HB 562.  Requires the governor’s office to review at least 20% of licensing 
agencies annually to determine whether their rules are necessary and comply with the state licensing 
policy articulated in the bill. 
 

 
 
 

 
HB 823  Pierre    Health & Welfare 
Repeals the termination date of laws authorizing the recommendation or prescription of medical marijuana 
in the treatment of certain debilitating medical conditions. 
  06-02-2018  Signed as Act 715; effective 08-01-2018. 
   
This bill extended the original January 1, 2020 termination date of the medical marijuana law to January 1, 
2025. 
 

 
 
 

 
Resolutions 
 
HR 140  Gaines 
Provides relative to the issuance of occupational or professional licenses to military families in the state. 
  04-26-2018  Enrolled; signed by House Speaker. 
 
Urges and requests all occupational and professional licensing agencies to adopt rules relative to 
issuance of temporary licenses to military families in compliance with R.S. 37:3651.  The law was adopted 

Action Plan 
 Update Therapeutic Marijuana Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Update Therapeutic Marijuana Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Review licensing policy criteria in law for proactive preparation for review process. 

Action Plan 
 Update Therapeutic Marijuana Law in Louisiana Pharmacy Law Book. 
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in 2012, and the Board’s rules were promulgated in 2013. 
 
HR 177  Hoffmann 
Requests the La. Dept. of Health to study the scheduling of Mitragyna speciosa (Kratom) as a controlled 
substance. 
  05-17-2018  Enrolled; signed by House Speaker. 
 
Urges and requests the La. Dept. of Health to study the substance commonly referred to as Kratom for 
scheduling as a controlled substance.  The Board may be consulted by the Dept. of Health. 
 
Concurrent Resolutions 
 
HCR 70  Hodges    Health & Welfare 
Provides relative to healthcare licensing boards reporting to the House and Senate committees on health 
and welfare on their recognition of military veterans training in various healthcare occupations. 
  05-18-2018  Enrolled; signed by House Speaker & Senate President. 
 
Requests the House and Senate committees on health and welfare to meet and function as a joint 
committee to study certain healthcare licensing boards’ timely and cost effective pathways for military 
veterans with medical training to practice lawfully in civilian healthcare jobs in Louisiana.  The committee is 
to solicit input and recommendations from 9 specifically-named boards, including the Board of Pharmacy. 
Their report is due before the beginning of the 2019 regular session. 
 

 
 
 
 

 
Senate 

 
Bills 
 
SB 27  Mills    Health & Welfare 
Provides relative to the Medicaid Pharmaceutical & Therapeutics Committee. 
  06-01-2018  Signed as Act 644; effective 08-01-2018. 
 
This bill changed the composition of the committee and changed the source of nominations for some of 
the committee members.  The Board of Pharmacy is now required to nominate two pharmacists to the 
Governor for his appointment.  One of the pharmacists shall be practicing in an independent pharmacy 
and one shall be practicing in a chain pharmacy.  The Board is required to confirm, by affidavit, the 
practice settings of the nominees as well as the inclusion of Medicaid recipients in their practice settings.  
 

 
 
 

 
SB 28  Mills    Health & Welfare 
Provides relative to veterinarians. 
  05-15-2018  Signed as Act 219; effective 08-01-2018. 
 
This measure seeks to specifically exempt veterinary products from the drug price disclosure program, as 
well as veterinarians from the requirement for prescribers to access the state prescription monitoring 
program and the requirement for prescribers of controlled substances to obtain continuing education 
relative to the proper use of controlled substances. 
 

 

Action Plan 
 Construct portfolio of military-related laws, rules, application forms, and census data. 
 Participate when called. 

Action Plan 
 Update Board policy relative to external liaison appointments to other entities. 

Action Plan 
 Update Pharmacy Law and Controlled Substance Law in Louisiana Pharmacy Law Book. 



Items in blue print sponsored by Board.                                                                                                                                                 Page 6 of 9 

SB 29  Mills    Health & Welfare 
Provides relative to a single uniform prescription drug prior authorization form. 
  05-25-2018  Signed as Act 423; effective 05-25-2018 and 01-01-2019.  
 
This measure requires the Board of Pharmacy and the Board of Medical Examiners to jointly develop a 
single uniform prescription drug prior authorization form, not to exceed two pages in length, for use by all 
payors in the state, no later than January 1, 2019.  The bill also prohibits PBMs from requiring pharmacies 
to possess any credential not issued by a government agency.  The enforcement of this provision was 
assigned to the Dept. of Insurance and the Attorney General. 
 

  
SB 40  Mills    Health & Welfare 
Provides relative to health profession licensing board membership. 
  05-23-2018  Signed as Act 515; effective 08-01-2018. 
 
This bill (1) revised the assignment of boards, commissions, and other entities to respective departments. 
The Board of Pharmacy is still assigned to the Dept. of Health, but the veterinary board was moved from 
the Dept. of Health to the Dept. of Agriculture & Forestry; (2) authorized licensing boards created within 
Title 37 to develop a process to issue a license outside the national examination process for those 
individuals with a disorder recognized by the ADA; (3) added a provision in all licensing boards created in 
Title 37 requiring the governor to ensure his appointments to those boards demonstrate diversity in race, 
gender, ethnicity, and geography; and (4) added a consumer member to most licensing boards created in 
Title 37, with standardized qualifications and criteria for the consumer member.  With respect to the Board 
of Pharmacy, the bill changed our language for the consumer member to meet the standardized language 
for all consumer members.  
 

 
 
 

 
SB 75  Boudreaux   Health & Welfare 
Provides relative to the prescription monitoring program. 
  05-23-2018  Signed as Act 405; effective 08-01-2018. 
 
This measure amended the controlled substance law requiring prescribers to access the PMP prior to 
prescribing opiates, to instruct licensing boards to give non-compliant prescribers a non-disciplinary 
warning on their first complaint. 
 

 
 
 

 
SB 90  Mills    Health & Welfare 
Provides relative to a voluntary nonopioid directive form. 
  05-10-2018  Signed as Act 28; effective 08-01-2018. 
 
This measure requires the Dept. of Health to develop a nonopioid directive form for use by individuals who 
wish to not receive opioid drug therapy.  The measure provides immunity to prescribers and pharmacists 
for certain actions but subject prescribers who ignore such directives to sanction by their professional 
licensing agency.  A Senate committee amendment made technical changes. 
 

 

Action Plan 
 Initiate rulemaking procedure for uniform prior authorization form, in collaboration with the La. 

State Board of Medical Examiners. 

Action Plan 
 Update Controlled Substance Law in Louisiana Pharmacy Law Book. 

Action Plan 
 Provide assistance to Dept. of Health if they request it. 
 Provide guidance document to pharmacists when nonopioid directive form is released for use. 

Action Plan 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 
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SB 109  Johns    Health & Welfare 
Provides relative to access to prescription monitoring information. 
  05-15-2018  Signed as Act 232; effective 08-01-2018. 
 
The Board approved this Legislative Proposal 2018-K; it amends the PMP Law to allow an epidemiologist 
with the Dept. of Health to have access to PMP information, pursuant to an interagency agreement with 
the Board.   
 

 
 
 
 
 
 

 
SB 110  Johns    Health & Welfare 
Provides relative to definitions used for the prescription monitoring program. 
  05-15-2018  Signed as Act 146; effective 08-01-2018. 
 
The Board approved this Legislative Proposal 2018-H; it amends the definition of “drugs of concern” in the 
PMP Law to allow the tracking of certain drugs for public health purposes. 
 

 
SB 131  Mills    Health & Welfare 
Provides relative to licensing requirements for pharmacists. 
  05-10-2018  Signed as Act 31; effective 08-01-2018. 
 
The Board approved this Legislative Proposal 2018-J; it amends the requirements for pharmacist 
licensure by reciprocity and makes technical corrections. 
 

 
 
 
 
 
 

 
SB 134  Mills    Health & Welfare 
Provides relative to prescriptions for controlled substances. 
  05-10-2018  Signed as Act 32; effective 08-01-2018. 
 
The Board approved this Legislative Proposal 2018-E; it amends the controlled substance law to allow 
partial fills for all Schedule II drugs. 
 

 
 
 
 
 

 
 
 

Action Plan 
 Update PMP Law in Louisiana Pharmacy Law Book. 
 Revise Chapter 29 – Prescription Monitoring Program. 
 Include this provision in new Board policy proposals. 
 Collaborate with Dept. of Health to develop interagency agreement for Board approval. 

Action Plan 
 Update PMP Law in Louisiana Pharmacy Law Book. 
 Revise Chapter 29 – Prescription Monitoring Program. 
 Notify pharmacies of reporting requirement of dispensing transactions for naloxone. 
 Collaborate with Advisory Committee on Heroin and Opioid Prevention and Education to 

develop reporting protocol for parish-level dispensing of naloxone by pharmacies. 

Action Plan 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 
 Revise Chapter 5 – Pharmacists to insert new rule on licensing procedures. 
 Update policies and procedures. 
 Implement necessary changes in eLicense. 

Action Plan 
 Update Controlled Substance Law in Louisiana Pharmacy Law Book. 
 Revise Chapter 27 – Controlled Dangerous Substances. 
 Notify licensees. 
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SB 241  Morrell    Health & Welfare 
Provides relative to pharmacist communication with patients. 
  05-18-2018  Signed as Act 317; effective 08-01-2018. 
 
This measure amended the Insurance Law to prevent PBMs from imposing ‘gag orders’ on pharmacies or 
pharmacists by contracts which prevent them from informing patients about cheaper alternatives when 
filling their prescriptions.  The bill amended the Pharmacy Law to specifically permit pharmacists to 
communicate to patients about costs of their prescriptions and available alternatives. 
 

 
 
 
 

 
SB 260  Milkovich   Commerce, Consumer Protection & International Affairs 
Provides relative to disciplinary hearings by professional and occupational licensing boards and 
commissions. 
  06-01-2018  Signed as Act 655; effective 08-01-2018. 
 
This measure requires the Board of Dentistry and Auctioneers Licensing Board to notify its licensees of an 
option to have their disciplinary hearings conducted by the Div. of Administrative Law instead of the 
licensing board.  The bill also requires all licensing boards authorized by Title 37 (including Board of 
Pharmacy) to develop a process to issue a license outside the national examination for those individuals 
with an ADA recognized disorder.  The bill also requires all licensing boards authorized by Title 37 
(including Board of Pharmacy) to submit quarterly reports to their legislative oversight committees as well 
as the governmental affairs committees detailing the number of complaints received, summary of those 
complaints, and disposition of those complaints relative to board actions or procedures.  The bill also 
requires all licensing agencies authorized by Title 37 (including Board of Pharmacy) to give notice to each 
applicant and licensee in or with each communication from the board that the applicant or licensee may 
submit complaints about board actions or procedures either to the board or to the governmental affairs 
committees; the notice shall provide the mailing address, email address and telephone number of the 
board, each legislative oversight committee, and each governmental affairs committee; and the notice 
must also be posted on the board’s website.  
 

 
SB 391  Mizell    Senate & Governmental Affairs 
To require state agencies to install internet filters to block content which is obscene and sexually 
harassing and which create a hostile work environment. 
  06-01-2018  Signed as Act 669; effective 08-01-2018. 
 
Requires state agencies to install internet filters to block content which is obscene and sexually harassing 
and which creates a hostile work environment. 
 

 
 
 

 
SB 477  LaFleur    (Substitute for SB 189) 
Provides relative to electronic prescribing of noncontrolled legend drugs. 
  05-30-2018  Signed as Act 602; effective 08-01-2018. 
 
This measure amended the Pharmacy Law to provide for “chart orders” in institutional facilities and 
authorized the Board to promulgate rules for pharmacies dispensing medications pursuant to chart orders. 
 

Action Plan 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 
 Determine whether new rule or amendment of existing rule is appropriate. 

Action Plan 
 Board implemented the required internet filter in its information system a few years ago. 

Action Plan 
 Develop template for the quarterly reports to the legislative committees. 
 Develop standard notice template; apply notice to website; apply notice to application forms; 

apply notice to all board communications. 
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Resolutions 
 
SR 184  Perry 
Requests state professional and occupational licensing boards review and implement Louisiana law as it 
relates to the issuance of licenses to military families in the state. 
  05-17-2018  Enrolled; signed by Senate President; 
 
Urges and requests state professional and occupational licensing boards to review La. R.S. 37:3650, 
adopted in 2012, which provides for preferential processing of applications for licenses submitted to 
military trained applicants and their spouses.  The Board of Pharmacy adopted the rules required by that 
law in 2013.  
 
Concurrent Resolutions 
 
SCR 83  Peacock   Commerce, Consumer Protection & International Affairs 
Requests occupational and professional licensing boards and commissions to display prominently on their 
websites a link to licensing information for military-trained applicants and their family members. 
  05-14-2018  Enrolled; signed by Senate President & House Speaker. 
 
Urges and requests licensing boards to display licensure information for military-trained applicants and 
their family members on agency websites. 
 

 

Action Plan 
 Develop resource page for military-trained applicants and their spouses, and link it to 

homepage. 

Action Plan 
 Update Pharmacy Law in Louisiana Pharmacy Law Book. 
 Revise recordkeeping rule in Chapter 11 – Pharmacies as well as prescriptions rule in Chapter 

25 – Prescriptions. 
 Formulate interim guidance as appropriate. 
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 7 
1. The membership of the Board is identified at RS 37:1172. 8 
 9 

A. The pharmacist membership consists of two representatives from each of 10 
the 8 pharmacy districts identified at RS 37:1173.  Their minimum 11 
qualifications are specified at RS 37:1174(A).   12 

B. The public membership consists of one representative from the state at- 13 
large.  Their minimum qualifications are specified at RS 37:1174(B). 14 

 15 
2. The process for the nomination and appointment of members is described at RS  16 

37:1175. 17 
 18 
3.  The length of the term of appointment is specified at RS 37:1177. 19 
 20 

A. The term for a pharmacist member is six years, shall begin on July 1 of 21 
the year of the appointment, and shall conclude on June 30 of the sixth 22 
year of the appointment, unless specified otherwise by the appointing 23 
authority. 24 

 25 
B. The public member shall serve at the pleasure of the appointing authority. 26 

  27 
4. Specifications for the removal of a member are found at RS 37:1176.    28 
 29 
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 7 
1. The organization and governance of the Board is described at RS 37:1179. 8 
 9 
2. The organization and governance of the Board is also described at LAC 10 

46:LIII.103. 11 
 12 
3. Officers; Duties 13 
 A. President 14 
  i. The president is the executive officer of the board. 15 

ii. The president shall preside at all meetings of the board and shall 16 
be responsible for the performance of all duties and functions of 17 
the board required or permitted by the Pharmacy Practice Act. 18 

iii. The president shall sign all checks or other methods of 19 
disbursement, together with the executive director. 20 

  iv. The president may administer oaths in connection with the duties of 21 
the board. 22 

  v. The president may review and respond to requests for exceptions 23 
to laws, rules, and policies in the interim between meetings of the 24 
board. 25 

 B. First Vice President 26 
  i. In the absence of the president, the first vice president shall 27 

preside at meetings of the board. 28 
  ii. The first vice president shall perform other duties as assigned by 29 

the board. 30 
 C. Second Vice President 31 
  i. In the absence of the president and first vice president, the second 32 

vice president shall preside at meetings of the board. 33 
  ii. The second vice president shall perform other duties as assigned 34 

by the board. 35 
 D. Third Vice President 36 

i. In the absence of the president and other vice presidents, the third 37 
vice president shall preside at meetings of the board. 38 

ii. The third vice president shall perform other duties as assigned by 39 
the board. 40 

 E. Secretary 41 
  i. The secretary of the board shall be responsible for supervising the 42 

board member nomination election process. 43 
a. The secretary shall ensure the distribution of nomination 44 

election ballots to every licensed pharmacist in the 45 
pharmacy district in which a vacancy is anticipated or has 46 
occurred. 47 

b. The secretary shall supervise the counting of the nomination 48 
election ballots. 49 
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 56 
c. The secretary shall certify to the governor the names of the 57 

three nominees receiving the highest number of nominations 58 
d. In the absence of the secretary, or in the event of his 59 

inability or failure to act, the duties of the secretary with 60 
respect to the mailing and counting of ballots and the 61 
certification to the governor shall be performed by the 62 
president of the board. 63 

  ii. Following their approval by the board, the secretary shall sign the 64 
minutes of board meetings and ensure their posting in the Minute 65 
Book. 66 

  iii. The secretary may administer oaths in connection with the duties of  67 
the board. 68 

 69 
4. Election of Officers; Term; Removal 70 

A. The officers shall be elected by the board members, for a term beginning 71 
on the day of their election and ending upon election of their successors. 72 

B. The board shall conduct officer elections annually.  By tradition, the 73 
election is conducted during the final scheduled board meeting of a 74 
calendar year, which historically has been the month of November. 75 

C. The president may call a special election at any board meeting to fill a 76 
vacancy in one or more officer positions.  An officer elected to a vacant 77 
position shall serve for the remainder of that term, at which time an 78 
election shall occur commensurate with the annual election. 79 

D. Any officer may be removed from office by majority vote of the board, for 80 
proper cause after due notice and an opportunity to be heard. 81 

 82 
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 7 
1. The duty of the board to conduct meetings is specified at RS 37:1180. 8 
 9 
2. The procedures for board meetings is described at LAC 46:LIII.105. 10 
 11 
3. The board shall meet at least once every twelve months to transact its business. 12 

  13 
4. By tradition, the board meets on a quarterly basis, typically during February, 14 

May, August, and November.  Additional meetings may be called by the 15 
president of the board or by two-thirds of the board members. 16 

 17 
5. The board shall meet at a location determined by the president prior to giving 18 

notice of the meeting, and the meeting location shall not be changed after such 19 
notice is given unless the change is approved by the president and adequate 20 
notice of the change is given prior to the meeting. 21 

 22 
6. Notice of all meetings shall be given in the manner required by the Administrative 23 

Procedure Act. 24 
 25 
7. All board meetings and hearing shall be open to the public.  The board may, in 26 

compliance with the Open Meetings Law, conduct any portion of its meeting in 27 
executive session which is closed to the public. 28 

 29 
8. A simple majority of the board members shall constitute a quorum for the 30 

conduct of a board meeting, except where a greater number is required by law or 31 
rule.  All actions of the board shall be approved by a majority of a quorum. 32 

  33 
9. Robert’s Rules of Order shall govern all proceedings unless otherwise provided. 34 
 35 
10. The agenda for a regular board meeting shall be as follows: 36 

1. Call to Order 37 
2. Invocation & Pledge of Allegiance 38 
3. Quorum Call 39 
4. Call for Additional Agenda Items & Adoption of Agenda 40 
5. Consideration of Minutes from Previous Meeting 41 
6. Report on Action Items 42 
7. Confirmation of Acts 43 
8. Opportunity for Public Comments 44 
9. Special Order of the Day 45 
10. Committee Reports 46 
11. Staff Reports 47 
12. Public Requests 48 
13. Recess/Adjourn 49 
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 56 
11. The president may approve deviations from the standard agenda format. 57 
 58 
12. Requests for presentations should be submitted to the executive director at least 59 

30 days prior to the date of the board meeting.  The executive director shall add 60 
the requested presentation to the agenda upon the approval of the president. 61 

 62 
13.  Petitions for advisory opinions and declaratory statements shall be submitted to 63 

the board at least 60 days prior to the date of the board meeting, and shall 64 
comply with the provisions specified in LAC 46:LIII.359.  The executive director 65 
shall add the requested petition to the agenda and notify the president. 66 

 67 
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 7 
1. The authority of the board to conduct administrative hearings is specified at RS 8 

37:1182(B)(3). 9 
 10 
2. The procedures for administrative hearings are described in LAC 46:LIII.Chapter 11 

3. 12 
 13 
3. By tradition, the board conducts its administrative hearings in conjunction with its 14 

quarterly board meetings, typically during February, May, August, and 15 
November.  Additional hearings may be called by the president or by two-thirds 16 
of the board members. 17 

 18 
4. Notice of all hearings shall be given in the manner required by the Administrative 19 

Procedure Act. 20 
 21 
5. All administrative hearings shall be open to the public.  The board may, in 22 

compliance with the Open Meetings Law, conduct any portion of its hearing in 23 
executive session which is closed to the public. 24 

 25 
6. A simple majority of the board members shall constitute a quorum for the 26 

conduct of an administrative hearing.  All decisions of the board shall be 27 
approved by a majority of a quorum. 28 

  29 
7. Robert’s Rules of Order shall govern all proceedings unless otherwise provided. 30 
 31 
8. The agenda for an administrative hearing shall be as follows: 32 

A. Call to Order 33 
B. Invocation & Pledge of Allegiance 34 
C. Quorum Call 35 
D. Call for Additional Agenda Items & Adoption of Agenda 36 
E. Opportunity for Public Comments 37 
F. Formal Hearings 38 
G. Recess/Adjourn 39 

 40 
9. The president may approve deviations from the standard agenda format. 41 
 42 
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1. The duty of the board to conduct public hearings during the rulemaking process 8 

is described in the Administrative Procedure Act (APA), and more specifically at 9 
RS 49:953. 10 

 11 
2. As required by the APA, a public hearing to receive comments and testimony on 12 

a proposed rule shall be held at least 35 days after the publication of the Notice 13 
of Intent in the Louisiana Register, but no later than 40 days following the 14 
publication of that notice. 15 

 16 
3. Notice of all public hearings shall be given in the manner required by the APA. 17 
 18 
4. By tradition, the board members do not attend public hearings.  The president 19 

has delegated to the executive director the authority to preside during a public 20 
hearing, the sole purpose of which is to receive comments and testimony on a 21 
proposed rule for the board’s evaluation at a subsequent board meeting.  In the 22 
event the executive director is unable to perform that duty, he may – with the 23 
president’s approval – delegate that duty to an administrative officer. 24 

 25 
5. The agenda for a public hearing shall be as follows: 26 

1. Call to Order 27 
2. Appearances 28 
3. Notice of Intent / Potpourri Notice 29 
4. Opportunity for Public Comment 30 
5. Adjourn 31 

 32 
6. The president may approve deviations from the standard agenda format. 33 
 34 
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 7 
1. The membership of the Drug Policy Board, an agency within the Office of the 8 

Governor, is identified at La. R.S. 49:219.2.  Within that listing is “a member of 9 
the Board of Pharmacy.”  That law specifies the member from the Board of 10 
Pharmacy serves at the pleasure of the appointing governor and at the expense 11 
of the Board of Pharmacy.  The President of the Board of Pharmacy shall 12 
nominate a member of the Board of Pharmacy to serve as a member of the Drug 13 
Policy Board.  14 

 15 
2. The membership of the Prescription Monitoring Program Advisory Council is 16 

identified at La. R.S. 40:1005(A).  Within that listing is “the President of the 17 
Board of Pharmacy or his designee.”  That law specifies the member from the 18 
Board of Pharmacy serves at the pleasure of the Board and at the expense of 19 
the Board of Pharmacy.  In the event the President is unable to attend a council 20 
meeting, he shall appoint a designee. 21 

 22 
3. The membership of the Medicaid Pharmaceutical and Therapeutics Committee 23 

is identified at La. R.S. 46:153.3(D)(2)(a).  Within that listing is “two practicing 24 
pharmacists nominated by the Louisiana Board of Pharmacy.  One pharmacist 25 
shall be an independent pharmacist and one pharmacist shall be a pharmacist 26 
representing a chain pharmacy.”  The law requires the Board of Pharmacy to 27 
nominate two pharmacists to the Office of the Governor, and shall certify by 28 
affidavit that the practice of each nominee involves either the care of or the 29 
supervision of the care of Medicaid recipients.  The law requires the 30 
gubernatorial appointments be confirmed by the Louisiana Senate.  The law 31 
further stipulates that a member who misses two consecutive meetings may be 32 
replaced.  The replacement process requires the Dept. of Health to notify the 33 
Board upon the second recorded absence, and if the Board does not nominate a 34 
replacement within 30 days, the department may do so.  The President of the 35 
Board of Pharmacy shall nominate two pharmacists no later than August 1, 36 
2018. 37 
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1. The official journal of the board is the Louisiana Board of Pharmacy Newsletter, 8 

as specified in LAC 46:LIII.111. 9 
A. The newsletter is published on a quarterly basis (January, April, July, and 10 

October), in collaboration with the National Association of Boards of 11 
Pharmacy Foundation (NABPF). 12 

B. The collaboration with NABPF is formalized with a State Board Newsletter 13 
Program Letter of Agreement, which must be renewed on an annual fiscal 14 
year basis.  The agreement contains the rates for production, posting, and 15 
email alerts to recipients.   16 

C. The executive director shall obtain the board’s approval for the agreement 17 
prior to the beginning of the next fiscal year. 18 

D. As part of the service, NABPF sends email alerts to subscribers informing 19 
them of the posting of the electronic newsletter on the NABP website.  On 20 
publication of that alert, staff shall retrieve the electronic file and post it on 21 
the board’s website. 22 

 23 
2. The board shall also publish bulletins and other alerts from time to time to inform  24 

its licensees of time-sensitive information. 25 
 26 
3. The board has acquired multiple website domains for the purpose of informing its 27 

licensees and the public of matters under its jurisdiction. 28 
 A. www.pharmacy.la.gov  29 
  30 
 B. www.laboard.pharmacy  31 
  32 
 C. www.la.pharmacy  33 

Prop
os

ed

http://www.pharmacy.la.gov/
http://www.laboard.pharmacy/
http://www.la.pharmacy/


Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Committees       Policy No. I.C  3 
 4 
Approved:          Revised: 5 
 6 

 7 
1. The board’s authority to operate by committee is identified at LAC 46:LIII.107. 8 
 9 
2. The board has established different committees to address and deliberate 10 

specific matters referred to them by the board.  Certain of these committees 11 
have been identified as Standing Committees in the board’s rules, with the 12 
minimum number of members specified in the rule. 13 

  14 
3. Committee appointments are made by the president.  Traditionally, the president 15 

reviews committee activities and appointments at the end of the calendar year 16 
and makes any changes at that time.  17 

 18 
4. The president serves ex officio on every committee of the board. 19 
 20 
5. The following committees have been assigned the subject matter described: 21 

A. Executive [Standing Committee] 22 
i. This committee is composed of the five officers elected by the 23 

members; it is chaired by the president. 24 
ii. This committee shall function to address interim administrative 25 

board matters that require immediate attention between regularly 26 
scheduled board meetings. 27 

iii. This committee usually meets in conjunction with board meetings, 28 
but can meet in the interim at the call of the president. 29 

iv. The committee shall report its recommendations to the full board. 30 
B. Finance 31 

i. This committee is composed of six members including a chairman 32 
appointed by the president. 33 

ii. This committee shall function to prepare the board’s budget as well 34 
as any amendments thereto, and shall review the interim and final 35 
reports prepared by the board’s accountant and administrative 36 
staff. 37 

iii. This committee usually meets in conjunction with board meetings, 38 
but can meet in the interim at the call of the president. 39 

iv. The committee shall report its recommendations to the full board.  40 
C. Application Review 41 

i. This committee is composed of six members including a chairman 42 
appointed by the president. 43 

ii. This committee shall function to review applications for credentials 44 
referred to the committee by the administrative officers.  To 45 
facilitate their reviews, the committee may conduct a preliminary 46 
hearing to interview an applicant, in compliance with due process 47 
notice requirements. 48 

 49 
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 56 
iii. This committee may meet at any time to manage the caseload 57 

referred by the administrative officers. 58 
iv. The committee shall report its recommendations to the full board. 59 

D. Reciprocity [Standing Committee] 60 
i. This committee is composed of a minimum of three, but usually six, 61 

members including a chairman appointed by the president. 62 
ii. This committee shall function to document the qualifications, 63 

compliance, and credentials of reciprocity candidates.  The 64 
committee shall interview reciprocity applicants referred to the 65 
committee by the administrative officers. 66 

iii. This committee usually meets in conjunction with board meetings, 67 
but can meet in the interim at the call of the president. 68 

iv. The committee shall report its recommendations to the full board. 69 
E. Reinstatement [Standing Committee] 70 

i. This committee is composed of a minimum of three, but usually six, 71 
members including a chairman appointed by the president. 72 

ii. This committee shall function to interview applicants for the 73 
reinstatement of lapsed, suspended, or revoked credentials; and 74 
further, shall interview applicants seeking modification of previous 75 
orders; and further, shall interview pharmacists with licenses on 76 
voluntary inactive status seeking the return of those licenses to 77 
active status. 78 

iii. This committee usually meets in conjunction with board meetings, 79 
but can meet in the interim at the call of the president. 80 

iv. The committee shall report its recommendations to the full board.  81 
F. Impairment [Standing Committee] 82 

i. This committee is composed of a minimum of three, but usually six, 83 
members including a chairman appointed by the president. 84 

ii. This committee shall function to study, recognize, address the need 85 
to identify, and monitor the recovery of impaired persons in order to 86 
protect the public and the practitioner.  In addition, the committee 87 
shall function to investigative, review, and interview impaired or 88 
allegedly impaired persons practicing or assisting in the practice of 89 
pharmacy. 90 

iii. This committee usually meets in conjunction with board meetings, 91 
but can meet in the interim at the call of the president. 92 

iv. The committee shall report its recommendations to the full board. 93 
G. Violations [Standing Committee] 94 

i. This committee is composed of a minimum of three, but usually 95 
five, members including a chairman appointed by the president. 96 

 97 
 98 
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 105 
ii. This committee shall function to receive complaints, receive staff 106 

reports, and evaluate and review findings.  The disposition of 107 
alleged offenses shall be determined by conducting an informal 108 
inquiry, an interlocutory hearing, or by referring the matter to 109 
special counsel for a formal administrative hearing by the full 110 
board. 111 

iii. This committee usually meets on a quarterly basis not in 112 
conjunction with board meetings. 113 

iv. The committee shall report its recommendations to the full board. 114 
H. Regulation Revision [Standing Committee] 115 

i. This committee is composed of a minimum of three, but usually six, 116 
members including a chairman appointed by the president. 117 

ii. This committee shall function to preliminarily draft rules, 118 
regulations, and policies to be considered by the full board for 119 
promulgation or resolution or order. 120 

iii. This committee usually meets in the interim between board 121 
meetings to receive stakeholder input on draft proposals. 122 

iv. The committee shall report its recommendations to the full board. 123 
I. Tripartite 124 

i. This committee is composed of five members including a chairman 125 
appointed by the president. 126 

ii. This committee shall function to review all matters relative to 127 
pharmacy education for pharmacists. 128 

iii. This committee shall routinely invite the following stakeholders to 129 
all of its meetings: 130 
a. Pharmacy educators 131 

 ULM College of Pharmacy 132 
 Xavier College of Pharmacy 133 

b. Pharmacy practitioners 134 
 La. Pharmacists Association 135 
 La. Society of Health-System Pharmacists 136 

iv. This committee usually meets in the interim between board 137 
meetings to receive stakeholder input. 138 

v. The committee shall report its recommendations to the full board. 139 
 140 
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 7 
1.  The statutory authority for this policy is RS 39:231. 8 
 9 
2.  The executive authority for this policy is Policy & Procedure Memorandum No. 49 10 
     (PPM-49). 11 
 12 
3.  Members of the Louisiana Board of Pharmacy traveling in the best interest of the 13 

State of Louisiana on Board business will be reimbursed per diem, transportation, 14 
lodging, meals, and services that meet reasonable and necessary standards.  Such 15 
reimbursement for travel expenses shall be made on the basis of actual 16 
expenditures incurred up to the allowable limits as specified below.  In these 17 
Expense Report Guidelines, “Board business” is defined as the duties of regulating 18 
the practice of pharmacy. 19 

 20 
4.  Travel 21 

a. Automobile – Personal automobile transportation is reimbursed on the basis 22 
of PPM-49.  Parking is a legitimate and separate expense.  When two or 23 
more Board members travel in the same vehicle, only one charge will be 24 
allowed for the expense of the vehicle. 25 

b. Airlines – When air transportation is required, the Board must utilize the 26 
services of the state-contracted coach airfares.  When using the contract 27 
airfares, there are no restrictions or penalties.  The contract airfares are to be 28 
used only for official Board business and cannot be used for companions or a 29 
spouse.  A Board member may arrange his/her own travel provided the rate 30 
is less than the state rate. 31 

c. Other – The Board will reimburse travelers for taxis, subways, airport buses, 32 
or shuttles used to travel to and from airports or to access other destinations 33 
in the performance of Board business.  In addition, gratuities paid to baggage 34 
handlers, taxi drivers, etc. will also be reimbursed.  Such expenses should not 35 
exceed what is usual and customary, and should be paid by the Board 36 
member at the time of service and noted on the expense report.  All 37 
expenses must be accompanied by receipts, with the exception of baggage 38 
handlers. 39 

 40 
5.  Per Diem 41 

The members of the Board shall receive a per diem of $75.00 per day while 42 
attending regular or called Board meetings or attending to official business of the 43 
Board, the provisions of RS 39:231 notwithstanding as defined in LAC 44 
46:LIII.103.D.  Travel days will be reimbursed transportation and actual 45 
expenditures based on the expense report guidelines.   46 

 47 
 48 
 49 
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6.  Accommodations 57 

The members of the Board must personally pay all expenses incurred during 58 
his/her stay at the hotel while attending official business of the Board.  All 59 
accommodations must be pre-approved by the Board.  The Board will reimburse 60 
the cost of the hotel room based on the meeting rate of a single occupancy rate 61 
and ancillary expenses according to the guidelines set forth below. 62 

a. The Board will reimburse costs when they are properly entered on an 63 
expense report and accompanied by an appropriate receipt, which 64 
must be attached to the report form. 65 

b. No telephone calls will be reimbursed. 66 
 67 
7.  Meals 68 

a. Based on budgetary constraints the Board has determined that the maximum 69 
allowable limits for meal reimbursement including gratuities shall be as 70 
follows: 71 

  Breakfast - $15 72 
  Lunch - $20 73 
  Dinner - $40 74 

b. The Board should be charged the actual, reasonable, and necessary cost for 75 
meals, not the limit for each meal.  If the Board or Board-approved travel 76 
provides group meal functions, i.e., breakfasts, luncheons, and/or dinners, 77 
there shall be no reimbursement for meals purchased independently at an 78 
alternate venue. 79 

 c.  All meal expenses must be documented by detailed receipts. 80 
d.  Regular or called Board meetings may be subject to a reduced meal     81 
     allowance according to the circumstances of the meeting and the length of 82 
     the agenda, e.g., a one-hour committee meeting will not require a full day 83 
     meal allowance. 84 
e. The Executive Committee reserves the right to adjust meal allowance rates. 85 

 86 
8.  Travel Advances 87 

No travel advances will be authorized by the Board.  The only exception will 88 
pertain to airline travel. 89 

 90 
9.  Travel Committee 91 

The Travel Committee, comprised of the President, First Vice President, and 92 
Chair of the Finance Committee, shall function to review and recommend 93 
appropriate conventions, seminars, workshops, etc.  The Finance Committee will 94 
review the Travel Committee’s recommendations and submit all reports for full 95 
Board approval. 96 
 97 
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10.  Board-Approved Conventions 105 

a.  The following annual events are Board-approved: 106 
  National Association of Boards of Pharmacy (NABP) Annual Meeting 107 
  NABP Executive Officers Conference 108 
  NABP District VI Conference 109 
  MALTAGO(N) Conference 110 

b.  A budget allowance of not more than $2,000 per member per fiscal year has  111 
 been approved by the Board.  The allowance is non-transferable among      112 
 Board members and cannot be carried over into the next fiscal year. 113 

 114 
11.  Travel Budget 115 

The Executive Director shall prepare a fiscally sound travel budget for approval 116 
by the Finance Committee, the Executive Committee, and the entire Board, on 117 
an annual basis. 118 

 119 
12.  Submitting Expense Forms 120 

Completed and signed expense reports shall be submitted on original  121 
forms, directed to the Board office, within 10 days of the function for which 122 
reimbursement is sought, and no later than one month after the event. 123 

 124 
13.  Exceptions 125 

Any exception to the policies contained herein must be approved in writing by the 126 
Executive Committee. 127 

 128 
 129 
 130 
 131 
 132 
 133 
 134 
 135 
 136 
 137 
 138 
 139 
 140 
 141 
 142 
 143 
 144 
 145 
 146 
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Revision History 154 

 155 
08-15-2018 Re-numbered policy. 156 
 157 
08-20-2003 Amended Article 5 158 

The members of the Board shall receive a per diem of $75.00 per 159 
day while attending regular or called Board meetings or attending 160 
to official business of the Board, the provisions of RS 39:231 161 
notwithstanding as defined in LAC 46:LIII.111, 113, and 115103.D. 162 
Travel days will be reimbursed transportation and actual 163 
expenditures based on the expense report guidelines.  Per diem 164 
will not be allowable for convention or symposium Board business. 165 

Amended Article 7.d. 166 
Regular or called Board meetings as defined in LAC 46:LIII.111, 167 
113, and 115 may be subject to a reduced meal allowance 168 
according to the circumstances of the meeting and the length of the 169 
agenda, e.g., a one-hour committee meeting will not require a full 170 
day meal allowance. 171 

 172 
02-20-2000 Amended Article 12.   173 

Completed and signed expense reports should shall be submitted 174 
on original forms, directed to the Board office, within 10 days of the 175 
function for which reimbursement is sought, and no later than one 176 
month after the event. 177 

 178 
09-13-1998 Added the following: 179 

4.b – A Board member may arrange his/her own travel provided 180 
        the rate is less than the state rate. 181 
 182 
10. – Board-Approved Conventions 183 
 a.  The following events are Board-approved: 184 

National Association of Boards of Pharmacy (NABP) 185 
        Annual Meeting 186 

  NABP Executive Officers Conference 187 
  NABP District VI Conference 188 
  MALTAGO(N) Conference 189 

b.  A budget allowance of not more than $2,000 per member 190 
per fiscal year has been approved by the Board.  The 191 
allowance is non-transferable among Board members 192 
and cannot be carried over into the next fiscal year. 193 

 194 
04-22-1998 Original policy approved. 195 
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 7 
1.   The statutory authority for the investment of state funds is RS 49:327. 8 
 9 
2.   The regulatory authority for permissible investments is LAC 71:I.501 et seq. 10 
 11 
3.   It shall be the policy of the Board to manage its assets by placing appropriate emphasis on 12 
      the goals of safety of principal first, liquidity second, and yield third. 13 
 14 
4.   The Executive Director, or other agent designated by the Board, shall issue guidelines or 15 
      instructions regarding how the funds deposited shall be invested. 16 
 17 
5.  The following securities and investments are authorized by the Board and shall be reviewed 18 
     by the Board annually, semiannually, or quarterly. 19 

A. Direct United States Treasury obligation with a maximum maturity of five years, the 20 
principal and interest of which are guaranteed by the United States government. 21 

B. Bonds, notes, or debentures of indebtedness with a maximum maturity of five years 22 
issued by or guaranteed by federal agencies backed by the full faith and credit of the 23 
United States, which obligations include, but are not limited to: 24 

1. U. S. Export-Import Bank. 25 
2. Farmers Home Administration 26 
3. Federal Housing Administration Debentures 27 
4. General Services Administration 28 
5. Government National Mortgage Association – guaranteed mortgage-backed 29 

bonds and guaranteed pass-through obligations 30 
6. U. S. Maritime Administration – guaranteed Title XI financing 31 
7. U. S. Department of Housing and Urban Development 32 

C. Bonds.  Debentures or noted of indebtedness with a maximum maturity of five years 33 
issued by or guaranteed by United States government instrumentalities, which are 34 
federally sponsored, and such obligations include, but are not limited to: 35 

1. Federal Home Loan Bank System 36 
2. Federal Home Loan Mortgage Corporation 37 
3. Federal National Mortgage Association 38 
4. Student Loan Marketing Association 39 
5. Resolution Funding Corporation 40 

D. Time certificates of deposit of any bank domiciled in Louisiana up to the amount 41 
insured by the FDIC, unless the uninsured portion is collateralized by the pledge of 42 
securities in the manner provided in RS 39:1221. 43 

E. Mutual or trust fund institutions which are registered with the Securities and 44 
Exchange Commission under the Securities Act of 1933 and the Investment  45 
Act of 1940, and which have underlying investments consisting solely of, and limited 46 
to, securities of the United States government, or its agencies. 47 

 48 
 49 
 50 
 51 
 52 
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Revision History 60 

 61 
08-15-2018  Re-numbered policy. 62 
 63 
 64 
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 7 
1. The statutory authority for the Committee is RS 37:1184. 8 
 9 
2. The regulatory authority for the Committee is LAC 46:LIII.107. 10 
 11 
3.   The licensing manager shall review all applications for all credentials issued by 12 

the Board as well as any other information acquired from other sources about the 13 
applicant.  When the application and all supporting materials are complete and 14 
demonstrate compliance with the licensure requirements, the licensing manager 15 
shall issue the credential. 16 

 17 
4.   In the event the application or other information includes evidence of prior 18 

disciplinary history or other legal issues, the licensing manager shall refer the file 19 
to an administrative officer.  Following the administrative officer’s review of the 20 
file, the administrative officer may approve issuance of the license, or in the 21 
alternative, may refer the application to the full committee for its consideration. 22 

 23 
5.   In the event the committee has pending applications on its docket, the full 24 

committee shall interview the applicant and develop a recommendation to the 25 
Board relative to the fitness for licensure of the applicant. 26 
A. In the event the application is complete except for the report from the criminal 27 

background check, that deficiency shall not automatically delay the 28 
consideration of the application by the committee provided, however, the 29 
issuance of the credential shall require the receipt and favorably review of the 30 
criminal history record check report. 31 

 32 
6.   During the subsequent Board meeting, the committee shall present its 33 

recommendation relative to a pending application for a credential. 34 
 35 
7. For requests to amend ownership profiles of marijuana pharmacy permits, staff 36 

shall refer such requests to the Committee Chair and Board President. 37 
A. In the event the Committee Chair and Board President both approve the 38 

proposed change in ownership, then staff shall communicate that approval to 39 
the owner of the permit. 40 

B. In the event the Committee Chair and Board President do not both approve 41 
the proposed change in ownership, then staff shall refer the request to the 42 
Application Review Committee. 43 

 44 
 45 
 46 
 47 
 48 
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Revision History 56 

 57 
08-15-2018  Re-numbered policy. 58 
 59 
 60 
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 7 
1. The statutory authority for the Reciprocity Committee is RS 37:1203. 8 
 9 
2. The regulatory authority for the Reciprocity Committee is LAC 46:LIII.109. 10 
 11 
3.   The licensing manager shall review all applications for pharmacist licensure by 12 

reciprocity as well as any other information acquired from other sources about 13 
the applicant.  When the application and all supporting materials are complete 14 
and demonstrate compliance with the licensure requirements, the licensing 15 
manager shall issue the license. 16 

 17 
4.   In the event the application or other information includes evidence of prior 18 

disciplinary history or other legal issues, the licensing manager shall refer the file 19 
to an administrative officer.  Following the administrative officer’s review of the 20 
file, the administrative officer may approve issuance of the license, or in the 21 
alternative, may refer the application to the full committee for its consideration. 22 

 23 
5.   In the event the committee has pending applications on its docket, the full 24 

committee shall interview the applicant and develop a recommendation to the 25 
Board relative to the fitness for licensure of the applicant. 26 
A.      In the event the application is complete except for the report from the 27 

criminal background check, that shall not automatically delay the 28 
consideration of the application by the committee; provided, however, the 29 
issuance of the license shall require receipt and favorable review of that 30 
report. 31 

 32 
6.   During the Board meeting following any interview examination, the Reciprocity 33 

Committee shall submit to the Board for ratification the results of all reciprocity 34 
interview examinations. 35 

 36 
 37 
 38 
 39 
 40 
 41 
 42 
 43 
 44 
 45 
 46 
 47 
 48 
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Revision History 56 

 57 
08-15-2018  Re-numbered policy. 58 
 59 
02-12-2014 Amended Articles 3, 4, 5, and 6 to longer require interviews for all 60 

reciprocity applicants; however, applications bearing information 61 
deserving more scrutiny shall be referred to the full committee. 62 

 63 
11-09-2010  Inserted Sub-Article 5.a. 64 
 65 
11-14-2007  Deleted Article 3, in compliance with Act 164 of 2006 Legislature. 66 
 67 
02-17-2005  Inserted Article 3. 68 
 69 
05-05-2004  Updated the regulatory citation in Article 2. 70 
 71 
08-15-2001  Original policy approved. 72 
 73 
 74 

Prop
os

ed



Louisiana Board of Pharmacy           Policies & Procedures 1 
 2 
Title:  Reinstatement Committee – Case Management  Policy No. I.C.5.a   3 
 4 
Approved: 02-10-2000      Revised: 11-16-2016  5 
 6 

 7 
1.  The statutory authority for the Reinstatement Committee is RS 37:1249. 8 
 9 
2.  The regulatory authority for the Reinstatement Committee is LAC 46:LIII.109. 10 
 11 
3.  Current regulations indicate the expiration date of licenses renewable credentials 12 
     issued by the Board. 13 

A. The pharmacist license expires December 31 of each year. 14 
[LAC 46:LIII.505.A.4] 15 

B. The pharmacy technician certificate expires June 30 of each year.  16 
[LAC 46:LIII.807.D] 17 

C. The pharmacy permit expires December 31 of each year. [LAC 46:LIII.1101] 18 
D. The durable medical equipment (DME) permit expires August 31 of each year 19 

[LAC 46:LIII.2403] 20 
E. The automated medication system (AMS) registration expires June 30 of each 21 

year. [LAC 46:LIII.1203] 22 
F. The emergency drug kit (EDK) permit expires June 30 of each year.  23 

[LAC 46:LIII.1711]  24 
G. The controlled dangerous substance (CDS) license expires one year after the 25 

date of issue. [LAC 46:LIII.2707.A.6] 26 
 27 
4.  Applications for licensure renewal placed in possession of authorized mail carriers, 28 

or received in the Board office, after the expiration date shall be referred to the 29 
Reinstatement Committee for its consideration. 30 
A. For credentials lapsed less than one year, the Executive Director may exercise 31 

administrative discretion in the approval of the reinstatement application. 32 
B. For credentials lapsed more than one year, the Executive Director shall consult 33 

with the committee chair to determine the necessity for the personal appearance 34 
of a reinstatement applicant. 35 

C. For credentials (other than CDS licenses) lapsed five years or more, the 36 
committee chair in consultation with the President shall have the discretion to 37 
notice the applicant to appear before the committee. 38 

D. For CDS credentials lapsed five years or more, the Executive Director shall 39 
consult with the committee chair, and further, shall notify the applicant’s primary 40 
licensing agency and the U.S. Drug Enforcement Administration of the applicant’s 41 
lapse and reinstatement. 42 

 43 
5.  Applications for reinstatement of credentials which have been suspended or revoked 44 
     by the Board shall be referred to the full committee, for a hearing to determine 45 
     whether the reinstatement of the previously suspended or revoked credential would 46 
     be in the public’s best interest.  The respondent shall bear the burden of 47 
     demonstrating their rehabilitation and fitness for practice. 48 
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 55 
A. An exception to the requirement for a committee hearing shall be available for the 56 

reinstatement of a CDS license issued to anyone other than a pharmacy.  For the 57 
reinstatement of these CDS licenses which have been suspended or revoked by 58 
the Board, the approval of the reinstatement application requires only the joint 59 
consent of the chair of the reinstatement committee and the President; when such 60 
approvals are issued, staff shall prepare a reinstatement order for the President’s 61 
signature. 62 

B. In the event a primary licensing agency vacates or rescinds a previous order 63 
which resulted in the Board’s suspension or revocation of a practitioner’s CDS 64 
license, staff shall prepare a reinstatement order for the President’s signature. 65 

C. In the event a practitioner applies for the reinstatement of a CDS license which 66 
was inactivated by staff secondary to a primary licensing agency’s disciplinary 67 
action on his professional license, staff shall consult the chair of the reinstatement 68 
committee to determine the necessity for a personal appearance before the 69 
committee.  In the event the committee chair authorizes the reinstatement, staff 70 
shall restore the credential to a status commensurate with the terms of the 71 
primary licensing agency board order. 72 

D. When the staff has completed the reinstatement of a CDS license for a 73 
practitioner, a Pharmacy Alert shall be distributed via email to all the pharmacies 74 
for whom the Board has an email address on file. 75 

 76 
6.  The applicant shall submit the following items to the Board office no later than 30  77 
     days prior to any Administrative Hearing: 78 

A. properly completed application for renewal; 79 
B.  copy of transcript from CPE Monitor submitted in support of CPE requirements; 80 
E. report of criminal background check, provided, however, that the non-receipt of 81 

said report shall not serve to automatically delay the consideration of the 82 
application by the committee; 83 

F. administrative hearing fee of $250, (RS 37:1184.a.ix); 84 
G. reinstatement fee of $200, (RS 37:1184.b.iii); 85 
H. any unpaid fees imposed by prior Board orders; and 86 
I. any other fees incurred through non-renewal.  The fee for credentials lapsed in 87 

excess of one year shall include the renewal fee and the delinquent fee in effect 88 
for each intervening year. 89 

 90 
7.  The committee will determine the conditions under which it will recommend to the 91 

Board the approval or denial of the application for reinstatement.  The committee’s 92 
recommendation may include the successful completion of an examination, 93 
additional supervised practical experience, additional continuing pharmacy 94 
education, or any other measures the committee may deem necessary. 95 

 96 
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 103 
8.  All correspondence and/or communications relative to applicants shall be 104 
     coordinated through the Board office. 105 
 106 
 107 
 108 
 109 
 110 
 111 
 112 
 113 
 114 
 115 
 116 
 117 
 118 
 119 
 120 
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Revision History 152 

 153 
08-15-2018 > Re-numbered policy. 154 
  > Amended Article 3 to add additional renewable credentials. 155 
  > Amended Article 5 to describe procedures relative to CDS licenses. 156 
   157 
11-16-2016 > Added new Article 5 addressing reinstatement of previously suspended 158 

or revoked credentials. 159 
> Amended Article 6 substituting copy of CPE Monitor transcript in lieu of   160 
copies of CE certificates. 161 
> Amended Article 7 to delete the naming of a specific test in favor of 162 
more general term. 163 

 164 
02-12-2014 > Amended Article 4.c to no longer require mandatory committee 165 

appearances for all licensees lapsed five years or longer.  Instead, staff 166 
will refer these applicants to the committee chair and president, who shall 167 
have the discretion whether to require a committee appearance or some 168 
other alternative requirement. 169 

 170 
08-05-2009 > Added Article 3.c. 171 
  > Amended Article 4.c to insert ‘other than CDS licenses’ after credentials 172 
  > Added Article 4.d 173 
 174 
02-21-2008 > Added Article 5.c. 175 
 176 
05-05-2004 > Updated regulatory citations in Articles 2, 3.2, and 3.b 177 

> Technical corrections in Articles 3.b, 4.a, and 4.b (‘credentials’ for 178 
‘licenses’). 179 
> Added Article 4.c. 180 
> Deleted Article 5.f.ii, due to deletion of enabling regulation. 181 

 182 
04-26-2000 > Added the following: 183 

4.A.   For licenses lapsed less than one year, the Executive 184 
Director may exercise administrative discretion in the 185 
approval of the reinstatement application. 186 

4.B    For licenses lapsed more than one year, the Executive 187 
 Director shall consult with the committee chair to determine   188 
the necessity for the personal appearance of a reinstatement 189 
applicant. 190 
 191 

02-10-2000 Original policy approved. 192 
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 7 
1.  The statutory authority for the Impairment Committee is RS 37:1217. 8 
 9 
2.  The regulatory authority for the Impairment Committee is LAC 46:LIII.109.D. 10 
 11 
3.   All committee procedures shall be in accordance with the Louisiana Administrative 12 
      Procedure Act (RS 49:950 et seq). 13 
 14 
 15 
 16 
 17 

Under Construction 18 
 19 
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 8 
1.   The regulatory authority for the Board to publish final adverse actions is found at 9 
      LAC 46:LIII.355. 10 
 11 
2.   The Board shall publish all final adverse actions (name, license or permit number,  12 
      charge, and sanction) in the official newsletter, except for reprimands, warnings, and 13 
      all cases related to impairment. 14 
   15 
 16 
 17 
 18 
 19 
 20 
 21 
 22 
 23 
 24 
 25 
 26 
 27 
 28 
 29 
 30 
 31 
 32 
 33 
 34 
 35 
 36 
 37 
 38 
 39 
 40 
 41 
 42 
 43 
 44 
 45 
 46 
 47 
 48 
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 51 
Title: Violations Committee – Publication of   Policy No. I.C.7.a 52 
  Final Adverse Actions 53 
 54 
Approved: 05-05-2004      Revised:  55 
 56 
 57 

Revision History 58 
 59 
08-15-2018  Re-numbered policy. 60 
 61 
05-05-2004  Updated the regulatory citation in Article 1. 62 
 63 
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 7 
1.  The statutory authority for the Violations Committee is RS 37:1182. 8 
 9 
2.  The regulatory authority for the Violations Committee is LAC 46:LIII.109.E. 10 
 11 
3.   All committee procedures shall be in accordance with the Louisiana Administrative 12 
      Procedure Act (RS 49:950 et seq). 13 
 14 
4.   In addition to federal and state pharmacy laws and regulations, the Committee is 15 
      also charged with receiving and reviewing complaints of violations of RS 46:2625. 16 
  17 
5.   With respect to complaints received by the Board from the Louisiana Department of 18 

Health and Hospitals (DHH) (LDH) alleging violations of RS 46:2625 by holders of 19 
permits issued by the Board, the following procedures shall be followed. 20 
A. When the Board has received the complaint from DHH LDH, the Board shall, in 21 

30 days, inform the registrant that the failure of the registrant to achieve 22 
compliance within 15 days shall subject the registrant to the sanction specified 23 
by law, i.e., suspension of the permit. 24 

B. When the registrant has achieved compliance, DHH LDH will notify the Board in 25 
a timely manner. 26 

C. If the registrant has not achieved compliance in the time frame specified above, 27 
the Board shall notice the registrant to appear before the next meeting of the 28 
committee. 29 

     30 
 31 
 32 
 33 
 34 
 35 
 36 
 37 
 38 
 39 
 40 
 41 
 42 
 43 
 44 
 45 
 46 
 47 
 48 
 49 
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 56 
Revision History 57 

 58 
08-15-2018  > Re-numbered policy. 59 
   > Made technical change to name of Dept. of Health. 60 
 61 
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 7 
1.  The statutory authority for continuing education (CE) is RS 37:1210. 8 
 9 
2.  The regulatory authority for CE is LAC 46:LIII.507 and 909. 10 
   11 
3.   The Board staff will measure compliance with CE requirements by auditing 12 

CE records maintained at CPE Monitor.   13 
 14 
4.   In an effort to provide guidance to staff as they address situations where they 15 

discover noncompliance with relevant CE regulations, the following courses of 16 
action shall be followed: 17 

 18 
A. The following charges shall be considered and entered as appropriate: 19 

1. R.S. 37:1241(A)(1) – Has practiced or assisted in the practice of 20 
pharmacy, or knowingly permitted or has permitted anyone in his employ 21 
or under his supervision to practice or assist in the practice of pharmacy, 22 
in violation of the provisions of this Chapter and any rules and regulations 23 
promulgated thereto in accordance with the Administrative Procedure Act. 24 
[This charge shall be applicable to all cases] 25 

2. R.S. 37:1241(A)(2) – Attempted to or obtained a license, registration, 26 
certificate, permit or any other designation deemed necessary to engage 27 
in the practice of pharmacy by fraud or misrepresentation. 28 
[This charge shall be applicable when the licensee certified their 29 
compliance with CE rules on their renewal application and the subsequent 30 
audit revealed they did not comply with CE rules; it shall also be 31 
applicable when the licensee falsifies CE transcripts or other documents.] 32 

3. R.S. 37:1241(A)(7) – Has failed to report to the board any adverse action 33 
taken by another licensing jurisdiction, government agency, law 34 
enforcement agency, or court for conduct that would constitute grounds for 35 
action as defined in this Section. 36 
[This charge shall be applicable when a licensee credentialed in another 37 
jurisdiction is disciplined for violation of CE rules in that jurisdiction and 38 
then fails to disclose that disciplinary action on their subsequent 39 
application for the renewal of their Louisiana license.] 40 

4. R.S. 37:1241(A)(22) – Has failed to furnish to the board, its investigators, 41 
or representatives any information legally requested by the board. 42 
[This charge shall be applicable when a licensee fails to respond 43 
appropriately to a board representative in connection with a CE audit.] 44 

5. LAC 46:LIII.507.C – A minimum of 1.5 ACPE or board-approved CPE 45 
units, or 15 hours, shall be required each year as a prerequisite for 46 
pharmacist license renewal.  Of this number, no less than 0.3 ACPE or 47 
board-approved CPE units, or three hours, shall be acquired through live  48 
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 55 
presentations, as designated by ACPE or the board.  Alternatively, should 56 
a pharmacist choose to not acquire at least 0.3 ACPE or board-approved 57 
CPE units, or three hours, through live presentations, then he shall 58 
acquire an additional 0.5 ACPE or board-approved CPE units, or five 59 
hours, through any other acceptable method, over and above the 60 
minimum requirement, for a total of two ACPE or board-approved CPE 61 
units, or 20 hours. 62 
[This charge shall be applicable when a pharmacist fails to comply with 63 
the CE requirements.] 64 

6. LAC 46:LIII.909.A – A minimum of one technician-specific ACPE or 65 
board-approved CPE unit, or 10 credit hours, shall be required each year 66 
as a prerequisite for annual renewal of a pharmacy technician certificate.  67 
Such CPE units shall be credited in the 12-month period prior to the 68 
expiration date of the certificate. 69 
[This charge shall be applicable when a technician fails to comply with the 70 
CE requirements.] 71 
   72 

B. Staff shall prepare a proposed voluntary consent agreement for consideration 73 
by the licensee. 74 
1. The proposed voluntary consent agreement shall identify the appropriate 75 

charges based upon the facts of the case. 76 
2. The proposed voluntary consent agreement shall propose the following 77 

sanctions: 78 
a. For the violation of R.S. 37:1241(A)(2), a Letter of Reprimand, which 79 

shall be published in the Board’s newsletter. 80 
b. For the violation of R.S. 37:1241(A)(7), a Letter of Reprimand, which 81 

shall be published in the Board’s newsletter. 82 
c. For the violation of R.S. 37:1241(A)(22), a Letter of Warning. 83 
d. For the violation of LAC 46:LIII.507.C, a Letter of Reprimand, which 84 

shall be published in the Board’s newsletter. 85 
e. For the violation of LAC 46:LIII.909.A, a Letter of Reprimand, which 86 

shall be published in the Board’s newsletter. 87 
f. Where there are multiple citations, a single sanction shall apply, and 88 

the more severe option identified above shall apply. 89 
3. The proposed voluntary consent agreement shall propose the following 90 

assessments: 91 
a. A single administrative hearing fee of $250 shall be assessed on all 92 

proposed voluntary consent agreements. 93 
b. Staff shall calculate and enter an amount sufficient to recover the cost 94 

of staff investigation. 95 
 96 

Prop
os

ed



Louisiana Board of Pharmacy               Policies & Procedures 97 
 98 
Title:  Violations Committee – CE Audits/Cases   Policy No. I.C.7.c   99 
 100 
Approved: 02-15-2006      Revised: 05-23-2018 101 
 102 

 103 
c. For the violation of R.S. 37:1241(A)(2), a fine in the range of $250 – 104 

$1,000 for pharmacists and $100 - $250 for technicians. 105 
d. For the violation of R.S. 37:1241(A)(7), a fine in the range of $250 –  106 

$1,000 for pharmacists and $100 - $250 for technicians.  107 
e. For the violation of R.S. 37:1241(A)(22), a fine in the range of $250 – 108 

$750 for pharmacists and $100 - $250 for technicians. 109 
f. For the violation of LAC 46:LIII.507.C, a fine based on the number of 110 

credit hours in deficit: 111 
i. $250 for 0 – 5 hours; and 112 
ii. $50 for each credit hour more than 5. 113 

g. For the violation of LAC 46:LIII.909.A, a fine based on the number of 114 
credit hours in deficit: 115 
i. $50 for 0 – 5 hours; and 116 
ii. $25 for each credit hour more than 5. 117 

4. When the CE audit identifies a deficiency in the number of CPE units or 118 
credit hours, the proposed voluntary consent agreement shall instruct the 119 
licensee to remedy the deficiency by:  120 
a. acquiring that number of CPE units or credit hours prior to the 121 

expiration date of the current renewal; and 122 
b. transmitting a copy of the CPE Monitor transcript to the board office as 123 

evidence of compliance with that instruction 124 
Staff shall instruct the licensee the CE acquired for the remediation shall 125 
not be applicable for the CE requirement for the next renewal. 126 

5. When the licensee has been the subject of previous disciplinary action by 127 
the board for violation of the CE rules, staff shall not propose a voluntary 128 
consent agreement, and shall refer the case to the Violations Committee. 129 

 130 
C. Staff shall transmit the proposed voluntary consent agreement to the licensee 131 

for his consideration, and shall identify a deadline for the licensee to respond 132 
to the proposal. 133 
1. In the event the licensee elects to accept the proposed voluntary consent 134 

agreement, staff shall present the proposal to the board for its 135 
consideration and approval. 136 

2. In the event the licensee elects to not accept the proposed voluntary 137 
consent agreement, staff shall schedule the case for a preliminary hearing 138 
by the Violations Committee. 139 

 140 
 141 
 142 
 143 
 144 
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Revision History 152 

 153 
08-15-2018  Re-numbered policy. 154 
 155 
05-23-2018  Made the following revisions to the original policy: 156 

 Amended Paragraph 3 to insert CPE Monitor. 157 
 Replaced Paragraph 4. 158 
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 7 
1.  The statutory authority for the Regulation Revision Committee is RS 37:1182.A.1. 8 
 9 
2.  The regulatory authority for the Impairment Committee is LAC 46:LIII.109.B. 10 
 11 
3.  All committee procedures shall be in accordance with the Louisiana Administrative 12 
     Procedure Act (RS 49:950 et seq). 13 
 14 
 15 
 16 
 17 

Under Construction 18 
 19 
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 7 
1.  The statutory authority for the Tripartite Committee is RS 37:1182.A.10. 8 
 9 
2.  The regulatory authority for the Impairment Committee is LAC 46:LIII.107.A.2. 10 
 11 
3.   All committee procedures shall be in accordance with the Louisiana Administrative 12 
      Procedure Act (RS 49:950 et seq). 13 
 14 
 15 
 16 
 17 

Under Construction 18 
 19 
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 7 
1.  The Board’s statutory authority to hire an Executive Director is found at R.S. 8 

37:1179(F). 9 
 10 
2. The statutory authority of the Executive Director to manage the daily operations  11 

of the Board office is found at R.S. 37:1179(F). 12 
  13 
3. The Board’s designation of the Executive Director as the Board’s Appointing 14 

Authority is found at LAC 46:LIII.103.F. 15 
 16 
4.   The Executive Director’s authority to hire professional and clerical staff for the 17 

Board office is found at LAC 46:LIII.103.F. 18 
 19 
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 7 
1.  The members of the Board are appointed by, and are accountable to, the 8 

Governor of the State of Louisiana. 9 
 10 
2. The members of the Board elect their own officers, including the President, on an 11 

annual basis; therefore, the President is accountable to the full Board. 12 
  13 
3.   The Executive Director reports directly to the President of the Board. 14 
 15 
4. The Executive Director directly supervises the other two administrative officers: 16 
 A. General Counsel; and 17 
 B. Assistant Executive Director (Chief Operations Officer). 18 
 19 
5. The Assistant Executive Director directly supervises the following personnel: 20 
 A. Administrative Division Manager; 21 
 B. Credentials Division Manager; 22 
 C. Compliance Division Manager; and all 23 
 D. Prescription Monitoring Program Division personnel. 24 
 25 
6. The Manager of the Administrative Division is the Office Manager and directly 26 

supervises the following personnel: 27 
A.   Receptionist;  28 
B.    Administrative coordinators and assistants assigned to that division; and 29 
C.    Part-time and student workers assigned to that division. 30 

 31 
7. The Manager of the Credentials Division is the Licensing Manager and directly 32 

supervises the following personnel: 33 
A.   Licensing analysts;  34 
B.    Administrative coordinators and assistants assigned to that division; and 35 
C.      Part-time and student workers assigned to that division. 36 

 37 
8. The Manager of the Compliance Division is the Chief Compliance Officer and 38 
 directly supervises the Pharmacist Compliance Officers. 39 
 40 
9. Adherence to established administrative channels is a necessary practice to 41 

operate a resourceful and effective organization.  Toward this end, it is 42 
appropriate for an employee to first discuss office issues with their immediate 43 
supervisor.  Employees should follow the Board’s chain of command, unless 44 
specific circumstances dictate otherwise. 45 

 46 
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 7 
1.  The statutory authority for the Board to issue, renew, and reinstate credentials 8 
     necessary to engage in the practice of pharmacy is found at R.S. 37:1182. 9 
 10 
2.  The statutory authority for the Board’s Executive Director to manage the daily 11 
     operations of the Board’s office is found at R.S. 37:1179.F. 12 
 13 
3.  Through its approval of these policies and procedures, the Board delegates its 14 
     credentialing authority to the Board’s Executive Director, subject to existing 15 
     limitations in the Board’s rules, policies and procedures. 16 
 17 
4.  The Board’s Executive Director may, in his discretion, further delegate certain 18 
     licensing functions to one or more of the administrative officers or division managers. 19 
     Such further delegation shall be recorded in dated memoranda, and further, may be 20 
     modified or withdrawn by the Executive Director. 21 
 22 
 23 
 24 
 25 
 26 
 27 
 28 
 29 
 30 
 31 
 32 
 33 
 34 
 35 
 36 
 37 
 38 
 39 
 40 
 41 
 42 
 43 
 44 
 45 
 46 
 47 
 48 
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 7 
1.  The Executive Director is responsible for the creation and maintenance of all 8 
     application forms for all new credentials issued by the Board. 9 

A. The application form shall collect sufficient information necessary to: 10 
i. establish the identity of the applicant; 11 
ii. demonstrate the qualifications of the applicant for the credential; and 12 
iii. make a determination as to the applicant’s fitness for practice. 13 

B. Application forms for different credentials shall be uniquely identified and bear 14 
the date of their creation or revision. 15 

C. An information or instruction sheet designed to assist the applicant may be 16 
appended to the front of the application form. 17 

 18 
2.   All applications for new credentials shall be received in the Board office and shall be 19 
      annotated with the date received in the office. 20 
 21 
3.   All applications for new credentials shall be referred to the Credentials Division staff 22 
      for processing.  23 

A. In the event the staff determines there are deficiencies in the application or 24 
supporting materials, the staff shall communicate with the applicant to assist 25 
them in compiling a complete application. 26 

B. In the event the staff determines there is information (e.g., prior disciplinary or 27 
legal action) impacting qualifications or fitness for practice, staff shall refer the 28 
completed application to an administrative officer, for a determination as to 29 
whether a referral to a Board committee is warranted. 30 
i. When the administrative officer determines a referral to a Board 31 

 committee is warranted, a case number is assigned and the application   32 
 scheduled for a hearing before the appropriate committee. 33 

ii. If no committee referral is warranted, the administrative officer annotates 34 
     the application form and returns it to credentialing staff for further 35 
     processing. 36 

 37 
4.   When the licensing staff has completed the processing of the application, the staff 38 
     may issue the license if they have been delegated the authority to issue that 39 
     credential, or in the alternative, shall refer the application to the licensing manager, 40 
     for final review and issuance of the credential. 41 
 42 
 43 
 44 
 45 
 46 
 47 
 48 
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Revision History 56 

 57 
08-15-2018  Re-numbered policy. 58 
 59 
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 8 
1.  The statutory authority identifying the qualifications for pharmacist licensure by 9 
     examination, including by score transfer, are found at R.S. 37:1202. 10 
 11 
2.  The regulatory authority for the pharmacist licensure process is found at LAC 12 
     46:LIII.505. 13 
 14 
3.  The Executive Director is responsible for the creation and maintenance of all 15 
     application forms for all new credentials issued by the Board. 16 

A. The application form shall collect sufficient information necessary to: 17 
i.    establish the identity of the applicant; 18 
ii.   demonstrate the qualifications of the applicant for the credential; and 19 
iii.  make a determination as to the applicant’s fitness for practice. 20 

B. Application forms for different credentials shall be uniquely identified and bear the 21 
date of their creation or revision. 22 

C. An information or instruction sheet designed to assist the applicant may be 23 
attached to the front of the application package. 24 

 25 
4.   All applications for new credentials shall be received in the Board office and shall be 26 
      annotated with the date received in the office. 27 
 28 
5.   All applications for new credentials shall be referred to the Credentials Division staff 29 
      for processing. 30 

A. In the event the staff determines there are deficiencies in the application for 31 
supporting materials, the staff shall communicate with the applicant to assist 32 
them in compiling a complete application. 33 

B. In the event the staff determines there is information impacting qualifications or 34 
fitness for practice, e.g., prior disciplinary or legal action, staff shall refer the 35 
completed application to an administrative officer for a determination as to 36 
whether a referral to a Board committee is warranted. 37 
i.    When the administrative officer determines a referral to a Board committee is 38 

warranted, he shall assign a case number and schedule the applicant for a 39 
hearing before the appropriate committee. 40 

ii.   In the event no committee referral is warranted, the administrative officer 41 
shall annotate the application form and the eLicense record to that effect and 42 
return the application form to the licensing staff for further processing.  43 

 44 
6.  With respect to the education requirement, staff shall ascertain the applicant 45 

obtained a professional pharmacy degree from a board-approved school of 46 
pharmacy, or in the alternative, the applicant is in possession of a valid Foreign 47 
Pharmacy Graduate Equivalency Certificate issue by the National Association of  48 
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 56 
Boards of Pharmacy (NABP). 57 

 58 
7.  With respect to the examination requirement, staff shall ascertain the applicant 59 

successfully completed the following examinations within the one year period 60 
preceding the date the application for licensure was received in the Board office: 61 

     A.  North American Pharmacist Licensure Examination (NAPLEX); and 62 
     B.  Multistate Pharmacy Jurisprudence Examination for Louisiana (MPJE-La).  63 
 64 
8.  With respect to the experiential requirement, staff shall ascertain the applicant has 65 
     acquired at least 1,740 hours of professional experience: 66 

A.  The staff shall issue a credit for up to 1,740 hours of professional experience for 67 
the successful completion of the professional experience curriculum when so 68 
documented by the dean of the pharmacy school on the Certification of 69 
Graduation. 70 

B. In the event the applicant is unable to produce a Certificate of Graduation 71 
documenting the acquisition of at least 1,740 hours of professional experience 72 
within the professional experience curriculum, the staff shall issue a credit for any 73 
number of hours documented by the dean of the pharmacy school. 74 

C. In the event the applicant cannot substantiate the acquisition of at least 1,740 75 
hours of professional experience within the curriculum of the professional 76 
experience curriculum, the applicant shall demonstrate the acquisition of the 77 
appropriate number of hours of professional experience necessary to achieve a 78 
total of 1,740 hours.  These hours shall be documented on a Pharmacist’s 79 
Affidavit form supplied by the board office, and shall have been earned in 80 
compliance with the board’s rules for such activity described in Chapter 7 of the 81 
Louisiana Pharmacy Law Book.  82 

 83 
9.   Staff shall review the report from the criminal history record check. 84 
 85 
10.  When the licensing staff has completed the processing of the application, the staff 86 
      may issue the license if they have been delegated the authority to issue that 87 
      credential, or in the alternative, shall refer the application to the licensing manager, 88 
      for final review and issuance of the license.  89 
 90 
11. The license shall be issued no later than 14 days following completion of all 91 
      requirements for licensure. 92 
 93 
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 8 
1.  The statutory authority identifying the qualifications for pharmacist licensure by 9 
     reciprocity, also known as license transfer, are found at La. R.S. 37:1203. 10 
 11 
2.  The regulatory authority for the licensure of pharmacists is found at LAC 46:LIII.501 12 
     et. seq. 13 
 14 
3.  As authorized by the statute, Louisiana participates in the license transfer process 15 

with every state except for California which reciprocates with Louisiana under 16 
comparable circumstances and conditions.  Credentials from other states are eligible 17 
for license transfer as long as the license was issued under the same requirements 18 
as are in effect in Louisiana and that the credentials are current and not lapsed. The 19 
State of California does not recognize any pharmacist licensure examination score 20 
earned prior to January 1, 2004 unless that score was earned within the State of 21 
California; however, Louisiana-licensed pharmacists with a licensure examination 22 
score dated after January 1, 2004 is eligible for reciprocity in California.  Therefore, 23 
the following credentials are not eligible for reciprocity to Louisiana: 24 
A. A pharmacist license obtained by examination from the State of California where 25 

such examination was completed prior to January 1, 2004; or 26 
B. A pharmacist license from any other state obtained by score transfer from the 27 

State of California; or 28 
C. A pharmacist license from any jurisdiction which was not issued under the same 29 

requirements in effect in Louisiana; or 30 
D. A pharmacist license from any jurisdiction which is not active and current. 31 

 32 
4.  The Executive Director shall develop and maintain an application form to be used by 33 

applicants for pharmacist licensure.  The form shall be uniquely identified and bear 34 
the date of its creation or revision.  An information document designed to assist the 35 
applicant may be appended to the front of the application form.  The application form 36 
shall collect sufficient information necessary to: 37 
A. Establish the identity of the applicant; 38 
B. Demonstrate the qualifications of the applicant for the license; and 39 
C. Assist in the determination as to the applicant’s fitness for practice. 40 

   41 
5.  In addition to the application form developed by the Board, the applicant shall also 42 

submit the Official Application for Transfer of Pharmacist License, available from the 43 
National Association of Boards of Pharmacy (NABP) at their website, 44 
www.nabp.pharmacy.  45 

 46 
 47 
 48 
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 56 
6.  With respect to the education requirement, staff shall ascertain the professional 57 

pharmacy degree was obtained applicant obtained a professional pharmacy degree 58 
from a board-approved school of pharmacy, or in the alternative, the applicant was in 59 
possession of a valid Foreign Pharmacy Graduate Equivalency Certificate issued by 60 
NABP at the time of original pharmacist licensure. 61 

 62 
7.  With respect to the examination requirement, staff shall ascertain the applicant: 63 
     A.  Successfully completed the NAPLEX test for the license being transferred; and 64 
     B.  Successfully completed the MPJE-La. test within the one year period prior to the 65 
          date the Louisiana pharmacist license is to be issued. 66 
 67 
8.  With respect to the experiential requirement, staff shall ascertain the applicant has: 68 
      a.  Practiced pharmacy for at least one year in the state from which the license 69 
           transfer is sought; or 70 
      b.  Met the internship requirements of this state within the one year period prior to 71 

the date of the Board’s application.  Compliance with this option requires the 72 
following documentation of at least 1,500 hours of practical experience: 73 
i.   Certification of graduation from an approved college of pharmacy, signed by 74 

the dean of the college, attesting to the graduate’s completion of the 75 
professional experience program of the college, with information as to the 76 
number of hours completed within that program; when properly completed, the 77 
staff shall assign a credit of 1,000 hours toward the 1,500 hour requirement; 78 
and 79 

 ii.  Properly completed affidavit(s) certifying the acquisition of at least 500 hours 80 
of pre-licensure practical experience in a licensed pharmacy, with such 81 
experience to be verified in compliance with the board’s rules in LAC 82 
46:LIII.705. 83 

 84 
9.     Staff shall review the report from the criminal history record check. 85 
 86 
10.   All applications shall be referred to the Credentials Division staff for processing. 87 
        A.   In the event the staff determines there are deficiencies in the application or 88 

   supporting materials, the staff shall communicate with the applicant to assist   89 
   them in compiling a complete application. 90 

        B.  In the event the staff determines there is information (e.g., prior disciplinary or 91 
   legal action) impacting qualifications or fitness for practice, staff shall refer the     92 
   completed application to an administrative officer, for a determination as to  93 
   whether a referral to a Board committee is warranted. 94 

 95 
 96 
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 104 
 i.   When the administrative officer determines a referral to a Board committee is 105 
      warranted, a case number is assigned and the application scheduled for a 106 
      hearing before the appropriate committee. 107 
 ii.  If no committee referral is warranted, the administrative officer annotates the 108 
     application form and returns it to licensing staff for further processing. 109 

      C.  In the event staff determines the applicant does not meet all of the licensing 110 
criteria and the applicant wishes to appeal that staff determination, staff shall 111 
direct the applicant to submit a written appeal to the Executive Director.  The 112 
Executive Director shall present the appeal and relevant information from the 113 
applicant’s file to the Board President.  The Board President shall have the  114 
authority to review such appeals and determine whether to grant such requests, 115 
either in part or in full.  The Executive Director shall notify the applicant and the 116 
licensing staff of the President’s decision. 117 

 118 
11. When the licensing staff has completed the processing of the application, the staff 119 
      may issue the license if they have been delegated the authority to issue that 120 
      credential, or in the alternative, shall refer the application to the licensing manager, 121 
      for final review and issuance of the credential. 122 
 123 
12. The license shall be issued no later than 14 days following the completion of all 124 
      requirements for licensure. 125 
 126 
 127 
 128 
 129 
 130 
 131 
 132 
 133 
 134 
 135 
 136 
 137 
 138 
 139 
 140 
 141 
 142 
 143 
 144 
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Revision History 153 

 154 
2018-0815  > Re-numbered policy. 155 
 156 
   > Amended Item 3 to harmonize policy with statute. 157 
 158 

> Amended Item 6 to provide for reciprocity for foreign pharmacy 159 
graduates. 160 

 161 
> Deleted Item 8 relative to experiential requirements, to comply 162 
with Act 31 of 2018 Legislature. 163 
 164 
> Added Item 9 to harmonize policy with statute. 165 
 166 
> Added Item 12 to harmonize policy with statute. 167 

  168 
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 7 
1. The statutory authority requiring pharmacies to be licensed by the Board prior to 8 

dispensing medications to Louisiana residents is found at La. R.S. 37:1221.A, 9 
and further amplified at La. R.S. 37:1222. 10 

 11 
2. The regulatory authority for the regulation of pharmacies is found at LAC 46:LIII. 12 

Chapters 13-31. 13 
 14 
3. The Executive Director shall develop and maintain an application form to be used 15 

by applicants for nonresident pharmacy permits.  The form shall be uniquely  16 
identified and bear the date of its creation or revision.  The application form shall 17 
collect sufficient information necessary to: 18 
A.  Establish the identity of the applicant; 19 
B.  Describe the direct and indirect ownership profile of the applicant; 20 

 Direct ownership refers to the natural person(s) or legal person(s)  21 
      [organizations] seeking and holding the permit. 22 
 Indirect ownership refers to the natural person(s) or legal person(s) 23 
      holding ownership interests in the direct owner. 24 
i.  by collecting specific information for every natural person with any 25 

direct or indirect ownership interest in the pharmacy, specifically: 26 
       (a) Full legal name, date of birth, and Social Security number; 27 
       (b)    Mailing address and telephone number; 28 
   (c)    Percentage of ownership or fraction thereof; 29 
   (d)    Evidence of any professional license or other credential 30 

issued by any state government agency (either legible copy 31 
or website verification thereof), and further, whether or not 32 
the credential has ever been sanctioned or disciplined by 33 
any state licensing agency or by any local, state, or federal 34 
government agency, or by any local, state, or federal court.  35 
In the event of any such sanction or discipline, or in the 36 
event an application for such credential has ever been 37 
denied or refused by any jurisdiction, a copy of the board, 38 
agency, or court decision document shall be provided 39 
included in the application; provided however, 40 

(e)       For natural persons holding less than 5% ownership, the 41 
production of the following data shall be waived: date of 42 
birth, Social Security number, and professional licensure 43 
information . 44 

ii.   by collecting specific information for every legal person 45 
(organization) with any direct or indirect ownership interest in the 46 
pharmacy, specifically: 47 

 48 
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 55 
(a)  Full legal name and Federal Employment Identification 56 

Number, as evidenced by a copy of the Internal Revenue 57 
Service (IRS) letter assigning that number, or in the 58 
alternative, a signed W-9 form; 59 

(b) Mailing address and telephone number; 60 
(c)  Percentage of ownership or fraction thereof; and 61 
(d)  An accounting of 100% of the ownership thereof. 62 

C.  Describe the pharmacy’s location and credentials issued by other 63 
agencies; 64 

D. Identify the special professional services intended for Louisiana residents; 65 
E. Identify the Pharmacist-in-Charge, and further, assist in the determination 66 

of his fitness for practice in that capacity; and 67 
F. Confirm the owner’s consent for the Pharmacist-in-Charge to submit the 68 

application for the pharmacy permit on behalf of the owner. 69 
 70 
4. The application form shall instruct the applicant to cause the following persons 71 
      identified in their application to submit to a criminal background check (CBC): 72 
      A.   Pharmacist-in-Charge; and 73 
      B.   Any natural person holding 20% or more ownership interest at the direct or 74 

indirect level; provided, however, that this requirement may be waived in 75 
the event that person has already submitted to such CBC for the Board 76 
and that CBC report was received less than five years prior to the date of 77 
the application for the permit.        78 

 79 
5.   The application package should also contain additional guidance information for 80 

the applicant as well as a summary checklist designed to ensure the submission 81 
of all additional required documents.  82 

 83 
6.    All applications shall be referred to the Credentials Division staff for processing. 84 
       A.   In the event the staff determines there are deficiencies in the application 85 

or supporting materials, the staff shall communicate with the applicant to 86 
assist them in compiling a complete application. 87 

B.   In the event the staff determines there is information (e.g., prior 88 
disciplinary or legal action) impacting qualifications or fitness for practice, 89 
staff shall refer the completed application to an administrative officer, for a 90 
determination as to whether a referral to a Board committee is warranted. 91 
i.     In the event the administrative officer determines no committee 92 

referral is warranted, the administrative officer shall annotate the 93 
application form and return it to licensing staff for final 94 
administrative review and issuance of the permit. 95 

 96 
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 103 
ii.   In the event the administrative officer determines a referral to a 104 

Board committee is warranted, he shall assign a case number to 105 
the application, schedule a hearing before the appropriate 106 
committee, and notify the applicant of the hearing, ensuring 107 
compliance with due process requirements. 108 

 109 
C.   In the event staff determines the applicant does not meet all of the 110 

licensing criteria and the applicant wishes to appeal that staff 111 
determination, staff shall direct the applicant to submit a written appeal to 112 
the Executive Director.  The Executive Director shall present the appeal 113 
and relevant information from the applicant’s file to the Board President.  114 
The Board President shall have the authority to review such appeals and 115 
determine whether to grant such requests, either in part or in full.  The 116 
Executive Director shall notify the applicant and the licensing staff of the 117 
President’s decision. 118 

 119 
7.    When the licensing staff has compiled a completed application, the applicant 120 

shall be instructed to contact the pharmacist compliance officer for that part of 121 
the state to arrange a site inspection at a mutually agreeable time.  When the 122 
compliance officer has completed the inspection and verified compliance with the 123 
minimum standards, the compliance officer shall notify the licensing staff to issue 124 
the permit.  125 

 126 
8. When the licensing staff has completed the processing of the application, the 127 

staff may issue the permit if they have been delegated the authority to issue it, or 128 
in the alternative, shall refer the application to the licensing manager for final 129 
review and issuance of the permit. 130 

 131 
 132 
 133 
 134 
 135 
 136 
 137 
 138 
 139 
 140 
 141 
 142 
 143 
 144 

Prop
os

ed



Louisiana Board of Pharmacy               Policies & Procedures 145 
 146 
Title:  Application for New Pharmacy Permit (in-state)  Policy No. III.B.6   147 
 148 
Approved:   11-15-2017      Revised: 02-21-2018  149 
 150 

 151 
Revision History 152 

 153 
08-15-2018 > Re-numbered policy; 154 

> Added Item 3.B.i.(e), to waive certain data for persons 155 
holding less than 5% ownership in a pharmacy. 156 
> Added Item 7 to add the requirement for an initial 157 
inspection prior to issuing the permit.  158 

 159 
02-21-2018 > Amended the definition of “indirect” ownership in Item 3.B 160 

to remove the multiple levels. 161 
 > Deleted the previous exclusion from the requirement for 162 

the provision of information relative to prior disciplinary 163 
actions originally found in Item 3.B.i.(d). 164 

 > Deleted the requirement for complete information for all 165 
levels of indirect ownership originally found in Item 3.B.ii.(d). 166 
> Deleted the requirement for the identification of the 167 
pharmacy’s registered agent for the service of process 168 
originally found in Item 3.D. 169 
> Deleted the requirement for the identification of the 170 
Owner’s Managing Officer originally found in Item 3.F. 171 
> Added a new requirement at Item 3.F for a corporate 172 
resolution authorizing the Pharmacist-in-Charge to execute 173 
the application for the applicant. 174 
> Deleted the requirement for a criminal background check 175 
(CBC) for the Owner’s Managing Officer, originally found at 176 
Item 4.A. 177 
    178 
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 7 
1.  The statutory authority requiring nonresident pharmacies (located outside the 8 

state) to be licensed by the Board prior to dispensing medications to Louisiana 9 
residents is found at La. R.S. 37:1221.B and C, and further amplified at La. R.S. 10 
37:1222. 11 

 12 
2.   The regulatory authority for the regulation of nonresident pharmacies is found at 13 
      LAC 46:LIII.Chapter 23. 14 
 15 
3.   The Executive Director shall develop and maintain an application form to be used 16 

by applicants for nonresident pharmacy permits.  The form shall be uniquely 17 
identified and bear the date of its creation or revision.  The application form shall 18 
collect sufficient information necessary to: 19 

 A.  Establish the identity of the applicant; 20 
 B.  Describe the direct and indirect ownership profile of the applicant; 21 

 Direct ownership refers to the natural person(s) or legal person(s)  22 
      [organizations] seeking and holding the permit. 23 
 Indirect ownership refers to the natural person(s) or legal person(s) 24 
      holding ownership interests in the direct owner:  25 
i.    by collecting specific information for every natural person with any 26 

direct or indirect ownership interest in the pharmacy, specifically: 27 
       (a)    Full legal name, date of birth, and Social Security number; 28 
       (b)    Mailing address and telephone number; 29 
   (c)    Percentage of ownership or fraction thereof; 30 
   (d)    Evidence of any professional license or other credential 31 

issued by any state government agency (either legible copy 32 
or website verification thereof), and further, whether or not 33 
the credential has ever been sanctioned or disciplined by 34 
any state licensing agency or by any local, state, or federal 35 
government agency, or by any local, state, or federal court.  36 
In the event of any such sanction or discipline, or in the 37 
event an application for such credential has ever been 38 
denied or refused by any jurisdiction, a copy of the board,  39 
agency, or court decision document shall be provided 40 
included in the application; provided however, 41 

(e)       For natural persons holding less than 5% ownership, the 42 
production of the following data shall be waived: date of 43 
birth, Social Security number, and professional licensure 44 
information . 45 

ii.   by collecting specific information for every legal person 46 
(organization) with any direct or indirect ownership interest in the 47 
pharmacy, specifically: 48 
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 55 
(a)  Full legal name and Federal Employment Identification 56 

Number, as evidenced by a copy of the Internal Revenue 57 
Service (IRS) letter assigning that number, or in the 58 
alternative, a signed W-9 form; 59 

(b)  Mailing address and telephone number; 60 
(c) Percentage of ownership or fraction thereof; and 61 
(d) An accounting of 100% of the ownership thereof.  62 

C. Describe the pharmacy’s location and credentials issued by other 63 
agencies; 64 

D. Identify the special professional services intended for Louisiana residents; 65 
E. Identify the Pharmacist-in-Charge, and further, assist in the determination 66 

of his fitness for practice in that capacity; and 67 
F. Confirm the owner’s consent for the Pharmacist-in-Charge to submit the 68 

application for the pharmacy permit on behalf of the owner. 69 
 70 
4.   The application form shall instruct the applicant to cause the following persons 71 
      identified in their application to submit to a criminal background check (CBC): 72 
      A.   Pharmacist-in-Charge; and 73 
      B.   Any natural person holding 20% or more ownership interest at the direct or 74 

indirect level; provided, however, that this requirement may be waived in 75 
the event that person has already submitted to such CBC for the Board 76 
and that CBC report was received less than five years prior to the date of 77 
the application for the permit.        78 

 79 
5.   The application package should also contain additional guidance information for 80 

the applicant as well as a summary checklist designed to ensure the submission 81 
of all additional required documents.  82 

 83 
6.    All applications shall be referred to the Credentials Division staff for processing. 84 
       A.   In the event the staff determines there are deficiencies in the application 85 

or supporting materials, the staff shall communicate with the applicant to 86 
assist them in compiling a complete application. 87 

B.   In the event the staff determines there is information (e.g., prior 88 
disciplinary or legal action) impacting qualifications or fitness for practice, 89 
staff shall refer the completed application to an administrative officer, for a 90 
determination as to whether a referral to a Board committee is warranted. 91 
i.     In the event the administrative officer determines no committee 92 

referral is warranted, the administrative officer shall annotate the 93 
application form and return it to licensing staff for final 94 
administrative review and issuance of the permit. 95 

 96 
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 103 
ii.   In the event the administrative officer determines a referral to a 104 

Board committee is warranted, he shall assign a case number to 105 
the application, schedule a hearing before the appropriate 106 
committee, and notify the applicant of the hearing, ensuring 107 
compliance with due process requirements. 108 

 109 
C.   In the event staff determines the applicant does not meet all of the 110 

licensing criteria and the applicant wishes to appeal that staff 111 
determination, staff shall direct the applicant to submit a written appeal to 112 
the Executive Director.  The Executive Director shall present the appeal 113 
and relevant information from the applicant’s file to the Board President.  114 
The Board President shall have the authority to review such appeals and 115 
determine whether to grant such requests, either in part or in full.  The 116 
Executive Director shall notify the applicant and the licensing staff of the 117 
President’s decision. 118 

 119 
7.    When the licensing staff has completed the processing of the application, the 120 

staff may issue the permit if they have been delegated the authority to issue it, or 121 
in the alternative, shall refer the application to the licensing manager, for final 122 
review and issuance of the permit. 123 

 124 
 125 
 126 
 127 
 128 
 129 
 130 
 131 
 132 
 133 
 134 
 135 
 136 
 137 
 138 
 139 
 140 
 141 
 142 
 143 
 144 
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 151 
Revision History 152 

 153 
08-15-2018 > Re-numbered policy; 154 

> Added Item 3.B.i.(e) to waive certain data for persons 155 
holding less than 5% share ownership in a pharmacy. 156 

 157 
02-21-2018 > Amended the definition of “indirect” ownership in Item 3.B 158 

to remove the multiple levels. 159 
 > Deleted the previous exclusion from the requirement for 160 

the provision of information relative to prior disciplinary 161 
actions originally found in Item 3.B.i.(d). 162 

 > Deleted the requirement for complete information for all 163 
levels of indirect ownership originally found in Item 3.B.ii.(d). 164 
> Deleted the requirement for the identification of the 165 
pharmacy’s registered agent for the service of process 166 
originally found in Item 3.D. 167 
> Deleted the requirement for the identification of the 168 
Owner’s Managing Officer originally found in Item 3.F. 169 
> Added a new requirement at Item 3.F for a corporate 170 
resolution authorizing the Pharmacist-in-Charge to execute 171 
the application for the applicant. 172 
> Deleted the requirement for a criminal background check 173 
(CBC) for the Owner’s Managing Officer, originally found at 174 
Item 4.A. 175 

 176 
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 7 
1.  The Executive Director is responsible for the creation and maintenance of all 8 
     application forms for the renewal of active credentials issued by the Board. 9 

A. The application form shall collect sufficient information necessary to: 10 
i. demonstrate the qualifications of the applicant for the credential; and 11 
ii. make a determination as to the applicant’s fitness for practice. 12 

B. Application forms for different credentials shall be uniquely identified and bear the 13 
date of their creation or revision. 14 

C. An information or instruction sheet designed to assist the applicant may be 15 
appended to the front of the application form. 16 

 17 
2.   All applications for the renewal of active credentials shall be received in the Board 18 
      office and shall be annotated with the date received in the office. 19 
 20 
3.   All applications for the renewal of active credentials shall be referred to the 21 
      Credentials Division staff for processing.  22 

A. In the event the staff determines there are deficiencies in the application or 23 
supporting materials, the staff shall communicate with the applicant to assist 24 
them in compiling a complete application. 25 

B. In the event the staff determines there is information (e.g., prior disciplinary or 26 
legal action) impacting qualifications or fitness for practice, staff shall refer the 27 
completed application to an administrative officer, for a determination as to 28 
whether a referral to a Board committee is warranted. 29 
i. When the administrative officer determines a referral to a Board 30 

 committee is warranted, a case number is assigned and the application   31 
 scheduled for a hearing before the appropriate committee. 32 

ii. If no committee referral is warranted, the administrative officer annotates 33 
     the application form and returns it to credentialing staff for further 34 
     processing. 35 

 36 
4.   When the licensing staff has completed the processing of the application, the staff 37 
     may issue the license if they have been delegated the authority to issue that 38 
     credential, or in the alternative, shall refer the application to the licensing manager, 39 
     for final review and issuance of the credential. 40 
 41 
 42 
 43 
 44 
 45 
 46 
 47 
 48 
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Revision History 56 

 57 
08-15-2018  Re-numbered policy. 58 
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 7 
1.  The Executive Director is responsible for the creation and maintenance of all 8 
     application forms for the reinstatement of lapsed credentials issued by the Board. 9 

A. The application form shall collect sufficient information necessary to: 10 
i. demonstrate the qualifications of the applicant for the credential; and 11 
ii. make a determination as to the applicant’s fitness for practice. 12 

B. Application forms for different credentials shall be uniquely identified and bear the 13 
date of their creation or revision. 14 

C. An information or instruction sheet designed to assist the applicant may be 15 
appended to the front of the application form. 16 

 17 
2.   All applications for the reinstatement of lapsed credentials shall be received in the 18 
      Board office and shall be annotated with the date received in the office. 19 
 20 
3.   All applications for the reinstatement of lapsed credentials shall be referred to the 21 
      Credentials Division staff for processing.  22 

A. In the event the staff determines there are deficiencies in the application or 23 
supporting materials, the staff shall communicate with the applicant to assist 24 
them in compiling a complete application. 25 

B. In the event the staff determines there is information (e.g., prior disciplinary or 26 
legal action) impacting qualifications or fitness for practice, staff shall refer the 27 
completed application to an administrative officer, for a determination as to 28 
whether a referral to a Board committee is warranted. 29 
i. When the administrative officer determines a referral to a Board 30 

 committee is warranted, a case number is assigned and the application   31 
 scheduled for a hearing before the appropriate committee. 32 

ii. If no committee referral is warranted, the administrative officer annotates 33 
     the application form and returns it to credentialing staff for further 34 
     processing. 35 

 36 
4.   When the licensing staff has completed the processing of the application, the staff 37 
      shall comply with the Reinstatement Committee’s policies for a determination of who 38 
      must approve the application. [See PPM.I.B.C.5.a] 39 
 40 
 41 
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08-15-2018  Re-numbered policy and updated reference in Item 4. 58 
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 8 
1.  The Executive Director is responsible for the creation and maintenance of all 9 
     application forms for the reinstatement of disciplined credentials issued by the Board. 10 

A. The application form shall collect sufficient information necessary to: 11 
i. demonstrate the qualifications of the applicant for the credential; and 12 
ii. make a determination as to the applicant’s fitness for practice. 13 

B. Application forms for different credentials shall be uniquely identified and bear 14 
the date of their creation or revision. 15 

C. An information or instruction sheet designed to assist the applicant may be 16 
appended to the front of the application form. 17 

 18 
2.   All applications for the reinstatement of disciplined credentials shall be received in 19 
      the Board office and shall be annotated with the date received in the office. 20 
 21 
3.   All applications for the reinstatement of disciplined credentials shall be referred to 22 
      the Credentials Division staff for processing.  23 

A. In the event the staff determines there are deficiencies in the application or 24 
supporting materials, the staff shall communicate with the applicant to assist 25 
them in compiling a complete application. 26 

B. When the application is complete, staff shall refer the application to the 27 
administrative officer responsible for the Reinstatement Committee’s docket. 28 

C. The administrative officer shall assign a case number to the application and 29 
schedule the applicant for a hearing with the Reinstatement Committee. 30 
i. An exception to the requirement for a hearing by the Reinstatement 31 

Committee shall be available for all CDS licenses other than those issued 32 
to pharmacies.  Requests for reinstatement of CDS licenses suspended for 33 
revoked by the Board may be approved by the joint consent of the chair of 34 
the reinstatement committee and the Board’s President.  In the event of 35 
such approvals, staff shall prepare a reinstatement order for the 36 
President’s signature. 37 

 38 
 39 
 40 
 41 
 42 
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 45 
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 7 
1.  When the Board takes formal disciplinary action against a credential issued by the 8 
     Board, the Executive Director is responsible for the following administrative actions. 9 
     A.  A copy of the signed order shall be mailed to the respondent. 10 

B. An original copy of the signed order shall be affixed to the front of the 11 
respondent’s paper credential file, and further, an electronic copy of the signed 12 
order shall be attached to the respondent’s electronic credential file. 13 

C. The respondent’s credential record in eLicense shall be updated: 14 
i. When the board’s action affects the status of a credential, the status and 15 
     reason for the status shall be updated in the Credential module. 16 
ii. The action shall be recorded in the Notes section of the Credential 17 
      module. 18 

D. The board’s action shall be recorded in the Resolution section of the case record 19 
in the Enforcement module in eLicense; the information in this section displays on 20 
the board’s website when the public flag is selected. 21 

E. All disciplinary actions shall be reported to the NABP Clearinghouse for their 22 
records and for their further transmission of that information to the National 23 
Practitioner Data Bank. 24 

F. All disciplinary actions, with the exception of Letters of Warning and Letters of 25 
Reprimand, shall be published in the Board’s quarterly newsletter. [See 26 
PPM.I.B.C.6.7.b] 27 

 28 
2.   When the Board receives notice of an action taken by the primary licensing agency 29 

of a practitioner holding a CDS license from the Board, or by the federal Drug 30 
Enforcement Administration (DEA), that communication shall be referred to an 31 
administrative officer for their review. 32 
A.   When the licensing agency’s action has no effect on their prescriptive authority, 33 

a copy of the signed order shall be affixed to the front of the CDS license paper 34 
file, an electronic copy of the order shall be attached to the electronic file of the 35 
CDS license, and summary of the agency’s action shall be recorded in the Notes 36 
section of the respondent’s CDS license record in eLicense. 37 

B. When the licensing agency’s action does not affect the practitioner’s CDS 38 
privilege but does restrict his prescriptive authority for other drugs or devices, a 39 
copy of the signed order shall be affixed to the front of the CDS license paper 40 
file, an electronic copy of the order shall be attached to the electronic file of the 41 
CDS license, and a summary of the agency’s action shall be recorded in the 42 
Notes section of the respondent’s CDS license record in eLicense, and further, a 43 
Pharmacy Alert shall be transmitted via email, advising pharmacies of the details 44 
of the restriction. 45 

 46 
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 56 

C. When the licensing agency’s action restricts the practitioner’s CDS privilege, a 57 
copy of the signed order shall be affixed to the front of the CDS license paper 58 
file, an electronic copy of the order shall be attached to the electronic file of the 59 
CDS license, and a summary of the agency’s action shall be recorded in the 60 
Notes section of the respondent’s CDS license record in eLicense; further, the 61 
status shall be change to ‘Restricted’, the status reason shall reflect a board 62 
order, and details of the restriction shall be entered in the User Defined File 63 
(UDF) section of the credential record.  These notes display on the credential 64 
verification screen on the Board’s website.  Finally, a Pharmacy Alert shall be 65 
transmitted via email, advising pharmacies of the details of the restriction. 66 

D. When the licensing agency’s action suspends or revokes the practitioner’s CDS 67 
privilege, the following actions are to be taken: 68 

i. Affix a copy of the signed order to the front of the paper copy of the CDS 69 
license file as well as an electronic copy of the signed order to the 70 
electronic file of the CDS license. 71 

ii. In eLicense, change the status of the credential to ‘Inactivated’ and select 72 
      the reason for the status as ‘primary license surrendered/suspended/   73 

 revoked.’ 74 
iii. Change the status for all schedules in the UDF section to ‘no.’ 75 
iv. Enter a summary of the action in the Notes section of the Credential 76 
      module. 77 
v. Send a Pharmacy Alert to the pharmacies, advising them of the change in 78 
      the practitioner’s CDS privileges. 79 
vi. Do not refer the CDS license for disciplinary action by the Board. 80 
vii. When the primary licensing agency notifies the Board of the reinstatement 81 

of a previously suspended for revoked license, with or without restrictions 82 
on CDS privileges, staff shall affix a copy of the signed order to the front of 83 
the CDS license paper file, and attach an electronic copy of the order to 84 
the electronic CDS license record, change the credential status to the 85 
appropriate status as directed by the licensing agency, update the CDS 86 
schedules as appropriate, and send a Pharmacy Alert to advise the 87 
pharmacies of the change in status.  88 

 89 
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 7 
1. The statutory authority for the Board to inspect pharmacies is found at R.S. 8 

37:1182. 9 
 10 
2. The statutory authority for the Board to investigate complaints is found at R.S. 11 

37:1245. 12 
 13 
3.   The statutory authority for the Board’s Executive Director to manage the daily 14 
      operations of the Board’s office is found at R.S. 37:1179(F). 15 
 16 
4. The statutory authority for the Board to employ inspectors is found at R.S. 17 

37:1182(B)(6). 18 
 19 
5. The Executive Director serves as the Board’s appointing authority, and is 20 

responsible for the construction of proposed policies and procedures, as well as 21 
submission of same to the Board for its review and approval.  Once approved, 22 
the Executive Director shall be responsible for the implementation and 23 
enforcement of the Board’s policies and procedures. 24 

 25 
6. The Compliance Division staff includes a Chief Pharmacist Compliance Officer 26 

and multiple Pharmacist Compliance Officers.  The organizational reporting 27 
relationships for these employees is found elsewhere in the policies for the 28 
Administrative Division. 29 

 30 
7. The Chief Compliance Officer shall develop and maintain a territorial map of the 31 

state, showing the areas for which each Compliance Officer is responsible for the 32 
inspection of pharmacies and other facilities as well as the investigation of 33 
complaints against licensees within those territories 34 

 35 
8. When deemed appropriate, the Chief Compliance Officer may change the 36 

assignment of certain inspections or investigations to compliance officers. 37 
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 7 
1. The Compliance Division staff is responsible for conducting facility inspections 8 

and audits to ensure compliance with the minimum specifications applicable to 9 
the applicant or licensee.  10 

 11 
2. The following types of inspections shall be completed by compliance officers: 12 

A. Initial Survey 13 
Before issuing a permit for a place where the storage of drugs is 14 
contemplated, the compliance officer shall perform an initial survey to 15 
determine compliance with minimum environmental and security 16 
standards. 17 

B. Service Review 18 
Subsequent to the issuance of the initial credential, the compliance officer 19 
shall perform periodic unannounced inspections to assess compliance 20 
with minimum standards applicable for the range of professional services 21 
offered at the facility. 22 

C. Follow-up Survey 23 
In the event the compliance officer detects non-compliance with certain 24 
specified standards, the compliance officer shall perform a follow-up 25 
inspection within the specified period of time to evaluate the remediation 26 
performed and compliance with the minimum standard. 27 

D. Compliance Check 28 
When the Board places restrictions on a credential, including probationary 29 
terms as well as other non-probationary restrictions, the compliance 30 
officers shall perform unannounced inspections to assess the licensee’s 31 
compliance with the order of the Board. 32 
 33 

Prop
os

ed



Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Facility Inspections – Initial Surveys   Policy No. IV.B.1  3 
 4 
Approved:          Revised: 5 
 6 

 7 
1. The compliance officer shall complete an Initial Survey before authorizing the 8 

initial issuance of the credential. 9 
 10 
2. The compliance officer shall inspect the following types of facilities to assess 11 

compliance with the laws and rules governing the practice of pharmacy or 12 
controlled dangerous substances: 13 

 A. Facilities which have applied for a pharmacy permit; 14 
 B. Facilities which have applied for a durable medical equipment permit; 15 
 C. Facilities holding a license from the La. Dept. of Health which have 16 

applied for an automated medication system registration; 17 
D. Facilities holding a registered outsourcing facility permit from the La. 18 

Board of Drug & Device Distributors which have applied for a controlled 19 
dangerous substance license; 20 

E. Facilities holding a hospital license from the La. Dept. of Health which 21 
have applied for a controlled dangerous substance license; 22 

F. Facilities holding a substance abuse treatment center license from the La. 23 
Dept. of Health which have applied for a controlled dangerous substance 24 
license; 25 

G. Laboratories which have applied for a controlled dangerous substance 26 
license; 27 

H. Animal euthanasia practitioners who have applied for a controlled 28 
dangerous substance license; 29 

I. Canine drug detection training facilities which have applied for a controlled 30 
dangerous substance license;  31 

J. Research facilities or individual researchers seeking a controlled 32 
dangerous substance license. 33 

 34 
3. In the event the compliance detects material non-compliance with the minimum 35 

standards, the compliance officer shall provide guidance to the applicant on how 36 
to achieve a degree of compliance sufficient to authorize the initial issuance of 37 
the credential. 38 

 39 
4. The compliance officer shall document their inspection findings on the inspection 40 

form appropriate for the facility and service inspected: 41 
A. Form No. 601 ~ Pharmacy Inspection Report for all facilities seeking a 42 

pharmacy permit; 43 
B. Form No. 602 ~ CDS Site Survey for all facilities seeking a CDS license; 44 

or 45 
C. Form No. 603 ~ DME Inspection Report for all facilities seeking a DME 46 

permit. 47 
 48 
 49 
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 56 
5. When the compliance officer has verified compliance with the relevant minimum 57 

standards, the compliance officer shall notify the licensing staff to issue the 58 
credential. 59 

 60 
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 7 
1. The compliance officer shall perform un-announced Service Reviews 8 

(Inspections) at facilities in compliance with the following frequencies: 9 
 A. Within 18 months of the previous inspection for pharmacies compounding 10 

of sterile preparations; 11 
B. Within 24 months of the previous inspection for all other types of 12 

pharmacies; and 13 
C. Within 24 months of the previous inspection for all other types of 14 

credentials.   15 
 16 
2. The compliance officer shall document their inspection findings on the inspection 17 

form appropriate for the facility and service inspected: 18 
A. For basic and routine pharmacy services with no compounding activities:  19 
 i.    For those pharmacies licensed to operate in other states, the  20 

compliance officer shall complete the Form No. 604 ~ Module I – 21 
Basic Pharmacy Services;  22 

ii.   For all other pharmacies, the compliance officer shall complete  23 
      Form No. 601 ~ Pharmacy Inspection Report. 24 

B. For all pharmacies compounding nonsterile preparations, the compliance 25 
officer shall complete Form No. 605 ~ Module II – Compounding of 26 
Nonsterile Preparations and Form No. 601 ~ Pharmacy Inspection Report. 27 

C. For all pharmacies compounding sterile preparations, the compliance 28 
officer shall complete Form No. 606 ~ Module III – Compounding of Sterile 29 
Preparations and Form No. 601 ~ Pharmacy Inspection Report. 30 

D. For all facilities holding a durable medical equipment permit, the 31 
compliance officer shall complete Form No. 603 ~ DME Inspection Report. 32 

E. For all facilities holding a controlled dangerous substance license, the 33 
compliance officer shall complete Form No. 602 ~ CDS Site Survey. 34 

 35 
3. In the event the compliance officer detects a lack of compliance with the 36 

following standards, the compliance officer shall conduct a Follow-up Survey 37 
within the time frame specified in that policy [PPM.IV.B.3]. 38 
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Form No. 601                                                                                                         Rev. 08-15-2018 
 
In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

  www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov   
 
 

Pharmacy Inspection Report 
 

 

Permit Data Report No.       Inspected by:       Territory:       Date:       
  Reason for Visit:  Initial Survey         Service Review        Follow-Up Survey         Compliance Check 
1. Pharmacy Name 
      

2. Permit No. 
          

3. CDS License 
      

4. Classification 
     ( Select ) 

5. Renewal Yr. 
           

6. Physical Address 
      

7. Mailing Address 
      

8. City, State, Zip 
      

9. Phone No. 
      

10. Fax No. 
      

11. E-mail Address 
      

12. T.J.C. Accredited 
Yes  (     )  No   N/A  

13. Compounding 
Sterile   Non-Sterile    N/A  

14. AMS Permit No. 
             

15. Rx Software 
             

16. DEA No.                 
      

DEA Expiration  
      

17. Store Hours  
          N/A                                                         

18. Pharmacy Hours  
      

 
Pharmacist-in-Charge 
19. PIC Name  
      

20. Sex 
        

21. License No. 
            

22. Renewal Year 
             

23. CE Compliant 
 Yes    No    

24. Address of Record 
      

25. City, State, Zip 
          

26. Phone 
            

 
27. Pharmacy Staff License No. Renewal Year C.E. Compliant 
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   

 
Professional and Occupational Standards 
 Compliance  Compliance 
 Yes No N/A  Yes No N/A 
28. Credentials Displayed    39. Emergency Drug Cabinet     
29. Premises Clean/Orderly    40. Electronic Record Keeping    
30. Adequate Lighting/Ventilation    41. Required Info. on CDS Rxs     
31. Adequate Refrigeration/Temperature    42. CDS Invoices Retrievable/Dated    
32. Min. Rx Dept. Size/Aisle Space    43. C-II Order Forms    
33. Sterile Compounding    44. Perpetual CII/CDS Annual Inventory    
34. Sink (Location & Temperature)            Inventory Date (     )    
35. Required References    45. Policy & Procedure Manual    
36. Security (Alarm) (Restricted Access)    46. Pharmacist Register/Positive Identification    
37. Adequate Equipment    47. Patient Counseling    
38. Meds. Misbranded, Non-Labeled, Exp.                             48. Intern/CPT/Tech Trainee I.D.    

 
52. Prior Inspection Date:  
             

53. Deficiencies/Non-Compliance on Prior Inspection 
            

54. Correction(s) Observed 
             

 
(continued) 
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In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

  www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov  
 
 

Pharmacy Inspection Report 
 

1. Pharmacy Name 
      

2. Permit No. 
          

3. CDS License 
      

4. Classification 
     ( Select ) 

5. Renewal Yr. 
           

 
 

55. Comments: NOTE: A finding of satisfactory compliance is not indicative of a detailed inspection/investigation and  
does not exclude the permit and/or staff from possible future violations of compliance.  
      

 
 
 
    
Authorized Signature & Title      Compliance Officer, Louisiana Board of Pharmacy  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

(continued) 
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In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

  www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov  
 
 

Pharmacy Inspection Report 
 

1. Pharmacy Name 
      

2. Permit No. 
          

3. CDS License 
      

4. Classification 
     ( Select ) 

5. Renewal Yr. 
           

 
Personnel List 

 
Pharmacy Staff License No. Renewal Year C.E. Compliant 
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
                  Yes   No   Exempt   
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http://www.pharmacy.la.gov/
mailto:info@pharmacy.la.gov


Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Form No. 602 ~ CDS Site Survey    Policy No. IV.B.2.b  3 
 4 
Approved:          Revised: 5 
 6 

 7 

Prop
os

ed



Form No. 602                                                                                                         Rev. 08-15-2018 
 
In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

  www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov   
 

Controlled Dangerous Substance (CDS) Site Survey 
 

 

CDS License Data Report No.       Inspected by:       Territory:       Date:       
  Reason for Visit:   Initial Survey     Service Review      Follow-up Survey      Compliance check 
05. Street Address of Practice/Facility 
         

06. City, State, Zip Code 
         

07. Business Telephone       
         

08. Business Fax 
          

09. Business E-Mail Address 
          

10. Hours of Operation 
          

11. DEA Registration No. 
                                                                     

12. DEA Registration Expiration  
         

13. Drug Wholesale/Provider 
         

14. Consultant Pharmacist/Pharmacy – (If Applicable) 
       

 
15. Staff with access to CDS in the drug storage area(s). (i.e., drugs locked in a safe or central storage)        
Name & Title Complete Physical Address Phone 
                  
                  
                  
                  
                  

 
16. Staff with access to CDS stock throughout the facility, that are not locked in a safe or central storage          
Name & Title Complete Physical Address Phone 
                  
                  
                  
                  
                  
                  

 
25. Prior Survey Date:  
             

26. Deficiencies/Non-Compliance on Survey 
            

27. Correction(s) Observed 
             

 
28. Comments:  NOTICE:  A finding of satisfactory compliance is not indicative of a detailed inspection/investigation/survey and does 
not exclude the permit and/or staff from possible future findings of violations of compliance. 
   
 
 
 
 
 

 
 
    
Authorized Signature & Title  Compliance Officer, Louisiana Board of Pharmacy 
 

CDS Site Survey Standards 
 Compliance  Compliance 
 Yes No N/A  Yes No N/A 
17. Credentials displayed    21. Maintenance of Scheduled Drugs Records      
18. Appropriate Storage Conditions    22. Reconciliation Sampling    
19. Facility Security     23. Policy & Procedure Manual                         
20. Drug Stock Security    24. Annual/Perpetual CDS Inventories (       )    

mailto:info@pharmacy.la.gov
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Form No. 603                                                                                                         Rev. 08-15-2018 
 
In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

  www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov   
 
 

Durable Medical Equipment (DME) Inspection Report 
 

 

Permit Data Report No.       Inspected by:       Territory:       Date:       
  Reason for Visit:  Initial Survey      Service Review     Follow-up Survey        Compliance Check  
1. Name 
      

2. Permit No. 
   DME.      

4. Renewal Yr. 
      17-18 

5. Physical Address 
      

6. Mailing Address 
      

7. City, State, Zip 
      

8. Phone No. 
      

9. Fax No. 
      

10. E-mail Address 
      

12. Software 
             

12.Accreditation 
Yes   No   N/A  

12. a. Accreditor Name  (& Inspection Date)    
      

13. Last LDH Inspection 
             

14. Operating Hours  
          N/A                                                         

15. After Hours Contact No.  
      

 
Products/Services Provided: 

 Medical Gas  Hospital beds  Canes/walkers  Ostomy products 
 Oxygen (concentrators, cylinders)  Patient lifts  Commode seats  Catheters 
 Respiratory Equipment  Air mattresses  Compression pumps  Tracheotomy pumps/supplies 
 CPAP  Wheel chairs  Compression braces/hose  Eyewear 
 BiPAP  Lift chairs  Enteral pumps/products  Other (list below) 

 Other products/services provided:       
 
Contact Person 
16. Name  
      

17. Title 
           

18. Address  
      

19. City, State, Zip 
          

20. Phone 
            

 
Professional and Occupational Standards 
 Compliance  Compliance 
 Yes No N/A  Yes No N/A 
22. Credentials Displayed    29. Maintenance & Cleaning Documentation    
23. Premises Clean/OrderlySanitary    30. Electronic Record Keeping    
24. Adequate Lighting/Ventilation    31. Records Available/Retrievable    
25. Sufficient  Size/Storage Space    32. Policy & Procedure (Personnel training)    
26. Sink/Hot & Cold Running Water    33. Policy & Procedure (Handling complaints)    
   Hand washing appliance   Waterless hand  cleaner    34. Adequate Staffing    
27. Segregated Areas (Vehicles-clean/dirty/contaminated)    35. After Hour Services    
28. Adequate Equipment        

  
 

52. Prior Inspection Date:  
             

53. Deficiencies/Non-Compliance on Prior Inspection 
            

54. Correction(s) Observed 
             

 
 
 
 

(continued) 
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In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov   
 
 

Durable Medical Equipment (DME) Inspection Report 
 

 

Permit Data Report No.       Inspected by:       Territory:       Date:       
1. Name 
      

2. Permit No. 
   DME.      

4. Renewal Yr. 
      17-18 

 
55. Comments: NOTE: A finding of satisfactory compliance is not indicative of a detailed inspection/investigation and  
does not exclude the permit and/or staff from possible future violations of compliance.   
 
 
 
 
 
 
 

 
21. Additional Staff Title (if applicable) 
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            
            

 
 
 
    
Signature & Title      Compliance Officer, Louisiana Board of Pharmacy  
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Module I – Version 1.1 Page 1 of 14                                            Effective 08-30-2017 
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ Facsimile 225.925.6499 

www.pharmacy.la.gov ~ E-mail: info@pharmacy.la.gov   
 
 

Blueprint for Inspection of Pharmacies 
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Pharmacy Practice Profile       01.00 – 15.02 Page 02 
 
 
 
General Operations and Licensure      16.00 – 29.03 Page 03 
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Product Receipt and Inventory       47.00 – 63.00 Page 05 
 
 
 
Prescription Processing        64.00 – 74.02 Page 07 
 
 
 
Patient Counseling and Communication     75.00 – 86.02 Page 10 
 
 
 
Quality Assurance / Quality Improvement Program    87.00 – 94.00 Page 11 
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Pharmacy Practice Profile 
 
01.00  Name, location, contact information, and key personnel 
 
02.00  Is the Pharmacist-in-Charge (PIC) or pharmacy manager/director present 

for the inspection? 
 
03.00  Are there any other businesses located at this address? 
 
04.00  Does the pharmacy have any other websites? 
 
05.00  Do any other websites link to the pharmacy website (such as a provider or 

other affiliate? 
 
06.00  Does the pharmacy allow patients to enter/update profile and medical 

information through the website? 
 
07.00  Are patients able to order or refill prescriptions through the website? 
 
08.00  Are photographs allowed during the inspection (no PHI)? 
 
09.00  List of additional personnel interviewed as part of the inspection. 
 
10.00  List of personnel present at the time of the inspection. 
 
11.00  Business licensure information for Louisiana and Federal (La. Board of 

Pharmacy, CDS, La. Board of Drug & Device Distributors, DEA, FDA, etc.) 
 
12.00  Type(s) of practice; Facility Size; Volume of Dispensing & Distribution; 

Staffing Summary; Interstate Activity. 
 
13.00  If the pharmacy mails or delivers filled prescriptions (patient-specific, 

labeled with patient name when it leaves the pharmacy), are any of the 
deliveries to a provider or facility for administration to the patient? 

 
14.00  Does the pharmacy provide prescription products to a provider or facility 

for ‘office use’ (not pursuant to a prescription received prior to delivery, not 
patient-specific, and not labeled with the patient name)? 

 
15.00  Does the pharmacy provide prescription products to providers or facilities 

(including other pharmacies) as a wholesale distributor (sold to the 
provider or facility for their use, administration, or providing/dispensing to 
patients)? 

 
15.01  If so, is the percentage of product distributed at wholesale to 

providers or facilities within this state less than 5%?  Indicate actual 
percentage and whether percentage is based on a number of units, 
number of prescriptions, dollar volume of total sales or dollar 
volume of prescription sales. 
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15.02  If so, is the percentage of products distributed at wholesale to 

providers or facilities in other states less than 5%?  Indicate actual 
percentage and whether percentage is  based on a number of 
units, number of prescriptions, dollar volume of total sales or dollar 
volume of prescription sales. 

 
 
General Operations and Licensure 
 
16.00  Are pharmacy licenses, permits, and registrations posted in customers’ 

view and current? 
  
17.00  Is the most recent board of pharmacy inspection report available for 

review? 
 
18.00  Were any repeat deficiencies noted? 
 
19.00  Has this pharmacy been inspected by any other state for which it holds a 

license?  Any noted deficiencies? 
 
20.00  Is the pharmacy operating under an exemption or restriction granted by 

the state in which the pharmacy is located or by any other state in which 
the pharmacy is licensed? 

 
21.00  Has this pharmacy been inspected as part of the NABP Verified 

Pharmacy Program? 
 
22.00  Is the pharmacy operating under a waiver or variance granted by the state 

in which the pharmacy is located or by any other state in which the 
pharmacy is licensed? 

 
23.00  Does the pharmacy have any additional restrictions, limitations, or waivers 

with regards to any federal licenses or registrations (FDA, DEA, etc.)? 
 
24.00  Has the pharmacy been inspected by the DEA? 
 
25.00  Has the pharmacy been inspected by the FDA? 
 
26.00  Does the pharmacy hold any accreditations or certifications? 
 
27.00  Has the pharmacy held any accreditations or certifications in the past that 

have been relinquished, rescinded, or suspended? 
 
28.00  Does the pharmacy perform patient lab testing such as blood glucose 

tests, cholesterol tests, etc.? 
 
29.00  Does the pharmacy maintain all required records, including but not limited 

to prescription files and invoices on site? 
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29.01  Are written and verbal prescriptions (reduced to writing) kept on site 

for the entire retention period? 
 

29.02  Are electronic prescriptions (e-scripts but not fax) kept on site for 
the entire retention period? 

 
29.03  Are all dispensing records (refills, verifications, DUR overrides) kept 

on-site for the entire retention period? 
 
 
Personnel 
 
30.00  Are all pharmacist, pharmacy intern, pharmacy technician, and pharmacy 

technician candidate credentials issued by the board current? 
 
31.00  Is there a process for periodic verification of credential validity? 
 
32.00  Are pharmacists or other personnel providing patient services that require 

additional training or certification appropriately trained and certified? 
 
33.00  Does the pharmacy maintain the proper staffing ratios for pharmacy 

interns, pharmacy technicians, and pharmacy technician candidates? 
 
 
Facility and Security 
 
34.00  Does the pharmacy have a working security/alarm system in place that is 

in compliance with the laws and regulations of the resident state? 
 
35.00  Are Schedule II controlled substances secured in a locked cabinet or 

safe? 
 
36.00  Are there contingency plans in the event the pharmacy cannot be 

secured? 
 
37.00  Is the pharmacy clean and sanitary, and is there appropriate space for the 

prescription volume? 
 
38.00  Does the pharmacy have a private area for patient counseling and 

providing patient services? 
 
39.00  Is temperature in the drug storage area monitored? 
 

39.01  Is the temperature in the drug storage area within the USP range 
for controlled room temperature (20°C to 25°C or 68°F to 72°F)? 

 
40.00  Are the refrigerator and freezer restricted to drug products only (no food)? 
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41.00  The pharmacy has a process for how the refrigerator temperature is 
monitored for excursions 24/7. 

 
41.01  Is the temperature in the refrigerator within the USP range (2°C to 

8°C or 36°F to 46°F)? 
 
42.00  The pharmacy has a process for how the freezer temperature is 

monitored for excursions 24/7. 
 
 42.01  Is the temperature in the freezer within the USP range (-25°C to  

-10°C or -13°F to 14°F)? 
 
43.00  Are there contingency plans in the event of power outage or refrigerator/ 

freezer failure? 
 
44.00  Are there contingency plans in the event of heating or air conditioning 

failure? 
 
45.00  Is there a plan of action if there are any temperature or humidity 

excursions to determine if the integrity of the products has been 
compromised? 

 
46.00  Does the pharmacy utilize any automated apparatuses for prescription 

processing/counting (such as robotics, Baker cells, etc.)? 
 
 
Product Receipt and Inventory 
 
47.00  Does the pharmacy restrict ordering to only approved wholesale 

distributors or manufacturers? 
 

47.01  If the pharmacy is not restricted to vendors approved by the 
corporate office, or the pharmacy can purchase from other sources, 
are the other sources verified?  If so, how? 

 
 47.02  Are all products received from authorized trading partners? 
 

47.03  Does the pharmacy ensure transaction data (transaction history, 
transaction information, transaction statement) is received at the 
same time or before the product is received? 

 
47.04  Does the pharmacy have a procedure to verify product (suspect or 

illegitimate) including quarantine of product and reporting? 
 
48.00  Does the pharmacy utilize paper DEA-222 forms to procure Schedule II 

substances?  If so, who has power of attorney to sign the forms? 
 
49.00  Does the pharmacy utilize CSOS (electronic Schedule II ordering) to 

procure Schedule II substances? 
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50.00  Is the receipt of Schedule II orders documented appropriately?  Does the 

DEA-222 form indicate quantity received and date on each line of product 
received?  Does the CSOS record indicate verification of receipt and staff 
performing verification? 

 
51.00  Are invoices for controlled substances (Schedules I-V) that are received 

filed separately and are the invoices signed/initialed and dated upon 
receipt and every item checked in? 

 
52.00  Are all orders received when the pharmacy is open? 
 
53.00  Does the pharmacy purchase any compounded preparations from other 

entities for dispensing to patients? 
 
54.00  Does the pharmacy have a system in place to track prescription drug 

products in order to detect diversion or theft? 
 

54.01  Are incidents of diversion or resignation/termination of personnel 
for cause appropriately reported? 

 
55.00  Does the pharmacy keep a perpetual inventory log of all Schedule II 

controlled substances (including APIs, if applicable)? 
 
56.00  Is the Schedule II perpetual inventory log reconciled regularly? 
 
57.00  Is the most recent complete controlled substance inventory available for 

review? 
 

57.01  Does the pharmacy maintain other required inventories (such as 
change in PIC, theft/loss, etc.)? 

 
58.00  Does the pharmacy stock and sell OTC pseudoephedrine (an/or 

ephedrine) products? 
 

58.01  Are these products mailed, sent, or delivered into other states? 
 
59.00  Does the pharmacy stock and sell other OTC restricted products for which 

identification is required and a log kept of the sale? 
 
 59.01  Are these products mailed, sent, or delivered into other states? 
 
60.00  Are outdated, damaged, or recalled products segregated?  How often 

does the pharmacy check for out-of-date products?  Does it include OTC 
products? 

 
60.01  If the pharmacy destroys products on site, are appropriate records 

kept of the destruction? 
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 60.02  Does the pharmacy use a reverse distributor? 
 

60.03  Does the pharmacy have a hazardous waste handling and 
collection system?  How does the pharmacy handle empty bottles 
of chemotherapy medications or warfarin or hazardous drug 
compounding waste? 

 
61.00  Does the pharmacy repackage bulk containers of prescription medications 

into smaller containers for ease of use?  What expiration date is used on 
the repackaged container? 

 
62.00  Does the pharmacy prepackage bulk containers of prescription 

medications into unit-of-use quantities?  What expiration date is used on 
the prepackaged container? 

 
63.00  Does the pharmacy return to stock prescription drugs that were filled but 

never picked up? 
 
 
Prescription Processing 
 
64.00  Patient Profile: Is patient profile data organized and readily accessible to 

facilitate consultation with the prescriber, patient, or caregiver? 
 

64.01  If the pharmacy dispenses veterinary prescriptions, does the 
information gathered and recorded include the species, and name 
of the animal/owner as required by resident state law? 

 
65.00  Prescription: Are adequate processes in place to assure the integrity, 

legitimacy, and authenticity of prescription orders? 
 

65.01  Is there a procedure to follow when a prescription is suspected of 
(or actually is) fraudulent? 

 
65.02  Are adequate processes in place for assuring that prescription 

medications are not prescribed or dispensed based on online 
medical consultations without there being a pre-existing prescriber-
patient/client relationship? 

 
 65.03  Does the pharmacy have electronic prescription capability? 
 
66.00  Accuracy: Is the accuracy of the information entered into the computer 

system verified (patient information and prescription information? 
 
67.00  DUR: Does staff conduct prospective DUR prior to the dispensing of a 

medication or product? 
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 67.01  The DUR process includes: 
 
  67.01.01 Drug-drug interaction (prescription and OTC); 
 
  67.01.02 Drug-allergy interaction; 
 
  67.01.03 Therapeutic duplication; 
 
  67.01.04 Under- or over-utilization (including clinical abuse/misuse); 
 
  67.01.05 Disease state or condition contraindication; 
 
  67.01.06 Incorrect dosage or duration of therapy; and 
 
  67.01.07 Gender or age-related contraindications. 
 

67.02  Does the pharmacy staff obtain additional information to use in the 
DUR process? 

 
67.03  Does the pharmacy have adequate resources/references related to 

the type of pharmacy practice it operates? 
 

67.04  Does the pharmacy report appropriate data to the state PMP, in 
this state and the other states in which the pharmacy is licensed? 

 
 67.05  Does the pharmacy access state PMP data for specific patients? 
 

67.06  Are DUR overrides/bypasses documented?  Indicate if documented 
via a password/biometric override or by computer logs. 

 
67.07  Is the DUR process performed electronically by the computer 

system? 
 
 67.08  If the DUR is manual, is there a system to document: 

• How manual DUR is performed; 
• Specific issues that were identified; and 
• Pharmacist that considered the identified issues and gage 

the order to proceed. 
 

67.09  If the pharmacy dispenses veterinary prescriptions, does it have a 
veterinary drug database integrated into the computer system for 
electronic DUR? 

 
68.00  Are filled prescriptions verified for accuracy prior to dispensing? 
 
69.00  Are filled prescriptions appropriately labeled? 
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70.00  Confidentiality: Is access to the pharmacy computer system limited to 
appropriate personnel? 

 
70.01  Does the pharmacy appropriately destroy PHI including labeled 

prescription vials? 
 
71.00  Mail/Delivery: If applicable, are packing materials designed to maintain the 

physical integrity, stability, and purity of prescription medications and 
compounded preparations in transport? 

 
72.00  Off-Site Processes: Are any portions of the prescription processing (in the 

questions below) performed at a different location? 
 

72.01  Is patient information (demographics and contact information) and 
profile information (allergies, disease states, etc.) entered into the 
computer at another location? 

 
72.02  Are prescriptions received by another location (including written, 

telephone, fax, electronic)? 
 

72.03  Is prescription information entered into the computer system at 
another location? 

  
 72.04  Is the accuracy of the prescription information entered into the 

computer verified at another location? 
 

72.05  Is any part of the DUR process (including assessing and acting on 
DUR alerts and warnings) performed at another location? 

 
72.06  Are any prescriptions dispensed or sold from this facility filled at 

another location? 
 

72.07  If any of the above functions are performed at another location, is 
the other location under common ownership? 

 
72.08  If any of the above functions are performed at another location, is 

that location in a different state than this facility? 
 

72.09  If any of the above functions are performed at another location, are 
there policies and procedures for the function that include 
maintaining records of the person(s) performing the function and 
accountability? 

 
72.10  Is the other pharmacy and any personnel at another location 

licensed in this state? 
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73.00  Off-Site Inventory: Does the pharmacy maintain any emergency kits in 
nursing homes, long-term care facilities, or other entities (such as 
hospice, emergency medical services, ambulances, correctional facilities, 
etc.)? 

 
73.01  Do the emergency kits contain any compounded sterile 

preparations? 
 
74.00  Off-Site Devices: Does the pharmacy maintain any automated medication 

dispensing devices outside the pharmacy such as Pyxis in a nursing 
home, or a secure mailbox device that patients access after hours, etc.?  

 
74.01  If so, are the automated devices appropriately licensed, registered, 

or approved by the board of pharmacy? 
 

74.02  Do the automated dispensing devices contain any compounded 
sterile preparations? 

 
 
Patient Counseling and Communication 
 
75.00  Does the pharmacy provide counseling for all new prescriptions picked up 

at the pharmacy (proactively, no ‘offer’)? 
  
 75.01  Is an ‘offer’ to counsel made for all new prescriptions picked up at 

the pharmacy? 
 
76.00  Does the pharmacist provide counseling for all refilled prescriptions picked 

up at the pharmacy (proactively, no ‘offer’)? 
 

76.01  Is an ‘offer’ to counsel made for all refilled prescriptions picked up 
at the pharmacy? 

 
77.00  Does the pharmacist provide counseling for refilled prescriptions picked 

up at the pharmacy when there is a change in therapy or other issue 
determined by the pharmacist (proactively, no ‘offer)?  

 
77.01  Is an ‘offer’ to counsel made for all refilled prescriptions picked up 

at the pharmacy when there is a change in therapy or other issued 
determined by the pharmacist? 

 
78.00  Is patient counseling provided for delivered prescriptions?  How? 
 
79.00  Is patient counseling provided for mailed prescriptions?  How? 
 
80.00  Are patient package inserts (PPIs) provided with every fill and refill of 

medications for which they are required (such as hormone products, 
inhalers, etc.)?  How? 
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81.00  Are MedGuides provided with every fill and refill of medications for which 
they are required (such as NSAIDs, antidepressants, etc)?  How? 

 
82.00  Are REMS (Risk Evaluation Mitigation Strategy) implementation programs 

performed?  Identify the programs and confirm procedures in place. 
 
83.00  Is patient counseling, the offer to counsel, or the refusal of patient 

counseling documented?  How? 
 
84.00  Do patients have 24-hour access to a pharmacist?  How? 
 
85.00  Are processes in place to handle a drug recall? 
 
86.00  Does the pharmacy accept prescription drugs back for destruction as part 

of a drug take-back program? 
 
 86.01  Does the take-back program include controlled substances? 
 

86.02  Does the pharmacy have a modified DEA registration (Authorized 
Collector) for controlled substances take-back? 

 
 
Quality Assurance / Quality Improvement Program 
 
87.00  Is there a documented continuous quality improvement (CQI) program for 

the purpose of detecting, documenting, assessing, and preventing quality-
related events (QREs)? 

 
87.01  Policies and procedures for the program are maintained in the 

pharmacy in an immediately retrievable form.  
 

87.02  “Quality Related Event” (QRE) is defined to mean any departure 
from the appropriate dispensing of a prescribed medication that is 
or is not corrected prior to the delivery and/or administration of the 
medication, including (but not limited to): 

1. A variation from the prescriber’s prescription drug order such 
as incorrect drug, strength, form, or patient; or inadequate or 
incorrect packaging, labeling, or directions; 

2. A failure to identify and manage over-utilization or under-
utilization, therapeutic duplication, drug-disease 
contraindications, drug-drug interactions, incorrect drug 
dosage or duration of treatment, drug-allergy interactions, or 
clinical abuse/misuse; 

3. Packaging or warnings that fail to meet recognized 
standards, the delivery of a medication to the wrong patient, 
or the failure to detect and appropriately manage a 
significant actual or potential problem with a patient’s drug 
therapy. 
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87.03  There is documentation of initial/ongoing (at least yearly) review 
and training of all pharmacy employees on the CQI program and 
processes. 

 
88.00  Documentation of QREs starts as soon as possible, but no more than 

three days after determining their occurrence. 
 

88.01  Documentation includes all the pertinent data about the 
prescription involved including personnel involved at each step. 

 
88.02  Documentation includes documenting the type of QRE details and 

how/who discovered the QRE. 
 

88.03  Documentation includes possible contributing factors such as day 
and time the QRE occurred, number of pharmacists and 
technicians on duty, prescription volume that day, equipment 
failure, or other factors affecting workflow at the time. 

 
88.04  Documentation includes steps taken to remediate, including 

communications with the patient and the provider, and if the 
medication was ingested, and disposition of the patient. 

 
89.00  QRE data collected is analyzed to assess causes and any contributing 

factors (root cause)?  Who performs that analysis and often is the 
analysis performed? 

 
89.01  The pharmacy uses the findings of the analysis to formulate an 

appropriate response and develop pharmacy systems and workflow 
processes designed to prevent QREs and increase good outcomes 
for patients. 

 
89.02  For pharmacies utilizing a drug formulary, a periodic review of such 

formulary is undertaken to ensure that appropriate medications are 
being offered/selected in the best interest of the patients. 

 
90.00  Quality Meetings are held at least annually by staff members of the 

pharmacy to consider the effects on quality of the pharmacy system due 
to staffing levels, workflow, and technological support.  

 
90.01  The meeting reviews data showing evidence of the quality of care 

for patients and develops plans for improvements to increase good 
outcomes for patients. 

 
90.02  Improvements or changes made are evaluated for performance to 

measure the effectiveness of the CQI program. 
 
91.00  Reporting: Incidents of QREs are reported to a nationally recognized error 

reporting program, an outside peer review committee, or a patient safety 
organization. 
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91.01  Adverse events are reported to the appropriate entities such as the 

board of pharmacy, MedWatch, FDA, VAERS, etc? 
 

91.02  Incidents involving malfunctioning or defective medical equipment 
or devices (blood glucose meters, DME, injection devices, etc.) are 
documented and reported to the manufacturer or distributor. 

 
92.00  Quality Self-Audits are performed by the pharmacy at least quarterly (and 

upon change in PIC) to determine whether the occurrence of QREs has 
decreased and whether there has been compliance with preventative 
procedures, and to develop a plan for improved adherence with the CQI 
program in the future. 

 
93.00  Customer Surveys are conducted at least yearly of patients who receive 

pharmaceutical products and services at the pharmacy.  A statistically 
valid sampling technique may be used in lieu of surveying each patient.  
Each pharmacy should use the results of its customer survey to evaluate 
its own performance at a particular time and over a period of time. 

 
94.00  Patient Complaints are documented, tracked, and investigated as 

appropriate and the information is used as part of the CQI program. 
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United States Pharmacopeia (USP) 
 

Categories of Compounded Nonsterile Preparations 
 
 
SIMPLE 
Making a preparation that has a United States Pharmacopeia (USP) compounding 
monograph or that appears in a peer-reviewed journal article that contains specific 
quantities of all components, compounding procedure and equipment, and stability data 
for that formulation with appropriate BUDs; or reconstituting or manipulating commercial 
products that may require the addition of one or more ingredients as directed by the 
manufacturer. Examples include Captopril Oral Solution, Indomethacin Topical Gel, and 
Potassium Bromide Oral Solution, Veterinary. 
 
 
MODERATE 
Making a preparation that requires special calculations or procedures (such as 
calibration of dosage unit mold cavities) to determine quantities of components per 
preparation or per individualized dosage units; or making a preparation for which 
stability data for that specific formulation are not available. Examples include Morphine 
Sulfate Suppositories, diphenhydramine hydrochloride troches, and mixing two or more 
manufactured cream products when the stability of the mixture is not known. 
 
 
COMPLEX 
Making a preparation that requires special training, environment, facilities, equipment, 
and procedures to ensure appropriate therapeutic outcomes. Examples of possible 
complex preparation types include transdermal dosage forms, modified-release 
preparations, and some inserts and suppositories for systemic effects. 
 
 
 
 
[Abstracted from 2016 USP Compounding Compendium, current with USP-39/NF-34 
through First Supplement] 
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General Operations Information 
 
01.00  Does the pharmacy dispense nonsterile compounded preparations 

pursuant to a prescription? 
 
 01.01  Are patient profiles complete and DUR performed for each 

  prescription? 
 
01.02  Do the compounded prescriptions produce a significant difference 

from a commercially available drug that is justified by a 
documented medical need of the individual patient as determined 
by the prescribing practitioner? 

 
01.03  Are nonsterile compounded prescriptions picked up at the 

pharmacy? 
 
01.04  Are nonsterile compounded prescriptions delivered to patients in 

their homes or residential facilities? 
 
01.05  Are nonsterile compounded prescriptions delivered to practitioner 

for administration to the patient in the office, clinic, or facility? 
 
02.00  Does the pharmacy distribute nonsterile compounded preparations? 
 

02.01  Does the pharmacy distribute nonsterile compounded preparations 
to practitioners for office use? 

 
02.02  Does the pharmacy distribute nonsterile compounded preparation 

to hospitals, clinics, or surgery centers? 
 

02.03  Does the pharmacy have a sales force that distributes samples 
containing active ingredients? 

 
03.00  Does the pharmacy provide nonsterile compounded preparations to other 
                  pharmacies for dispensing? 
 

03.01  If so, does the pharmacy have central fill contracts or agreements 
with these pharmacies for patient-specific preparations? 

 
04.00  Does the pharmacy compound oral preparations (tablets, capsules, 

liquids, lozenges, etc.)? 
 
05.00  Does the pharmacy compound topical (creams, ointments, inserts, 

suppositories, patches, sprays including nasal sprays, etc.)? 
 
06.00  Does the pharmacy compound vitamin or nutritional supplements? 
 
07.00  Does the pharmacy compound investigational drugs? 
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08.00  Does the pharmacy make a copy of an approved commercial product? 
 

08.01  Products are verified as not available via FDA list and/or the 
manufacturer and documented. 

 
08.02  FDA list and manufacturer information is monitored, and when item 

is taken off the list or becomes available, any remaining stock is 
quarantined for destruction and not dispensed or distributed. 

 
09.00  Does the pharmacy perform compounding identified as simple?  If so, 

indicate percentage of total compounding activity designated as such. 
This activity includes: 

1. Making a preparation that has a USP compounding monograph or 
that appears in a peer-reviewed journal article that contains specific 
quantities of all components, compounding procedure and 
equipment, and stability data for that formulation with appropriate 
beyond-use dates (BUDs). 

2. Reconstituting or manipulating commercial products that may 
require the addition of one or more ingredients as directed by the 
manufacturer. 

 
10.00  Does the pharmacy perform compounding identified as moderate?  If so, 

indicate percentage of total compounding activity designated as such.  
This activity includes: 

1. Making a preparation that requires special calculations or 
procedures (such as calibration of dosage unit mold cavities) to 
determine quantities of components per preparation or per 
individualized dosage units. 

2. Making a preparation for which stability data for that specific 
formula is not available. 

 
11.00  Does the pharmacy perform compounding identified as complex?  If so, 

indicate percentage of total compounding activity designated as such.  
This activity includes making a preparation that requires special training, 
environment, facilities, equipment, and procedures to ensure appropriate 
therapeutic outcomes. 

 
12.00  Does the pharmacy perform compounding with hazardous drugs?  If so, 

indicate percentage of total compounding activity designated as such. 
 

12.01  Is the pharmacy aware of the more stringent requirements of the 
proposed USP Chapter <800>? 

 
12.02  Does the pharmacy have a hazardous waste handling and 

collection system?  For example, empty bottles that contained 
chemotherapy medications or warfarin, hazardous drug 
compounding waste. 
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12.03  Do patient/caregiver training programs or materials contain 
information and precautions regarding the handling and disposal of 
hazardous products such as chemotherapy medications? 

 
13.00  Are Safety Data Sheets (SDS) [formerly known as Material Safety Data 

Sheets (MSDS)] available to personnel for drugs and chemicals used in 
the pharmacy (including those for compounding, if applicable)? 

 
14.00  Does the pharmacy compound using any controlled substances?  If so, 

indicate percentage of total compounding activity designated as such. 
 
15.00  APIs: Does the pharmacy make any nonsterile compounded preparations 

using bulk powder Active Pharmaceutical Ingredients (APIs)? 
 
 15.01  Does the pharmacy purchase APIs directly from the manufacturer? 
 

15.02  Does the pharmacy verify that the manufacture of the API is an 
FDA-registered facility?  How? 

 
15.03  Does the pharmacy use active ingredients that are not from an  

FDA-registered facility? 
 
15.04  Does the pharmacy computer track on-hand quantities of APIs 

used for compounding? 
 
16.00  Does the pharmacy perform any testing in-house (not sent to an outside 

lab)? 
 
17.00  Does the pharmacy send samples to an outside lab to perform testing? 
 
18.00  Quality Assurance/Quality Improvement: Does the pharmacy’s continuous 

quality improvement program include nonsterile compounding measures? 
• Quality Related Events (QREs) related to the preparation of 

compounded products; 
• Personnel testing and validation; 
• Equipment calibration, testing, and validation; 
• End product testing, such as potency, particulates, consistency, 

etc.; and 
• Patient or prescriber reports or complaints regarding nonsterile 

compounded preparations. 
 

18.01  Does the facility QA program identify action limits or thresholds and 
the appropriate follow-up mechanisms when action limits or 
thresholds are exceeded including a recall system? 

 
18.02  Does the recall system include communication with both the patient 

and the prescriber regarding the affected nonsterile compounded 
preparation? 
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18.03  Are QREs involving nonsterile compounded preparations or all 
pharmacy recall campaigns reported to the Board of Pharmacy? 

 
 

Component Selection and Use 
 
19.00  All bulk drug substances (APIs) used are: 
  (1)  Compliant with the standards of an applicable USP or NF monograph, 
                            if one exists; or 
  (2)  A component of an FDA-approved human drug product; or 

(3)  On the list of bulk drug substances for use in compounding developed 
by the FDA and issued through regulation. [Note: must comply with (1) 
or (2) above until the FDA list is issued] 

 
19.01  Certificates of Analysis (COAs) obtained for all bulk APIs used for 

compounding. 
 
 19.02  USP- or NF-grade substances used, if available. 
 

19.03  If compendial quality components are not available, chemically 
pure, analytical reagent grade or ACS [American Chemical 
Society]-certified components are used and are determined to be 
free from impurities. 

 
19.04  APIs or other components have labeling indicating use for 

pharmaceutical compounding or manufacturing.  Labels do not 
indicate “for research purposes only”, “not for drug use”, or are 
handwritten labels from other pharmacies. 

 
19.05  If compounding for both humans and animals, APIs or other 

components that are labeled for veterinary use only are segregated 
or marked in such a way to prevent them from being used for 
human compounding. 

 
19.06  All substances and components have a complete label including a 

batch control or lot number, and an expiration date. 
 
19.07  For APIs without an expiration date assigned by the manufacturer 

or supplier, the pharmacy assigns a conservative expiration date.  
The expiration date assigned does not exceed three years for 
ingredients used for nonsterile compounding and does not exceed 
one year for ingredients used for sterile compounding.  The 
pharmacy may perform purity and quality testing to further ext4end 
their expiration date. 

 
19.08  All APIs and components received without an expiration date are 

labeled with the date they were received. 
 
19.09  If the pharmacy repackages APIs into smaller containers for ease 
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of use, the expiration date assigned is conservative (typically, the 
lesser of one year or the actual expiration date from the original 
container).  Product may be tested to extend the expiration date, 
but may not exceed the original package expiration date. 

 
19.10  Bulk component containers are labeled with appropriate OSHA 

hazard communication labels and hazardous substances (including 
hormones) are segregated. 

 
19.11  Components from foreign sources that are derived from ruminant 

animals (cow, sheep, goat) have documentation that the 
component is in compliance with federal laws governing 
processing, use, and importation – that the animals were free from 
disease, and that they were born, raised, and slaughtered in 
locations where bovine spongiform encephalopathy and scrapie 
are not known to exist. 

 
20.00  Where water is an ingredient, purified or distilled water is used. 
 
21.00  Ingredients used for dietary or nutritional supplements meet USP, Food 

Chemicals Codex (FCC), or NF standards, or the pharmacy has alternate 
means to determine if the ingredients meet food-grade quality. 

 
22.00  No preparations are made or ingredients used that appear on the FDA’s 

list of drug products withdrawn or removed from the market for safety 
reasons.  The facility has a copy of the list or other way to determine. 

  
23.00  When manufactured products are used for compounding, all the other 

excipients in the product (in addition to the active ingredient) are 
considered relative to the use, effectiveness, and stability of the 
compounded preparation to be made. 

 
24.00  For animal compounding, the compounding meets the same standards as 

compounding for human patients. 
 

24.01  The pharmacist is knowledgeable or has references regarding the 
individual species’ limitations in physiology and metabolic capacity 
that can result in toxicity when certain drugs or excipients are used. 

 
24.02  It is determined and documented if the animal is used for food 

(meat, milk, eggs, etc.) or that the animal is a pet. 
 

24.03  The pharmacist is familiar with or has a reference regarding drug 
residues in the food chain and withdrawal times if compounding for 
food-producing animals. 

 
24.04  The facility has a list of drugs and components not allowed when 

compounding for food-producing animals. 
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24.05  The pharmacist is familiar with or has a reference regarding 
regulations for drug use in performance animals (e.g., race or show 
horses, racing dogs). 

 
 
Beyond Use Dating (BUD) 
 
25.00  BUDs are assigned from the day of preparation. 
 
26.00  BUDs for nonaqueous formulations are not later than the remaining time 

until the earliest expiration date of any API and not later than six months. 
 
27.00  BUDs for water-containing oral formulations are not later than 14 days 

when stored at controlled cold temperatures (refrigerated). 
 
28.00  BUDs for water-containing topical/dermal and mucosal liquid and 

semisolid formulations are not later than 30 days. 
 
29.00  BUDs are assigned based on dispensing in tight, light-resistant 

contains/overpacks. 
 
30.00  Extended BUDs are supported by testing data. 
 
 
Environment 
 
31.00  The nonsterile compounding area is a controlled environment and 

separate from the general pharmacy. 
  
32.00  There is sufficient space available for the type and amount of 

compounding performed and the space is orderly to prevent mix-ups 
between ingredients, containers, labels, in-process materials, and finished 
preparations. 

 
33.00  Only one preparation is compounded at a time. 
 
34.00  Procedures are implemented to prevent cross-contamination, especially 

when compounding with drugs such as hazardous drugs and known 
allergens like penicillin that require special precautions. 

 
35.00  The compounding area is well-lit. 
 
36.00  The pharmacy performs hazardous nonsterile compounding in a 

ventilated cabinet such as a BSC, CAI, or CACI; however, CAI may not be 
used for hazardous drugs that may volatilize.  {USP Chapter <800> will 
change hazardous drug compounding requirements.} 

 
36.01  Ventilated cabinets (BSC, CAI, CACI) used for hazardous 

compounding are certified or tested periodically. 
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36.02  Hood prefilters are checked and replaced regularly. 

{Recommended} 
 

36.03  If the hoods or isolators are not located in a closed, controlled room 
environment, there is documentation from the manufacturer and 
site testing to verify proper functioning of equipment under dynamic 
conditions for the safety of personnel. 

 
37.00  Appropriate protective attire (gowns, gloves, masks, etc.) is available 

including appropriate personal protective equipment (PPE) for hazardous 
drug compounding if hazardous drugs are used. 

 
38.00  There is a sink in the compounding area with hot and cold potable water, 

soap or detergent, and air-driers or single-use towels. 
 
39.00  There is adequate space to wash equipment and utensils including 

access to water for rinsing.  {Purified water is recommended, but not 
required.} 

 
40.00  The temperature of the compounding area is controlled by a thermostat 

and an air conditioning system is in place. 
 
41.00  Temperature in the compounding area is maintained to provide controlled 

room temperature storage of 20° to 25°C (68° to 77°F), or more restrictive 
if warranted by specific drug product storage requirements. 

 
41.01  Temperature monitoring is in place to detect any excursions (24/7) 

by continuous monitoring or retroactive detection using min/max.  
Temperature records are maintained. 

 
41.02  Excursion action plan is in place, including evaluating excursion 

effects on drug product integrity. 
 

41.03  Temperature monitoring is also performed in drug storage areas, if 
separate from the compounding areas. 

 
42.00  Humidity in the compounding area is maintained to provide humidity in the 

ranges warranted by specific drug product storage requirements.  If drug 
products require storage in a ‘dry place’, humidity is not to exceed 40%.  
Generally recommended range is 35-60%.  

 
42.01  Humidity monitoring in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/max.  
Humidity records are maintained. 

 
42.02  Excursion action plan in place including evaluating excursion 

effects on drug product integrity. 
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42.03  Humidity monitoring is also performed in drug storage areas, if 
separate from the compounding areas. 

 
43.00  The bulk component storage area is adequately arranged and maintained 

in a clean and sanitary condition. 
 
44.00  All components, equipment, and containers are stored off the floor, and 

handled and stored to prevent contamination. 
 
45.00  All components and packaging containers and closures are properly 

rotated to use oldest first. 
 
46.00  Hazardous drugs are appropriately identified and marked, received, 

handled and stored by appropriately trained personnel (OSHA regulations 
and NIOSH Alerts). 

 
47.00  Trash is disposed of in a safe, sanitary, and timely manner including 

hazardous waste. 
 
48.00  Environmental testing is performed to detect contamination by drug 

residue in the pharmacy area or areas served by the same ventilation 
system. {Recommendation: drug residue may cause cross contamination 
to other products or expose staff.  Not required but is recommended if 
compounding with hazardous materials or known allergens such as 
penicillin, not using a hood, or the compounding room is not segregated.} 

 
 
Training 
 
49.00  All personnel of reproductive capability who handle or compound 

hazardous drugs or chemicals have confirmed in writing that they 
understand the risks of handling hazardous drugs, including teratogenicity, 
carcinogenicity, and reproductive issues. 

 
50.00  There is documentation that all personnel that perform compounding are 

appropriately trained including policies and procedures, documentation, 
hazardous drug handling, and compounding technique and are not 
allowed to compound or supervise compounding until training is 
successfully completed. 

 
51.00  There is documentation that the training process for the preparation of 

compounds includes demonstration of the compounding procedure first, 
followed by the trainee performing the procedure under supervision 
successfully before being allowed to perform compounding. 

 
52.00  There is documentation that training includes the operation of any 

equipment that may be used when preparing compounded products; 
documentation includes operation and troubleshooting. 
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53.00  There is documentation available showing employees performing 
nonsterile compounding are evaluated at least annually (including 
hazardous drug handling). 

 
54.00  If the pharmacy uses relief personnel from outside agencies to perform 

nonsterile compounding there is documentation that training is verified. 
 
 
Compounding Equipment 
 
55.00  Appropriate equipment and utensils are available, clean, and in good 

working order.  Automated, mechanical, or electronic equipment (including 
capsule machines, autoclaves, ovens, etc.) are periodically inspected and 
calibrated. 

 
56.00  Scales, balances, or other equipment used for measurement is validated 

and calibrated at least annually.  If scales are not validated and sealed by 
a state or local weights and measures agency, describe procedure used. 

 
57.00  Powder hoods used for nonsterile compounding are certified or tested 

periodically to ensure proper function.  Hood filters are checked regularly 
and replaced when necessary. 

 
58.00  All equipment is cleaned promptly after each use.  Equipment and utensils 

washing using potable water with a soap or detergent, and rinsed.  
{Recommendation: rinse with purified water.} 

 
59.00  The pharmacy uses separate equipment and utensils to compounding 

allergenic, cytotoxic, or hazardous products, or has detailed procedures 
for meticulous cleaning of equipment and utensils immediately after use to 
prevent cross contamination or exposure. 

 
 
Documentation 
 
60.00  The pharmacy creates a Master Formulation Record the first time before 

compounding a new preparation.  
 

60.01  Every formulation is evaluated for incompatibilities and the potential 
for being ineffective or toxic. 

 
 60.02  The Master Formulation Record contains: 
 
  60.02.01 Official or assigned name, strength, and dosage form; 
 
  60.02.02 All necessary calculations; 
 
  60.02.03 Description of all ingredients and their quantities; 
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  60.02.04 Compatibility and stability information including references 
        (when available); 

 
  60.02.05 Equipment used for the preparation; 
 

60.02.06 Mixing instructions (order of mixing, temperatures, duration 
of mixing, and other pertinent factors); 

 
60.02.07 Container used and packaging requirements; 
 
60.02.08 Assigned BUD information; 
 
60.02.09 Labeling information, including the name of and quantity or 

        concentration of each active ingredient; 
 
  60.02.10 Description of the finished preparation; 
 
  60.02.11 Storage requirements; and 
 
  60.02.12 Quality control procedures and expected results (e.g., dose 

        measurement of capsule in the dose calibrator).     
 
61.00  The pharmacy creates a Compounding Record for each compound 

prepared. 
 
 61.01  The Compounding Record includes: 
 
  61.01.01 Official or assigned name, strength, and dosage of the 
                                         preparation; 
 
  61.01.02 Master Formulation Record reference; 
 

61.01.03 Sources, lot numbers, and expiration dates of all 
components; 

 
61.01.04 Total quantity or number of dosage units compounded; 
 
61.01.05 Person compounding the preparation; 
 
61.01.06 Person performing the quality control procedures; 
 
61.01.07 Person who approved the preparation; 
 
61.01.08 Date of compounding; 
 
61.01.09 Assigned internal identification number or prescription 

number; 
 
61.01.10 Description of the final preparation; 
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61.01.11 Assigned BUD; 
 
61.01.12 Duplicate label; 
 
61.01.13 Results of quality control procedures (weight range of filled 

        capsules, pH of aqueous liquids, etc.); and 
 

61.01.14 Documentation of any quality control issues, and any 
adverse reactions or preparation problems reported by the 
patient or caregiver including investigation and recall, if 
appropriate. 

 
 
Compounding Procedures 
 
62.00  The Master Formulation Record and the Compounding Record has been 

reviewed by the compounder to ensure it is error free. 
 
63.00  Compounding personnel ascertain that ingredients for compounded 

preparations are of the correct identity and appropriate quality including a 
unit-by-unit physical inspection of the components. 

 
64.00  The containers and closures selected meet USP standards (from 

container supplier). 
 
65.00  Container selection determined by physical and chemical properties of the 

preparation. 
 
66.00  Compounding personnel maintain good hand hygiene and wear clean and 

appropriate clothing for the compounding being performed. 
 
67.00  Personnel don appropriate protective garb when compounding includes 

hazardous compounding. 
 
68.00  Routine compounding procedures for batch preparation completed and 

verified according to written procedures, including: calculations correct, 
weighing and measuring performed correctly, order of mixing correct, 
compounding techniques performed correctly. 

 
69.00  Procedures for in-process checks followed.  These checks indicate that 

appropriate procedures and packaging are followed for each step, 
including addressing pharmacist verification of steps performed by non-
pharmacists that includes visual inspection of product, and documentation 
of the compounding accuracy is performed to ensure proper 
measurement, reconstitution, and component usage.  {Recommendation: 
compounding accuracy checked by a person other than the compounder.} 

 
70.00  If there are any deviations from the master formulation record, these 
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deviations are recorded. 
 
71.00  There is a plan for cleaning, e.g., after each preparation, daily tasks, 

monthly tasks, etc. 
 
72.00  Personnel are appropriately garbed for protection when cleaning. 
 
 72.01  Compounding employees are using appropriate techniques. 
 
 
Finished Preparation Release Checks and Tests 
 
73.00  The finished preparation is observed to appear as expected in the Master 

Formulation Record and documented. 
 
74.00  As appropriate, the final completed preparation is assessed for weight, 

mixing, clarity, color, consistency, pH, and strength, and is documented. 
 
75.00  There are established written processes that describe test or 

examinations conducted on the compounded preparation e.g., degree of 
weight variation in capsules. 

 
76.00  Preparations with extended BUDs that are not supported by testing data 

are sampled and tested for physical, chemical, and microbiological 
characteristics. 

 
76.01  If any failed tests or discrepancies are observed, there is an 

investigation and appropriate corrective actions taken before 
dispensing to patient. 

 
76.02  If products are being tested are dispensed or distributed before the 

test results are obtained, there is a recall procedure if the test 
results indicate an issue. 

 
77.00  There are appropriate control procedures to monitor the output and to 

verify the performance of compounding processes and equipment that 
may be responsible for causing variability in the final compounded 
preparations, e.g., validation of equipment and personnel performance 
documentation. 

 
78.00  Labels on immediate patient-specific containers include identifiers for the 

persons preparing the compound and performing the final verification, 
BUD, and indication that this is a compounded preparation, special 
requirements for storage, and appropriate packaging and labeling of 
hazardous materials. 

 
79.00  Batch preparations (in anticipation of prescriptions) are of an appropriate 

volume and batch preparations in stock are all within their BUD (not 
outdated). 
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80.00  Labels on batch preparations include the name and quantity of all 

contents, date of preparation (or internal code indicating this information), 
preparer and verification pharmacist identifiers, stability (BUD), and any 
auxiliary labels indicated including appropriate packaging and labeling of 
hazardous materials.  {Recommendation: include time of preparation with 
the date.} 

   
81.00  Preparations are stored properly prior to dispensing based upon 

conditions upon which BUD was assigned. 
 
82.00  Preparations are examined immediately after preparation and again 

immediately prior to dispensing for any signs of instability. 
 
 
Patient Counseling and Communication 
 
83.00  Patient/caregiver training programs or materials contain information and 

precautions regarding the handling and disposal of hazardous products 
such as chemotherapy medications. 

 
84.00  The required printed drug information materials (drug information sheets, 

patient package inserts, MedGuides, etc.) are provided for the 
compounded preparations. 

 
85.00  Patients are instructed on the signs of product instability or contamination 

(as appropriate) and how to report any changes in the physical 
characteristics of the preparation to the pharmacy. 

 
86.00  Product recalls include documentation that both the patient and the 

physician/prescriber of the potentially contaminated compounded 
preparation are notified of the potential risk.   
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Revision History 
 
 
08-30-2017 Version 1.1 80.00 Adjusted labeling requirement for batches, to change 

the inclusion of the preparation time from a required 
element to a recommendation for best practice. 



Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Form No. 606 – NABP Universal Inspection Form ~  Policy No. IV.B.2.f  3 
 Module III ~ Compounding of Sterile Preparations 4 
 5 
Approved:  11-15-2017      Revised: 6 
 7 

 8 
1.   A compliance officer may restrict or suspend a pharmacy’s sterile compounding 9 
      activities when the following conditions are observed: 10 

A. Viable air or surface samples exceed action levels specified in USP 11 
      <797>; 12 

B. The primary engineering control (PEC) or the secondary engineering 13 
control (SEC) was unable to be certified in compliance with the relevant 14 
standards specified in USP <797>; or 15 

C. Non-compliance with the USP <797> standards for the sterilization 16 
      method or sterility testing. 17 

 18 
2.   The compliance officer shall record observations of non-compliance on the 19 

inspection report; and further, shall instruct the pharmacy to document their 20 
remediation activities for the compliance officer in a timely manner. 21 

 22 
3.   When the pharmacy has sufficiently remediated their non-compliance, the 23 

compliance officer may remove the restriction or suspension of sterile 24 
compounding activity. 25 

Prop
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Introduction 
 

United States Pharmacopeia (USP) 
 

Chapter <797> Pharmaceutical Compounding - Sterile 
 
The objective of USP Chapter <797> is to describe conditions and practices to prevent 
harm, including death, to patients that could result from: 

• Microbial contamination (nonsterility); 
• Excessive bacterial endotoxins; 
• Variability in the intended strength of correct ingredients that exceeds either 

monograph limits for official articles or 10% for nonofficial articles; 
• Unintended chemical and physical contaminants; and 
• Ingredients of inappropriate quality in compounded sterile preparations (CSPs). 

 
Despite the extensive attention in the chapter to the provision, maintenance, and 
evaluation of air quality, the avoidance of direct or physical contact contamination is 
paramount.  It is generally acknowledged that direct or physical contact of critical sties 
of CSPs with contaminants, especially microbial sources, poses the greatest probability 
of risk to patients.  Therefore, compounding personnel must be meticulously 
conscientious in precluding contact contamination of CSPs both within and outside ISO 
Class 5 areas. 
 
To achieve the above five conditions and practices, the chapter provides minimum 
practice and quality standards for CSPs of drugs and nutrients based on current 
scientific information and best sterile compounding practices.  The use of technologies, 
techniques, materials, and procedures other than those described in the chapter is not 
prohibited so long as they have been proven to be equivalent or superior with statistical 
significance to those described therein.  The standards in the chapter to not pertain to 
the clinical administration of CSPs in patients via application, implantation, infusion, 
inhalation, injection, insertion, instillation, and irrigation, which are the routes of 
administration.  Four specific categories of CSPs are described in the chapter: low-risk 
level, medium-risk level, high-risk level, and immediate use. 
 
The standards in the chapter are intended to apply to all persons who prepare CSPs 
and all places where CSPs are prepared (e.g., hospitals and other healthcare 
institutions, patient treatment clinics, pharmacies, physician practice facilities, and other 
locations and facilities in which CSPs are prepared, stored, and transported).  Persons 
who perform sterile compounding include pharmacists, nurses, pharmacy technicians, 
and physicians.  These terms recognize that most sterile compounding is performed by 
or under the supervision of pharmacists in pharmacies and also that the chapter applies 
to all healthcare personnel who prepare, store, and transport CSPs.  For the purposes 
of the chapter, CSPs include any of the following: 

1. Compounded biologics, diagnostics, drugs, nutrients, and radiopharmaceuticals, 
including but not limited to the following dosage forms that must be sterile when 
they are administered to patients: aqueous, bronchial and nasal inhalations, 
baths and soaks for live organs and tissues, injections (e.g., colloidal 
dispersions, emulsions, solutions, suspensions), irrigations for wounds and body 
cavities, ophthalmic drops and ointments, and tissue implants. 
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2. Manufactured sterile products that are either prepared strictly according to the 
instructions appearing in manufacturers’ approved labeling (product package 
inserts) or prepared differently than published in such labeling.  [Note: The FDA 
states that “Compounding does not include mixing, reconstituting, or similar acts 
that are performed in accordance with the directions contained in approved 
labeling provided by the product’s manufacturer and other manufacturer 
directions consistent with that labeling.”  However, the FDA-approved labeling 
(product package insert) rarely describes environmental quality (e.g., ISO Class 
air designation, exposure durations to non_ISO classified air, personnel garbing 
and gloving, and other aseptic precautions by which sterile products are to be 
prepared for administration).  Beyond-use exposure and storage dates or times 
for sterile products that have been either opened or prepared for administration 
are not specified in all package inserts for all sterile products.  Furthermore, 
when such durations are specified, they may refer to chemical stability and not 
necessarily to microbiological purity or safety.] 

 
 
ISO Classification of Particulate Matter in Room Air 
(limits are in particles of 0.5 microns and larger per cubic meter [ISO] and cubic feet [FS 209E]* 
 
      Class Name          Particle Count 
    ISO Class  U.S. FS 209E    ISO, m3         FS 209E, ft3 
 3  Class 1   35.2    1 
 4  Class 10   352    10 
 5  Class 100   3,520    100 
 6  Class 1,000   35,200   1,000 
 7  Class 10,000   352,000   10,000 
 8  Class 100,000  3,520,000   100,000 
 
*Adapted from former Federal Standard No. 209E, General Services Administration, Washington, DC 
20407 (September 11, 1992) and International Standards Organization (ISO) 14644-1:1999, Cleanrooms 
and associated controlled environments – Part 1: Classification of air cleanliness. 
 
 
Microbial Contamination Risk Levels of Compounded Sterile Preparations 
 
Low Risk Level 
Preparations compounded under all of the following conditions are at a low risk of 
contamination: 

1. The compounded sterile preparations (CSPs) are compounded with aseptic 
manipulations entirely within ISO Class 5 or better air quality using only sterile 
ingredients, products, components, and devices. 

2. The compounding involves only transfer, measuring, and mixing manipulations 
using not more than three commercially manufactured packages of sterile 
products and not more than two entries into any one sterile container or package 
(e.g., bag, vial) of sterile product or administration container/device to prepare 
the CSP. 

3. Manipulations are limited to aseptically opening ampuls, penetrating disinfected 
stoppers on vials with sterile needles and syringes, and transferring sterile liquids 
in sterile syringes to sterile administration devices, package containers of other 
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sterile products, and containers for storage and dispensing. 
4. For a low risk level preparation, in the absence of passing a sterility test, the 

storage periods cannot exceed the following time periods: before administration, 
the CSPs are properly stored and are exposed for not more than 48 hours at 
controlled room temperature, for not more than 14 days at a cold temperature, 
and for 45 days in solid frozen state. 

 
Examples of Low Risk Compounding 

1. Single-volume transfers of sterile dosage forms from ampuls, bottles, bags, and 
vials using sterile syringes with sterile needles, other administration devices, and 
other sterile containers.  The solution content of ampuls should be passed 
through a sterile filter to remove any particles. 

2. Simple aseptic measuring and transferring with not more than three packages of 
manufactured sterile products, including infusion or diluents solution to 
compound admixtures and nutritional solutions. 

 
 
Medium Risk Level 
When CSPs are compounded aseptically under Low Risk conditions and one or more 
of the following conditions exist, such CSPs are at a medium risk of contamination: 

1. Multiple individual or small doses of sterile products are combined or pooled to 
prepare a CSP that will be administered either to multiple patients or to one 
patient on multiple occasions. 

2. The compounding process includes complex aseptic manipulations other than 
the single-volume transfer. 

3. The compounding process requires unusually long duration, such as that 
required to complete dissolution or homogenous mixing. 

4. For a medium risk preparation, in the absence of passing a sterility test, the 
storage periods cannot exceed the following time periods: before administration, 
the CSPs are properly stored and are exposed for not more than 30 hours at 
controlled room temperature, for not more than 9 days at a cold temperature, 
and for 45 days in solid frozen state. 

 
Examples of Medium Risk Compounding 

1. Compounding of total parenteral nutrition fluids using manual or automated 
devices during which there are multiple injection, detachments, and attachments 
of nutrient source products to the device or machine to deliver all nutritional 
components to the final sterile container. 

2. Filling of reservoirs of injection and infusion devices with more than three sterile 
drug products and evacuation of air from those reservoirs before the filled device 
is dispensed. 

3. Transfer of volumes from multiple ampuls or vials into one or more final sterile 
containers. 

 
 
High Risk Level 
CSPs compounded under any of the following conditions are either contaminated or at 
a high risk to become contaminated: 

1. Nonsterile ingredients, including manufactured products not intended for sterile 
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routes of administration (e.g., oral), are incorporated or a nonsterile device is 
employed before sterilization. 

2. Any of the following are exposed to air quality worse than ISO Class 5 for more 
than 1 hour: 

• Sterile contents of commercially manufactured products; 
• CSPs that lack effective antimicrobial preservatives; and 
• Sterile surfaces of devices and containers for the preparation, transfer, 

sterilization, and packaging of CSPs. 
3. Compounding personnel are improperly garbed and gloved. 
4. Nonsterile water-containing preparations are stored for more than 6 hours before 

being sterilized. 
5. It is assumed, and not verified by examination of labeling and documentation 

from suppliers or by direct determination, that the chemical purity and content 
strength of ingredients meet their original or compendial specifications in 
unopened or in opened packages of bulk ingredients. 

 
Examples of High Risk Compounding 

1. Dissolving nonsterile bulk drug and nutrient powders to make solutions that will 
be terminally sterilized. 

2. Exposing the sterile ingredients and components used to prepare and package 
CSPs to room air quality worse than ISO Class 5 for more than 1 hour. 

3. Measuring and mixing sterile ingredients in nonsterile devices before sterilization 
is performed. 

4. Assuming, without appropriate evidence or direct determination, that packages of 
bulk ingredients contain at least 95% by weight of their active chemical moiety 
and have not been contaminated or adulterated between uses. 

 
 
Immediate Use 
The immediate use provision is intended only for those situations where there is a need 
for emergency or immediate patient administration of a CSP.  Such situations may 
include cardiopulmonary resuscitation, emergency room treatment, preparation of 
diagnostic agents, or critical therapy where the preparation of the CSP under conditions 
described for Low Risk Level subjects the patient to additional risk due to delays in 
therapy.  Immediate use CSPs are not intended for storage for anticipated needs or 
batch compounding.  Preparations that are medium risk level and high risk level CPSs 
shall not be prepared as immediate use CSPs.   
 
Immediate use CSPs are exempt from the requirements described for Low Risk Level 
only when all of the following criteria are met: 

1. The compounding process involves simple transfer of not more than three 
commercially manufactured packages of sterile nonhazardous products or 
diagnostic radiopharmaceutical products from the manufacturers’ original 
containers and not more than two entries into any one container or package 
(e.g., bag, vial) of sterile infusion solution or administration container/device.  For 
example, antineoplastic agents shall not be prepared as immediate use CSPs 
because they are hazardous drugs. 

2. Unless required for the preparation, the compounding procedure is a continuous 
process not to exceed 1 hour. 
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3. During preparation, aseptic technique is followed and, if not immediately 
administered, the CSP is under continuous supervision to minimize the potential 
for contact with nonsterile surfaces, introduction of particulate matter or biological 
fluids, mix-ups with other CSPs, and direct contact of outside surfaces. 

4. Administration begins not later than 1 hour following the start of the preparation 
of the CSP. 

5. Unless immediately and completely administered by the person who prepared it 
or immediate and complete administration is witnessed by the preparer, the CSP 
shall bear a label listing patient identification information, the names and 
amounts of all ingredients, the name or initials of the person who prepared the 
CSP, and the exact 1-hour BUD and time. 

6. If administration has not begun within 1 hour following the start of preparing the 
CSP, the CSP shall be promptly, properly, and safely discarded. 

 
Compounding in worse than ISO Class 5 conditions increases the likelihood of 
microbial contamination, and administration durations of microbially contaminated 
CSPs exceeding a few hours increase the potential for clinically significant microbial 
colonization and thus for patient harm, especially in critically ill or immunocompromised 
patients. 
 
 
 
 
[Abstracted from 2016 USP Compounding Compendium, current with USP-39/NF-34 
through First Supplement] 
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General Operations Information 
 
001.00 Does the pharmacy dispense sterile compounded preparations pursuant  

to a prescription? 
 
 001.01 Are patient profiles complete and DUR performed for each 

  prescription? 
 
001.02 Are sterile compounded prescriptions picked up at the pharmacy? 
 
001.03 Are sterile compounded prescriptions delivered/mailed to patients 

in their homes or residential facilities? 
 
001.04 Are sterile compounded prescriptions delivered/mailed to the 

practitioner for administration to the patient in the office, clinic, or 
facility? 

 
002.00 Does the pharmacy distribute sterile compounded preparations? 
 

002.01 Does the pharmacy distribute sterile compounded preparations to 
practitioners for office use? 

 
 002.02 Does the pharmacy distribute sterile compounded preparation to 

hospitals, clinics, or surgery centers? 
 

002.03 Is the pharmacy registered with the FDA as an Outsourcing 
Facility? 

 
002.04 Does the pharmacy have a sales force that distributes samples 

containing active ingredients? 
 
003.00 Does the pharmacy provide sterile compounded preparations to other 
                  pharmacies for dispensing? 
 

003.01 If so, does the pharmacy have central fill contracts or agreements 
with these pharmacies for patient-specific preparations? 

 
004.00 Which of the following sterile compounds are prepared? 
 
 004.01 Allergen extracts 
 
 004.02 Parenteral solutions 
  

004.03 Parenteral suspensions 
 
 004.04 Preservative-free parenterals 
 
 004.05 Ophthalmic preparations 
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 004.06 Oral or nasal inhalation preparations (not topical sprays) 
 
 004.07 Baths and soaks for live organs and tissues 
 
 004.08 Irrigations for wounds and body cavities 
 
 004.09 Any other sterile preparations (implants, pellets, etc.) 
 
005.00 Does the pharmacy compound investigational drugs? 
 
006.00 Does the pharmacy only make essential copies of a commercially 

available drug product on the Drug Shortage List or for a clinically justified 
reason for individual patients? 

 
006.01 Products are verified as appearing on the Drug Shortage List in 

effect under 506(E) of the Federal Act at the time of compounding, 
distribution, and dispensing. 

 
006.02 The Drug Shortage List is monitored and when a drug product is no 

longer on the list, any remaining stock is quarantined and not 
available for distribution or dispensing. 

 
007.00 Does the pharmacy perform low-risk compounding?  
 

007.01 Are all low-risk compounds assigned BUDs within USP guidelines 
(48 hours at controlled room temperature, 14 days refrigerated, 45 
days frozen)? 

 
007.02 If extended BUDs are used, list products with extended BUDs and 

maximum BUD in notes. 
 
007.03 If extended BUDs are used, is further testing being performed to 

justify the use of extended BUDs? 
 
008.00 Does the pharmacy perform medium-risk compounding? 
 

008.01 Are all medium-risk compounds assigned BUDs within USP 
guidelines (30 hours at controlled room temperature, 9 days 
refrigerated, 45 days frozen)? 

 
008.02 If extended BUDs are used, list products with extended BUDs and 

maximum BUD in notes. 
 
008.03 If extended BUDs are used, is further testing being performed to 

justify the use of extended BUDs? 
 
009.00 Does the pharmacy perform high-risk compounding? 
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009.01 Are all high-risk compounds assigned BUDs within USP guidelines 
(24 hours at controlled room temperature, 3 days refrigerated, 45 
days frozen)? 

 
009.02 If extended BUDs are used, list products with extended BUDs and 

maximum BUD in notes. 
 
009.03 If extended BUDs are used, is further testing being performed to 

justify the use of extended BUDs? 
 
010.00 Does the pharmacy provide sterile compounded preparations to be 
                  administered via an implantable infusion pump? 
 
011.00 Does the pharmacy perform compounding for immediate use? 
 
012.00 Does the pharmacy perform compounding with hazardous drugs? 
 

012.01 Is the pharmacy aware of the more stringent requirements of the 
proposed USP Chapter <800>? 

  
012.02 Are hazardous drugs segregated and stored in a room that is 

negative pressure (at least 0.01” water column) to adjacent areas 
and with at least 12 ACPH? 

 
012.03 Is hazardous drug waste quarantined in a designated area and 

disposed of in compliance with local, state, and federal 
regulations? 

 
013.00 Are Safety Data Sheets (SDS) [formerly known as Material Safety Data 

Sheets (MSDS)] available to personnel for drugs and chemicals used in 
the pharmacy (including those for compounding, if applicable)? 

 
014.00 Does the pharmacy perform compounding using  blood products (or other 
                  biological materials), such as wound care, autologous eye drops, etc? 
 
015.00 Does the pharmacy compound using any federally controlled substances 

I-V? 
 
016.00 Does the pharmacy make any sterile compounded preparations using 

bulk powder Active Pharmaceutical Ingredients (APIs)? 
 
 016.01 Does the pharmacy purchase APIs directly from the manufacturer? 
 

016.02 Does the pharmacy verify that the source of the API is an FDA-
registered facility? 

 
016.03 Does the pharmacy use active ingredients that are not from an  

FDA-registered facility? 
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017.00 Does the pharmacy use scales/balances for sterile compounding? 
 
 017.01 If so, what type of scale/balance is used? 
 

017.02 If the scale/balance is electronic, does the pharmacy use the 
automatic calibration? 

 
018.00 Does the pharmacy have a lyophilizer?  
 
 018.01 Where is the lyophilizer located? 
 

018.02 Note the products lyophilized and the volume or percent of 
products per week produced using the lyophilizer. 

 
018.03 Is the lyophilizer part of the viable air and surface sampling, media 

fill testing procedures, and cleaning schedules and procedures? 
 
019.00 Does the pharmacy perform any testing in-house (not sent to an outside 

lab)? 
 
020.00 Does the pharmacy send samples to an outside lab to perform testing? 
 
021.00 Quality Assurance/Quality Improvement: Does the pharmacy’s continuous 

quality improvement program include sterile compounding measures? If 
so, review 021.01 – 021.12 below. 

 
021.01 Does the CQI program include QREs related to the preparation of 

compounded products? 
 

021.02 Does the CQI program include nonviable environmental monitoring 
and testing? 

 
 021.03 Does the CQI program include viable environmental testing? 
 
 021.04 Does the CQI program include personnel testing and validation? 
 

021.05 Does the CQI program include equipment calibration, testing, and 
validation? 

 
021.06 Does the CQI program include sterilization method testing and 

validation. 
 

021.07 Does the CQI program include end product testing (such as: 
potency, particulates, sterility, endotoxins, etc.)? 

 
021.08 Does the CQI program include patient or prescriber reports or 

complaints regarding CSPs? 
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021.09 Does the facility QA program identify action limits or thresholds and 
the appropriate follow-up mechanisms when action limits or 
thresholds are exceeded, including a recall system? 

 
021.10 Does the recall system include communication with both the patient 

and prescriber regarding the potentially contaminated CSP 
administered and the potential risks? 

 
021.11 Are QREs involving CSPs that may have been contaminated or are 

recalled reported to the appropriate agency such as the Board of 
Pharmacy and/or FDA? 

 
021.12 Are all incidents (Colony-forming units [CFUs] detected by any 

personnel, environmental, or product testing, or any other checks 
or tests including endotoxin, purity, potency, etc.) remediated, 
appropriately investigated, cause determined, and processes 
implemented to prevent in the future? 

 
 
Component Selection and Use 
 
022.00 All bulk drug substances (APIs) used are: 
  (1)  Compliant with the standards of an applicable USP or NF monograph, 
                            if one exists; or 
  (2)  A component of an FDA-approved human drug product; or 

(3)  On the list of bulk drug substances for use in compounding developed 
by the FDA and issued through regulation. [Note: must comply with (1) 
or (2) above until the FDA list is issued] 

 
022.01 Certificates of Analysis (COAs) obtained for all bulk APIs used for 

compounding. 
 
 022.02 USP- or NF-grade substances used, if available. 
 

022.03 If compendia quality components are not available, chemically 
pure, analytical reagent grade or ACS [American Chemical 
Society]-certified components are used and are determined to be 
free from impurities. 

 
022.04 APIs or other components have labeling indicating use for 

pharmaceutical compounding or manufacturing.  Labels do not 
indicate “for research purposes only”, “not for drug use”, or are 
handwritten labels from other pharmacies. 

 
022.05 If compounding for humans and animals, APIs or other 

components that are labeled for veterinary use only are segregated 
or marked in such a way to prevent them from being used for 
human compounding. 

 



Module III – Version 1.1 Page 12 of 36                                            Effective 08-30-2017 
 

022.06 All substances and components have a complete label including a 
batch control or lot number, and an expiration date. 

 
022.07 For APIs without an expiration date assigned by the manufacturer 

or supplier, the pharmacy assigns a conservative expiration date.  
The expiration date assigned is not greater than one year, and is 
supported with data and/or testing. 

 
022.08 All APIs are labeled with the date they were received. 
 
022.09 If the pharmacy repackages the APIs into smaller containers for 

ease of use, the expiration date assigned is conservative (typically 
the lesser of one year or the actual expiration date from the original 
container).  Product may be tested to extend the expiration date, 
but may not exceed the original package expiration. 

 
022.10 Bulk component containers are labeled with appropriate OSHA 

hazard communication labels and hazardous substances are 
segregated. 

 
022.11 Components from foreign sources that are derived from ruminant 

animals (cow, sheep, goat) have documentation that the 
component is in compliance with federal laws governing 
processing, use, and importation – that the animals were free from 
disease, and that they were born, raised, and slaughtered in 
locations where spongiform encephalopathy and scrapie are not 
known to exist. 

 
023.00 No preparations for human use are made or ingredients used that appear 

on the FDA’s list of drug products withdrawn or removed from the market 
for safety reasons.  The facility should have a copy of the list or other way 
to determine. 

  
024.00 No preparations are compounded that present demonstrable difficulties 

for compounding as identified by the FDA. 
 
025.00 When manufactured products are used for compounding, all the other 

excipients (in addition to the active ingredient) in the manufactured 
product are considered relative to the use, effectiveness, and stability of 
the compounded preparation to be made. 

 
026.00 For animal compounding, does the compounding meet the same 

standards as compounding for human patients? 
 

026.01 The pharmacist is knowledgeable or has references regarding the 
individual species’ limitations in physiology and metabolic capacity 
that can result in toxicity when certain drugs or excipients are used. 
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026.02 It is determined and documented if the animal is used for food 
(meat, milk, eggs, etc.) or that the animal is a pet. 

 
026.03 The pharmacist is familiar with or has a reference regarding drug 

residues in the food chain and withdrawal times if compounding for 
food-producing animals. 

 
026.04 The facility has a list of drugs and components not allowed when 

compounding for food-producing animals. 
 

026.05 The pharmacist is familiar with or has a reference regarding 
regulations for drug use in performance animals (e.g., race or show 
horses, racing dogs). 

 
027.00 If the pharmacy compounds stock solutions or components (that are then 

used to compound a finished product) using APIs, these stock solutions 
are categorized as high-risk compounding. 

 
027.01 The stock solutions are assigned a BUD based on the USP <797> 

high-risk compound BUD, or there is documentation of stability or 
testing to support an extended BUD.  

 
027.02 Compounded preparations using the stock solution are classified 

as high-risk compounds with appropriate handling with regard to 
BUD and testing requirements. 

 
 
Environment 
 
028.00 If the facility performs both sterile and nonsterile compounding, the areas 

are separate and distinct. 
  
029.00 If the facility performs compounding using blood products (or other 

biological material), this compounding area is separate and distinct from 
the general compounding areas. 

  
029.01 Are components used in compounding with blood products 

restricted to the blood compounding area (not used in other 
compounding areas)? 

 
030.00 Entry into the sterile compounding area is limited to task-critical 

employees [limited to only the pharmacist(s) and other trained and 
authorized pharmacy personnel]. 

 
031.00 The anteroom has a line of demarcation or other separation of the dirty to 

clean side. 
 

031.01 Carts used to bring supplies from the storeroom are kept on the 
outside of the line of demarcation. 
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031.02 Carts used in the clean/buffer room are kept on the clean side of 

the line of demarcation. 
 
032.00 All surfaces of the sterile compounding area carts, shelves, stools, chairs 

and other items resistant to disinfectants, non-permeable, non-carpeted or 
upholstered, and low-particulate generating. 

 
033.00 Walls are painted with epoxy-based paint or other impermeable surface, 

and are seamless or have sealed seams where panels meet and corners 
with no cracks. 

  
034.00 The ceiling tiles are composed of a vinyl surface, with the tiles caulked 

and sealed, and the seams where the walls meet the ceiling are caulked 
and sealed. 

 
035.00 The floor is overlaid with wide sheet flooring and seamless or with heat-

welded seams, with coving to the sidewall, and a sealed seam where the 
coving meets the wall. 

 
036.00 The clean/buffer room or anteroom does not have dust-collecting 

overhangs, such as ceiling utility pipes, ledges, pneumatic tube stations, 
sprinkler heads, emergency exit signs, etc. 

 
037.00 The exposed surfaces of the light fixtures are smooth, mounted flush, and 

sealed. 
 
038.00 A working sink, located on the clean side of the line of demarcation, is 

available that enables pharmacy personnel to wash hands and enter the 
sterile compounding area without contaminating his/her hands and is 
away from/not adjacent to any PECs. 

 
039.00 There is no sink or drain in the clean/buffer room. 
 
040.00 Hand drying is with non-linting paper towels or an electronic or HEPA-

filtered hand dryer. 
 

040.01 If using a hand dryer, particle count and smoke testing is performed 
when the dryer is in use (while someone is actively using the dryer 
to dry their hands) at certification, and the immediate area around 
the dryer is part of the viable air and surface testing program 
performed [not applicable if only using towels]. 

 
041.00 All air ducts controlling air flow into the sterile compounding clean/buffer 

room and anteroom are equipped with HEPA filters that maintains the 
clean/buffer room in an ISO Class 7 environment. 

 
042.00 Incoming air ducts through HEPA filters are on or near the ceiling and air 

return ducts are low on the walls in the anteroom and clean/buffer room. 
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043.00 If there are particle generating equipment/appliances  in the clean/buffer 
room or anteroom (e.g., computers, printers, refrigerators, dishwashers, 
etc.), they are located by an air return so air flows over and out of the 
room taking particles with it, and this air flow has been confirmed by 
smoke testing while the equipment was in use. 

 
044.00 Beverages including drinking water, chewing gum, candy or food items 

are prohibited from the clean/buffer room or the anteroom.  
 
045.00 If compounding occurs using nonsterile ingredients, products, 

components, or devices (e.g., compounding with nonsterile APIs or using 
nonsterile vials and closures), the pharmacy has appropriate equipment to 
sterilize the finished product. 

 
045.01 Pre-sterilization procedures for high-risk CSPs (such as weighing 

and mixing) are performed in no worse than ISO Class 8 
environment. 

 
046.00 Completely enclosed anteroom and clean/buffer room (with a door) are 

equipped with monitors or gauges to measure differential pressure. 
 

046.01 Anteroom is at least 0.02” water column positive pressure to 
general pharmacy areas. 

  
046.02 Clean/buffer room is at least 0.02” water column positive pressure 

to the anteroom. 
 

046.03 Hazardous compounding room and storage area is at least 0.01” 
water column negative pressure to ISO Class 7 anteroom. 

 
046.04 Pressures are read and recorded each shift, or a minimum of once 

daily, or in the alternative, are continuously recorded. 
 

046.05 There is a plan in place to detect and react to pressure differentials 
outside limits. 

 
  047.00 If the clean/buffer room and anteroom are not fully enclosed (open or with 

plastic strips – no door that closes), the air flow is measured across the 
openings. 

 
 047.01 The air flow is at least 40 feet per minute across the entire opening. 
 
 047.02 Airflow is read and recorded each shift (minimum of once daily) or 

continuously.   
 
 047.03 Plan in place to detect and react to airflow measurements outside 

of limits 
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047.04 This area is used only for low- and medium-risk compounding.  
(High-risk not allowed.) 

 
048.00 The temperature of the compounding area is controlled by a thermostat 

and an air conditioning system is in place. 
 

048.01 Temperature in the compounding area is maintained to provide 
controlled room temperature of 20°C or cooler (68°F or cooler), or 
more restrictive if warranted by specific drug product storage 
requirements.  Recommended temperature range for performing 
sterile compounding while garbed is between 64-72°F (18-22°C). 

 
048.02 Temperature monitoring in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/max.  
Temperature records are maintained. 

 
048.03 Temperature monitoring is also performed in drug storage area (if 

separate from the compounding area).  Temperature is maintained 
at controlled room temperature of 20° to 25° C (68° to 77° F) or as 
specified by FDA approved labeling for drug product storage.  

 
048.04 Temperature in the refrigerator or cooler is maintained to provide 

controlled cold temperature of 2° to 8°C (36° to 46°F) or as 
specified by FDA approved labeling for drug product storage. 

 
048.05 Temperature monitoring in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/max.  
Temperature records are maintained. 

 
048.06 Temperature in the freezer is maintained to provide controlled 

frozen temperature of -10° to 25°C (-13° to 14°F), or as specified 
by FDA approved labeling for drug product storage. 

 
048.07 Temperature monitoring in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/ax.  
Temperature records are maintained. 

 
048.08 Action plan in place for temperature excursions including evaluating 

excursion effects on drug product integrity. 
 
049.00 Humidity: If warranted by specific drug products, humidity in the 

compounding area is maintained to provide humidity within the specified 
ranges.  If drug products require storage in a “dry place”, humidity is not to 
exceed 40%.  Generally recommended range is 35-60% for performing 
sterile compounding. 

 
049.01 If applicable, humidity monitoring in place to detect any excursions 

(24/7) by continuous monitoring or retroactive detection using 
min/max.  Humidity records are maintained. 
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049.02 If applicable, excursion action plan in place including evaluating 

excursion effects on drug product integrity. 
 

049.03 If applicable, humidity monitoring is also performed in drug storage 
areas (if separate from the compounding areas). 

 
050.00 Blowers on ISO-5 primary engineering controls are operated continuously 

during compounding activity, including during interruptions of less than 
eight hours. 

 
051.00 When the ISO-5 laminar air LAFW blower is turned off, and before other 

personnel enter to perform compounding activities, only one garbed 
person is allowed to enter the buffer area for the purpose of turning on the 
blower (for at least 30 minutes) and of sanitizing the work surfaces. 

 
052.00 The doors into the anteroom from the general pharmacy area and from 

the anteroom into the clean/buffer room are prevented from both being 
open at the same time (by interlocking, training of personnel, or signage). 

 
053.00 The inside and outside doors of a pass-through are prevented from both 

being open at the same time (by interlocking, training of personnel, or 
signage). 

 
053.01 Pass-throughs are located between outside areas and the 

anteroom, or between the anteroom and the buffer room (and NOT 
between the outside areas directly into the buffer room) 
{Recommended} 

 
054.00 The immediate area around the doorway or pass-through into the 

anteroom from the general area is free of particle-generating materials 
(such as corrugated cardboard, etc.) and is located in an area that limits 
particles (not next to an outside door or window, etc.) to limit potential 
contamination from being brought in through the entry. {Recommended} 

 
055.00 For BSC or LAFW that is NOT located in an ISO-7 clean/buffer room, the 

BSC or LAFW has been certified to maintain ISO-5 during compounding 
activities. 

 
055.01 Used only for low-risk compounded preparations with a 12-hour or 

less BUD assigned. 
 
 055.02 All garbing requirements adhered to. 
 

055.03 Located in an area that is maintained under sanitary conditions and 
only traveled by persons engaging in the compounding of sterile 
preparations. 
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055.04 Location does not contain any unsealed windows or doors that 
connect to the outdoors or areas of high traffic flow, and is not 
adjacent to construction sites, warehouses, or food preparation 
areas. 

 
055.05 The sink is separated from the immediate area of the ISO-5 

workbench (not adjacent) and an eyewash station. 
 
056.00 For CAI/CACI that is NOT located in an ISO-7 clean/buffer room, the 

CAI/CACI has been certified to maintain ISO-5 under dynamic conditions 
including transferring of ingredients, components, and devices, and during 
preparation of compounded sterile preparations. 

 
056.01 The pharmacy has documentation from the manufacturer that the 

CAI or CACI will meet this standard when located in worse then 
ISO-7 environments. 

 
056.02 The CAI or CACI is located in an area that is maintained under 

sanitary conditions and only traveled by persons engaging in the 
compounding of sterile preparations. 

 
056.03 There is a sink in the compounding area, not directly adjacent to 

the CAI or CACI, that enables pharmacy personnel to wash hands 
and an eyewash station. 

 
056.04 For NIOSH hazardous compounding in a CACI that is NOT located 

in a clean/buffer room, the CACI is located in a physically 
separated area that maintains a negative pressure of 0.01” water 
column pressure to adjacent areas and a minimum of 12 air 
changes per hour (ACPH). 

 
 
Cleaning and Disinfection 
 
057.00 Are all personnel performing cleaning appropriately garbed? 
 
058.00 Is the sterile compounding area equipped with appropriate non-shedding 

cleaning equipment and supplies? 
 
059.00 If cleaning tools are reused, is there a procedure to rinse and sanitize the 

tools and an appropriate clean storage area and are buckets inverted to 
prevent moisture accumulation? 

 
060.00 Are reusable tools appropriately labeled to prevent them from being used 

inappropriately, e.g., a mop used for the floors cannot also be used for the 
ceilings and walls? 

 
061.00 Are there formulas and instructions for mixing or diluting the cleaning and 

sanitizing agents prior to use and is the preparation of cleaning supplies 
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documented? 
 
062.00 Are cleaning and sanitizing agents appropriately labeled including 

expiration dates? 
 
063.00 Are appropriate cleaning agents used that are effective for bacteria, 

viruses, fungi, and spores? 
 
064.00 Is the ISO-5 primary engineering control cleaned at the beginning of each 

shift, between compounding activities, at least every 30 minutes while 
compounding and after spills or suspected surface contamination? 

 
 064.01 If heavily soiled, cleaning includes the appropriate agent. 
 
065.00 Does sanitizing of the ISO-5 primary engineering control include sanitizing 

with sterile 70% isopropyl alcohol using a nonlinting wipe? 
 
066.00 Does daily cleaning and sanitizing include counters and easily cleanable 

work surfaces? 
 
067.00 Does daily cleaning include the floors starting from the clean/buffer room 

and working outwards?  Floor cleaning does not occur during 
compounding. 

 
068.00 If fatigue mats are used, are they cleaned daily and let dry on both sides? 
 
069.00 Is a tacky mat used and if so, is there a procedure in place regarding 

replacement? 
 
070.00 Are the ceilings, walls, all shelving, bins, carts, chairs, and the tops and 

sides of the primary engineering controls thoroughly cleaned monthly?  
This includes removing everything from shelves and bins before cleaning, 
cleaning the undersides of cart surfaces and stools, wheels, etc. 

 
071.00 Is enough time allocated for cleaning activities, including contact/dwell 

times for the cleaning/disinfection agents? 
 
 
Training 
 
072.00 There is documentation that compounding personnel are appropriately 

trained including policies and procedures, documentation, hazardous drug 
handling, and aseptic technique.  Compounding personnel includes 
persons performing, supervising, and verifying compounding activities. 

 
072.01 All personnel performing compounding are not allowed to  

compound until training and initial testing is successfully 
completed. 
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 072.02 All personnel that supervise compounding and/or perform 

verifications of other’s compounding are not allowed to supervise or 
verify compounding until training and initial testing is successfully 
completed. 

 
073.00 All personnel of reproductive capacity who handle or compound 

hazardous drugs or chemicals have confirmed in writing that they 
understand the risks of handling hazardous drugs. 

 
074.00 There is documentation that all personnel (including housekeeping or 

other outside personnel) that perform cleaning activities in the 
compounding areas including hazardous compounding areas are 
appropriately trained in garbing, cleaning, and disinfection. 

 
075.00 There is documentation of training on the operation of any equipment that 

may be used when preparing compounded sterile preparations. 
 
076.00 If the pharmacy uses relief personnel from outside agencies to perform 

sterile compounding, training and certifications are verified. 
 
077.00 There is documentation that all compounding personnel (including those 

supervising or performing verifications) have passed an initial written 
exam, and subsequent annual written exams for the appropriate 
compounding risk levels and NIOSH hazardous drugs. 

 
078.00 There is documentation that all compounding personnel have passed an 

initial and subsequent annual competency assessments of aseptic 
compounding skills using observational audit tools including handling 
NIOSH hazardous drugs. 

 
079.00 There is documentation that new compounding personnel have passed an 

initial observed gowning procedure and three gloved fingertip sampling 
tests. 

 
080.00 There is documentation that compounding personnel preparing low or 

medium risk-level products have passed an annual observed gowning 
procedures and gloved fingertip sampling test. 

 
081.00 There is documentation that a media fill test procedure is performed for 

each compounding employee at least annually for individuals that prepare 
low or medium risk-level products. 

 
082.00 The media fill testing procedures include: 
 

082.01 Media selection (including obtaining COAs or growth promotion 
certificates from suppliers); 

 
082.02 Fill volume; 
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082.03 Incubation time and temperature (30-35°C for a minimum of 7 days 

then 20-25°C for 7 days); 
 
082.04 Inspection of filled units; 
 
082.05 Documentation; 
 
082.06 Interpretation of results; and 
 
082.07 Action levels set with the corrective actions required. 

 
083.00 High-Risk Sterile Compounding: There is documentation that 

compounding personnel have passed an observed gowning procedure 
and gloved fingertip sampling test every six months. 

 
084.00 High-Risk Sterile Compounding: There is documentation that a media fill 

test procedure is performed for each compounding employee at least 
every six months for individuals that prepare high-risk level products. 

 
085.00 Employees who have failed any testing are prohibited from compounding 

until training is performed/reviewed and subsequent testing is performed 
successfully. 

 
085.01 Gloved fingertip tests that failed have the organisms identified 

down to the genus to determine the most likely source of the 
contamination.  This data is used to develop plans to prevent 
contamination. 

   
085.02 There is a plan to evaluate the sterile compounds prepared by an 

employee with failed gloved fingertip tests or media fills to detect 
potential contamination of the sterile preparations compounded. 

 
 
Garbing 
 
086.00 Personnel are prohibited from compounding, or entering the clean/buffer 

room or anteroom if they have a rash, sunburn, weeping sores, 
conjunctivitis, or an active respiratory infection. 

 
087.00 Personnel are required to remove all personal outer garments such as 

hats, scarves, sweaters, vests, coats, or jackets and any makeup or 
cosmetics before entering compounding areas. 

 
088.00 Personnel are required to remove all hand and wrist jewelry, and all visible 

jewelry or piercings, such as earrings, lip or eyebrow piercings, etc. before 
entering clean/buffer room. 
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089.00 Personnel are prohibited from wearing artificial nails or extenders, and 
required to keep natural nails neat and trimmed. 

 
090.00 Garbing with dedicated shoes or shoe covers that are donned as the line 

of demarcation is crossed (with the dedicated or covered shoe never 
touching the same side of the line of demarcation as the dirty shoe). 

 
091.00 Garbing includes head and facial hair covers and masks.  There is a 

mirror available to check that all hair is covered. 
 
092.00 Hand cleaning is performed in the anteroom and includes removing debris 

from under the nails with a nail cleaner followed by a vigorous washing of 
the hands and forearms with soap for at least 30 seconds with hands and 
arms then dried with a non-linting disposable towel or a hand dryer. 

 
093.00 The gown is non-shedding with sleeves that fit snugly around the wrists 

and enclosed at the neck. 
 
094.00 All bare skin is covered on the arms and legs (no bare ankles, wrists, 

etc.). 
 
095.00 Prior to donning sterile gloves, a waterless alcohol based surgical hand 

scrub with persistent activity is used and hands are allowed to dry. 
 
096.00 Upon leaving the sterile preparation compounding area, gowns are taken 

off and disposed of, or if used for non-hazardous compounding they are 
left in the anteroom and not reused for longer than one shift. 

 
097.00 Pharmacists or other personnel do NOT enter the anteroom and cross the 

line of demarcation without donning shoe covers or dedicated shoes. 
 
098.00 Pharmacists or other personnel do NOT enter the clean/buffer room 

without fully washing and garbing (e.g., not wearing just a mask to check a 
technician’s work). 

 
 
Environmental Monitoring 
 
099.00 The most recent primary engineering control and room certification report 

is available. 
 

099.01 All ISO Class 7 and 8 SECs (clean/buffer rooms and anterooms) 
have been certified within the last six months. 

 
099.02 All ISO Class 5 PECs (laminar airflow workbenches or areas, 

BSCs, CAIs, CACIs, and barrier isolators) have been certified 
within the last six months. 
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099.03 Certification procedures shall be performed by a qualified individual 
at least every 6 months and whenever the device or room is moved 
or major work is done to the space.  

 
099.04 Certification procedures such as those outlined in the Controlled 

Environmental Testing Association (CETA)’s “Certification Guide 
for Sterile Compounding Facilities” (CAG-003-2006) shall be noted 
on the report.  

 
099.05 If the certification procedures used are not those outlined in 

“Certification Guide for Sterile Compounding Facilities” (CAG-003-
2006), the facility has performed a comparison and determined the 
procedures used are equivalent or better than the procedures 
outlined in “Certification Guide for Sterile Compounding Facilities” 
(CAG-003-2006). 

  
 099.06 The PIC or compounding supervisor is familiar with what testing is 

required and interpretation of results, ensures all testing is 
performed appropriately (under dynamic conditions where 
appropriate), has action levels identified, evaluates results to detect 
issues or trends, and action levels are further customized based on 
trended data of performance. 

 
100.00 The certification report includes information about the equipment used for 

performing calibration test including: identification of the equipment used 
by model, serial number, last calibration date (or when next calibration is 
due). 

 
100.01 The equipment used had not exceeded its calibration date at the 

time of certification. 
 
101.00 The HEPA filtered air changes per hour (ACPH) were measured for the 

compounding rooms. 
 

101.01 ISO Class 7 sterile compounding room is certified as having a 
minimum of 30 ACPE with at least 15 ACPH from outside air 
sources. 

 
101.02 ISO Class 7 anteroom (required if connected to a NIOSH 

hazardous compounding clean/buffer room) is certified as having a 
minimum of 30 ACPH. 

 
101.03 ISO Class 8 anteroom is certified as having the recommended 

minimum of 20 ACPH. {Recommended} 
 

101.04 ISO Class 7 hazardous sterile compounding room is certified as 
having a minimum of 30 ACPH. 
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101.05 If a CACI is used in a non-HEPA filtered room, the room is certified 
to maintain a minimum of 12 ACPH. 

 
102.00 Air pattern analysis using smoke testing was performed under dynamic 

conditions (people working in the hoods and rooms).  The smoke flow is 
described in the report for the various tests as turbulent, sluggish, smooth, 
etc. 

 
102.01 Air pattern analysis was conducted at the critical area (direct 

compounding area inside the ISO Class 5 PEC) to demonstrate 
unidirectional airflow and sweeping action over and away from the 
product under dynamic conditions (personnel compounding or 
simulating compounding in PEC). 

 
102.02 Air pattern analysis was conducted to confirm positive pressure 

(and negative pressure into hazardous compounding rooms) at all 
points around all openings, doorways, and pass-throughs. 

 
102.03 Air pattern analysis was conducted around particle generating 

equipment while the equipment was in operation to confirm airflow. 
 
103.00 Differential air pressure between rooms was measured. 
 

103.01 The differential pressure measured was at least 0.02” water column 
positive from the clean/buffer room to the anteroom and between 
the anteroom and all adjacent spaces with the doors closed. 

 
103.02 The differential pressure measured was at least 0.01” water column 

negative from the hazardous clean/buffer room to the anteroom 
with the doors closed. 

 
104.00 Displacement airflow between rooms or areas were measured; required 

for a clean/buffer room without a door that closes to the anteroom – may 
be an open space or may have plastic strips in doorways. 

 
104.01 Displacement airflow (for low and medium-risk non-hazardous 

rooms only) was measured at a minimum differential velocity of 40 
feet per minute from the clean/buffer room to the anteroom. 

 
105.00 Particle counts of particles 0.5 um and larger were measured under 

dynamic conditions. 
 

105.01 ISO Class 5 areas and hoods are certified as having less than 
3,520 particles per cubic meter of air (100 particles per cubic foot). 

 
105.02 ISO Class 7 areas are certified as having less than 352,000 

particles per cubic meter of air (10,000 particles per cubic foot). 
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105.03 ISO Class 8 areas are certified as having less than 3,520,000 
particles per cubic meter of air (100,000 particles per cubic foot). 

 
106.00 HEPA filter tests were performed. 
 

106.01 All room HEPA filters were leak tested and if leaks found, they 
were fixed. 

 
 106.02 All PEC HEPA filters were leak tested and if leaks found, they  

were fixed. 
 
107.00 PECs with failed tests are not used for compounding until the conditions 

are corrected and verified by subsequent testing. 
 
108.00 Viable air (every six months) and surface sampling (periodically) tests 

have been conducted. 
 

108.01 Appropriate growth media used (containing tryptic soy agar 
medium with polysorbate and lecithin (TSApl) added to neutralize 
cleaning agents for surface sampling) with appropriate 
corresponding incubation time and temperature used. 

 
108.02 Viable air sampling by active impaction using a volumetric air 

sampling device. 
 

108.03 Air samples were taken in each ISO Class 5 PEC, and in each 
sterile compounding room and anteroom, and the samples are at 
least 400 liters in volume. {Recommendation for ISO Class 5 PEC 
is 1,000 liters.} 

 
108.04 Surface samples performed on all direct compounding areas inside 

of each ISO Class 5 PEC, in each room, inside any pass-throughs, 
and on surfaces likely to be contaminated due to position relative to 
doorways, etc. 

 
108.05 Viable air and surface samples did not exceed USP action levels 

(or internal action levels if more restrictive): 
   Classification  Air Sample  Surface Sample 
   ISO Class 5  > 1 CFU/m3  > 3 CFU/plate 
   ISO Class 7  > 10 CFU/m3  > 5 CFU/plate 
   ISO Class 8  > 100 CFU/m3 > 100 CFU/plate 

 
108.06 CFUs detected by any means (viable air or surface sampling, 

gloved fingertip testing, failed sterility tests, etc.) are analyzed to 
determine the organism down to the genus. 
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108.07 If the number of CFUs detected in the rooms exceeds action levels, 
compounding ceases, immediate remediation and investigation into 
the cause conducted, and compounding not resumed until 
subsequent tests are performed successfully . 

 
108.08 If the number of CFUs detected in the PECs exceeds action levels, 

begin immediate remediation, including recleaning, retraining and 
retesting, and conduct investigation into the causes. 

 
108.09 If any highly pathogenic (i.e., mold, yeast, coagulase positive 

staphylococcus, or gram negative rods) were detected in the PECs 
(whether or not the number of CFUs exceeds action levels), begin 
immediate remediation including recleaning, retraining and 
retesting, and conduct investigation into the causes. 

 
108.10 The testing report indicates growth promotion testing or 

documentation and sterility quality control testing of the media 
plates was performed.{Recommendation} 

 
108.11 The testing results report includes media lot numbers and 

expiration dates and a signature of the laboratory analyst and/or 
reviewer. {Recommendation} 

 
109.00 Facilities performing routine air or surface sampling with internal qualified 

personnel routinely verify sampling procedures. 
 
 
Compounding Equipment 
 
110.00 Appropriate equipment and utensils are available, clean, and in good 

working order.  Automated, mechanical, or electronic equipment 
(autoclaves, ovens, etc.) are periodically inspected, and calibrated yearly 
or in accordance with the equipment manufacturer guidelines. 

 
111.00 All environmental monitoring equipment and gauges (differential pressure 

gauges or probes, air flow and velocity measuring equipment for rooms 
not fully enclosed, etc.) are periodically inspected, and calibrated yearly or 
in accordance with the equipment manufacturer guidelines.  Calibration is 
documented. 

  
112.00 All temperature and humidity (where applicable) monitoring devices 

(thermometers, hygrometers, probes, etc.) are periodically inspected, and 
calibrated yearly or in accordance with equipment manufacturer 
guidelines.  Calibration is documented. 

 
113.00 PEC (hood) prefilters are checked and replaced regularly. 

{Recommended} 
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114.00 Where Automated Compounding Devices (ACDs) are used for sterile 
compounding (such as repeater pumps), there is a policy and procedure 
for their use and calibration. 

 
114.01 There is documentation of the ACD tubing being changed or 

discarded every 24 hours. 
 
 114.02 The ACD is used when performing media fill testing. 
 
 
Compounding Procedures 
 
115.00 Gloves and critical sites are sanitized with adequate frequency and with 

an approved disinfectant, such as sterile 70% isopropyl alcohol (IPA) 
spray and a non-linting wipe. 

 
116.00 Objects that shed particles are prohibited in the clean/buffer room area, 

including pencils, cardboard cartons, paper towels, reading material, and 
cotton items, e.g., gauze pads. 

 
117.00 Essential paper related products (syringe overwraps, work records 

contained in a protective plastic sleeve) are wiped down with sterile 70% 
IPA before being brought into the clean/buffer room area. 

 
118.00 Supplies required for the scheduled operations of the shift are prepared 

and decontaminated by wiping or spraying the outer surface with sterile 
70% IPA (or removing the outer wrap as the item is introduced into the 
aseptic work area) and brought into the clean/buffer room in a bin or on a 
movable cart. 

 
119.00 Compounding employees are using appropriate aseptic technique. 
 
120.00 Compounding personnel ascertain that ingredients for compounded sterile 

preparations are of the correct identity and appropriate quality by reading 
vendors’ labels, and a unit-by-unit physical inspection of the product 
before use. 

 
121.00 All rubber stoppers of vials and bottles and the neck of ampoules are 

sanitized every time with sterile 70% IPA (and a wait of at least ten 
seconds to dry) prior to the introduction of a needle or spike for the 
removal of the product. 

 
122.00 Single-dose vials exposed to ISO Class 5 or cleaner air are used within 

six hours of the initial puncture and any remaining contents discarded; if 
used in less than ISO Class 5 air, they are used within one hour of the 
initial puncture and any remaining contents discarded. 

 
123.00 The remaining contents of opened single-dose ampoules (or vials where 

container closure system has been removed) are discarded immediately. 
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124.00 Multiple-dose vials formulated for removal of portions on multiple 

occasions are used within 28 days (or the manufacturer’s specific BUD if 
less) after the initial entry or puncture and any remaining contents 
discarded. 

 
125.00 The Compounding Record is complete with the following minimum data 

elements: 
 
 125.01 Official or assigned name, strength, and dosage of the preparation; 
 
 125.02 Names, lot numbers, and expiration dates of all components; 
 
 125.03 Total quantity or number of units compounded; 
 
 125.04 Person compounding the preparation; 
 
 125.05 Person performing the quality control procedures; 
 
 125.06 Person who approved the preparation; 
 
 125.07 Date of compounding; 
 
 125.08 Assigned internal identification number or prescription number; 
 
 125.09 Assigned BUD and reference if extended beyond USP guidelines; 
 
 125.10 Duplicate label; 
 
 125.11 Sterilization method (if applicable); and 
 

125.12 Indication of the quality control procedures to perform (testing, 
filter integrity, etc.) and results of the testing, quality control issues, 
and investigation and recall, if applicable. 

 
126.00 Procedure for in-process checks is followed.  These checks indicate that 

appropriate procedures and packaging are followed for each step, 
including addressing pharmacist verification of steps performed by non-
pharmacists and visual inspection of product.  Documentation of the 
compounding accuracy is recommended to be performed by someone 
other than the compounder to ensure proper measurement, reconstitution, 
and component usage. 

 
127.00 Labels on batch preparations include the name and quantity of all 

contents, date, and time of preparation (or internal code indicating this 
information), preparer and verification pharmacist identifiers, stability 
(BUD), and any auxiliary labels indicated including appropriate packaging 
and labeling of hazardous materials. 
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127.01 Labels on batch single-use containers are clearly marked as 
“Single Use Only.” {Recommended} 

 
128.00 Labels on patient-specific containers, in addition to standard label 

requirements, also include names and quantity or concentration of active 
ingredients, BUD, total volume, route of administration, storage conditions 
and other information for safe use. 

 
128.01 Labels on patient-specific single-use containers are clearly marked 

as “Single Use Only.” {Recommended} 
 
129.00 Inspect several different finished products and look for any particulates.  

Do any of the finished products inspected show any evidence of 
particulates?  If so, list the products including lot and expiration date and 
obtain photos if possible.  Request the product be quarantined and notify 
Board office immediately. 

 
130.00 Preparations without additional stability testing or supported by data are 

assigned BUDs within USP <797> guidelines: 
• Low Risk: 48 hrs room – 14 days refrigerated – 45 days frozen; 
• Medium Risk: 30 hrs room – 9 days refrigerated – 45 days frozen; 
• High Risk: 24 hrs room – 3 days refrigerated – 45 days frozen.  

 
131.00 If extended BUDs are assigned, they are supported with stability 

documentation – preparation must exactly match the preparation tested 
by the facility including concentration of all active ingredients, excipients, 
etc. 

 
132.00 If extended BUDs are assigned, has the facility has performed its own 

stability testing. 
 
133.00 Compounded multiple-dose vials with extended BUDs assigned have 

additional instruction provided that indicates remainder must be discarded 
28 days after first puncture or use. 

 
134.00 Filter Sterilization in an ISO Class 5 environment and documentation 

includes: 
 

134.01 If the compounded preparation contains large particles, a prefilter is 
placed upstream from the sterilizing filter. 

 
134.02 The 0.2 micron sterile microporous membrane filter used to sterilize 

compounded sterile preparations is chemically and physically 
compatible with the compounded sterile preparation; and the filter 
is intended for human-use applications for sterilizing compounded 
sterile preparations (labeling does not indicate ‘research only’ or 
‘laboratory use’ only); 
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134.03 Is the appropriate capacity filter being used for the volume being 
filtered? 

 
134.04 Filtering is completed rapidly without filter replacement; and 
 
134.05 Confirmation of filter integrity (bubble testing) is performed and 

value documented for each filter used with each batch sterilized by 
filtration. 

 
135.00 Steam Sterilization documentation includes: 
 

135.01 The autoclave has been validated for the exposure time and mass 
of the items to be sterilized; 

 
135.02 Ensures live steam contacts all ingredients and surfaces to be 

sterilized, effectiveness verified with biological indicators and 
temperature sensing devices; 

 
135.03 Solutions are passed through a 1.2 micron or small filter into the 

final containers to remove particulates before sterilization; 
 
135.04 Heated filtered air is evenly distributed throughout the chamber with 

a blower; 
 
135.05 That the compounded sterile preparation will not be adversely 

affected by the steam and heat; and 
 
135.06 The description of steam sterilization includes conditions and 

duration for specific compounded sterile preparations. 
 
136.00 Dry Heat Sterilization documentation includes: 
 

136.01 Dry heat is only used for those items that cannot be sterilized by 
steam or would be damaged by moisture; 

 
136.02 Sufficient space is left between materials to allow for air circulation; 
 
136.03 The description of dry heat sterilization includes conditions and 

duration for specific compounded sterile preparations; 
 
136.04 That the effectiveness of dry heat sterilization is verified each time 

using appropriate biological indicators; and 
 
136.05 The oven is equipped with a system for controlling and recording 

temperature and exposure period. 
 
137.00 Depyrogenation by Dry Heat documentation includes: 
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137.01 Dry heat depyrogenation is used to render glassware and 
containers (such as vials) free from pyrogens as well as viable 
microbes; 

 
137.02 The description of the cycle and duration for specific load items; 
 
137.03 The effectiveness of the cycle is verified using endotoxin challenge 

vials (EVCs); and 
 
137.04 Bacterial endotoxin testing is performed on the ECVs to verify the 

cycle is capable of achieving a three log reduction in endotoxins. 
 
138.00 Other methods of sterilization are used with documented procedures and 

validation performed. 
 
 
Finished Preparation Release Checks and Tests 
 
139.00 Are products visually checked for particulates or other foreign matter 

against both a light and a dark colored background as a condition of 
release? 

 
140.00 Are there checks for container, closure integrity, and any other apparent 

visual defects? 
 
141.00 Is compounding accuracy documented by verification of steps? 
 
142.00 Is verification of ingredient identity and quantity verified?  Is there a 

reconciliation of components? 
 
143.00 Are labels verified as being correct and is a copy of the label included in 

the record? 
 
144.00 Sterility Testing complies with USP <71>.  If testing is performed to a 

more stringent standard, describe in inspection notes. 
 
 144.01 Sterility testing includes both bacterial and fungal testing. 
 

144.02 Sterility testing is performed on all compounded sterile preparations 
that have extended BUDs. 

 
144.03 Sterility testing is performed for high-risk compounded sterile 

preparations prepared in batches of more than 25 identical 
containers. 

 
144.04 Sterility testing is performed for compounded sterile preparations 

exposed longer than 12 hours at 2°C to 8°C or longer than 6 hours 
at warmer than 8°C before being sterilized. 
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 144.05 The appropriate quantities of units are sterility tested: 
• For parenterals: 
 For less than 100 units, test 10% or 4 units, 

      whichever is greater; 
 For 100 to 500 units, test 10 units; and 
 For more than 500 units, test 2% or 20 units, 

      whichever is less. 
• For large-volume parenterals: 
 2% of the units or 10 containers, whichever is less. 

• For non-parenterals (eye drops, inhalation, etc.): 
 For less than 200 units, test 5% or 2 containers, 

      whichever is greater; 
 For 200 or more units, test 10 containers; or 
 If the product is packaged in unit doses, use the 

      parenteral testing parameters above. 
 

144.06 For products failing testing, product is quarantined, and an 
investigation is performed including microbial identification and 
action taken. 

 
144.07 If items are dispensed or distributed prior to sterility testing 

completion, there is a written procedure requiring daily observation 
of the incubated media.  If there is any evidence of microbial 
growth, there is an immediate recall and both the patient and the  
physician/prescriber for the patient to whom a potentially 
contaminated compounded sterile preparation was administered 
are notified of the potential risk. 

 
145.00 Endotoxin Testing complies with USP <85>.  If testing is performed to a 

more stringent standard, describe in inspection notes. 
 

145.01 Is endotoxin testing performed for all high-risk level compounded 
sterile preparations for administration by injection prepared in 
groups of more than 25 single-dose packages, such as ampoules, 
bags, syringes, vials, etc.? 

 
145.02 High-risk compounded sterile preparations prepared in multiple 

dose vials for administration to multiple patients. 
 

145.03 High-risk compounded sterile preparations exposed longer than 12 
hours at 2°C to 8°C (25°F to 46°F) or longer than 6 hours at 
warmer than 8°C (46°F) before they are sterilized. 

 
145.04 For products failing testing, product is quarantined, and an 

investigation is performed and action taken. 
 
146.00 Potency Testing is performed. {Recommended} 
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Patient Counseling and Communication 
 
147.00 Do patient/caregiver training programs or materials contain information 

and precautions regarding the handling and disposal of hazardous 
products such as chemotherapy medications? 

 
148.00 Are required printed drug information materials (drug information, PPI, 

MedGuides, etc.) provided for the compounded products? 
 
149.00 Are patients instructed on the signs of product instability or contamination 

(as appropriate) and to report any changes in the physical characteristics 
of the product to the pharmacy? 

 
150.00 Product recalls include documentation that both the patient AND the 

physician/prescriber of the potentially contaminated compounded sterile 
preparation was administered are notified of the potential risk. 
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Revision History 
 
08-30-2017 Version 1.1 006.00 Changed question relative preparation of 

copies of commercially approved products to 
limit it to certain circumstances. 

 
    006.03 Deleted item due to specific data requested in 

006.00. 
 

007.02 New question requests additional information 
relative to BUD in low-risk compounding. 

 
007.03 New question requests additional information 

about testing for BUD in low-risk compounding. 
 

008.02 New question requests additional information 
relative to BUD in medium-risk compounding. 

 
008.03 New question requests additional information 

about testing for BUD in medium-risk 
compounding. 

 
009.02 New question requests additional information 

relative to BUD in high-risk compounding. 
 

009.03 New question requests additional information 
about testing for BUD in high-risk 
compounding. 

 
010.01 Deleted item due to absence of parameter in 

USP chapter. 
 

012.02 Observation: when USP chapter is final, will 
need to change pressure parameter from 
“0.01” to “0.03”. 

 
    016.00 Deleted reference to nonsterile preparations. 
 

017.00 New question asking about use of scales or 
balances in compounding of sterile 
preparations. 

 
017.01 New question asking details about scales 

used. 
 
    017.02 New question asking about electronic scales. 
 

021.00 Question about pharmacy’s continuous quality 
improvement (CQI) program relative to 
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compounding of sterile preparations. 
     
    021.01 thru 021.12 Additional questions about different 

aspects of the pharmacy’s CQI program. 
 
    023.00 Added clarification “for human use”. 
 
    027.02 Deleted item; not covered in USP chapter. 
 
    027.03 Deleted item; not covered in USP chapter. 
 
    027.04 Deleted item; not covered in USP chapter. 
 
    038.01 Deleted recommendation re hand-free sink. 
 

040.00 Observation: Future revision of USP 797 will 
removed heated hand dryer. 

 
045.01 Clarification; requirement, not 

recommendation. 
 
048.01 Clarification re temperature standards. 
 
048.03 Clarification re temperature standards. 
 
048.04 Clarification re temperature standards. 
 
048.06 Clarification re temperature standards. 
 
064.01 New item seeking additional detail. 
 
065.00 Clarification – sanitizing vs cleaning. 
 
067.00 Clarification re timing of floor cleaning. 
 
071.00 Clarification re time for cleaning activities. 
 
085.01 Clarification – deleted media fill tests. 
 
099.04 Clarification; changed “standards” to 

“procedures.” 
 
099.05 Clarification allows for alternative procedures 

equivalent or superior to listed reference. 
 
099.06 Adds additional person beyond PIC. 
 
101.03 Clarification – recommendation, not 

requirement. 
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108.00 Clarification of timing of samples. 
 
108.06 Clarification – deleted media fills. 
 
108.07 Clarification re CFUs on clean rooms. 
 
108.08 New question relative to CFUs in PECs; 

distinct from 108.07. 
 
108.09 Clarification re action plans on CFUs. 
 
108.10 Clarification; recommendation, not 

requirement. 
 
108.11 Clarification; recommendation, not 

requirement. 
 
109.00 Clarification re sampling procedures. 
 
112.00 Clarification re monitoring devices. 
 
113.00 Deleted this item due to its relocation. 
 
123.00 Clarification on single-dose containers. 
 
128.00 Clarification on labeling of patient-specific 

containers. 
 
134.02 Added example of inappropriate use of filters. 
 
134.03 New item for additional data point re filters. 
 
139.00 Clarification of visual checks prior to release. 
 
140.00 Additional detail re visual checks prior to 

release. 
 
144.00 Allows for alternative but superior standard for 

sterility testing. 
 
144.03 Clarification of standard for sterility testing in 

high-risk compounding. 
 
145.00 Allows for alternative but superior standard for 

endotoxin testing. 
 
147.00 Item deleted; standards incorporated 

elsewhere in blueprint. 
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General Pharmacy 
 
001.00 Is the Pharmacist-in-Charge (PIC) or pharmacy manager/director present 

for the inspection? 
 
002.00 Are photographs allowed during the inspection? 
 
 
General Operations & Licensure 
 
003.00 Are pharmacy licenses, permits, and registrations (state, controlled 

substance, DEA, etc.) posted? 
 

004.00 Is the Radiation Safety Officer (RSO) the same as is listed on the 
Radioactive Materials (RAM) license?  

  
005.00 Is the PIC an Authorized User (AU) on the RAM license?  List all Aus. 
 
006.00 Is the most recent board of pharmacy inspection report available for 

review? 
 

006.01 Were any deficiencies noted? 
 
007.00 Is the most recent Nuclear Regulatory Commission (NRC) or Dept. of 

Environmental Quality (DEQ) inspection report available for review? 
 
 007.01 Were any deficiencies noted? 
 
008.00 Has this pharmacy been inspected by any other state for which it holds a 

license? 
 
009.00 Is the pharmacy operating under an exemption or restriction granted by 

the state in which the pharmacy is located or by any other state in which 
the pharmacy is licensed? 

 
010.00 Is the pharmacy operating under a variance or waiver granted by the state 

in which the pharmacy is located or by any other state in which the 
pharmacy is licensed? 

 
011.00 Has the pharmacy been inspected or visited by the DEA? 
 
012.00 Has the pharmacy been inspected by the FDA? 
 
013.00 Has the pharmacy been inspected by the Environmental Protection 

Agency (EPA), Department of Transportation (DOT), or any other outside 
agency? 

 
014.00 Does the pharmacy hold any accreditations or certifications? 
 

DRAFT



Module IV – Version 1.0 Page 4 of 36                                            Effective 05-15-2018 
 

015.00 Has the pharmacy held any accreditations or certifications in the past that 
they no longer hold? 

 
016.00 Were any deficiencies detected on the last internal audit? 
 
017.00 Does this pharmacy handle investigational drug (IND) 

radiopharmaceuticals? 
 
018.00 Does the pharmacy distribute compounded preparations to practitioners 

for  “office use” or “physician use”? 
 
019.00 Does the pharmacy distribute compounded preparations to hospitals, 

clinics, or surgery centers? 
 
020.00 When the pharmacy delivers or distributes pharmaceuticals, does the 

pharmacy maintain a copy of each customer’s current RAM 
license/registration? 

 
021.00 Does the pharmacy provide compounded preparations to other 

pharmacies for dispensing? 
 
022.00 Does the pharmacy purchase any compounded preparations from other 

entities for dispensing to patients? 
 
023.00 Does the pharmacy only make essential copies of a commercially 

available drug product on the Drug Shortage List or that is justified by a 
documented medical need of the individual patient as determined by the 
prescribing practitioner? 

 
023.01 If yes, products are verified as appearing on the Drug Shortage List 

in effect under Sec. 506E of the Federal Act at the time of 
compounding, distribution and dispensing. 

  
023.02 If yes, the Drug Shortage List is monitored and when a drug 

product is no longer on the list, any remaining stock is quarantined 
and not available for distribution or dispensing. 

 
024.00 Nonsterile Compounding: Does the pharmacy compound oral 

preparations (capsules, liquids, etc.)? 
 
025.00 Sterile Compounding: Does the pharmacy compound parenteral 

preparations? 
 
026.00 Sterile Compounding: Does the pharmacy compound parenteral 

suspensions? 
 
027.00 Sterile Compounding: Does the pharmacy compound inhalation 

preparations? 
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028.00 Does the pharmacy perform testing in-house (such as purity, 
radiochemical purity, potency, sterility, endotoxin, environmental 
monitoring)? 

 
029.00 Does the pharmacy send samples to an outside lab to perform testing? 
 
 
Policy & Management 
 
030.00 Policies and procedures (P&P) for the program are maintained in the 

pharmacy in an immediately retrievable form. 
  
031.00 Do the P&Ps include the prescription processing, compounding, 

dispensing, delivery, receipt and storage, and the handling of hazardous 
drugs, and handling infectious waste and spills? 

 
032.00 Are the P&Ps reviewed and updated regularly? 
 
033.00 Are systems in place for the ongoing monitoring of state and federal laws 

and rules for changes in those laws or rules? 
 
034.00 Is there a statement in the P&P, or are other means used, that the most 

stringent laws or rules are followed? 
 
035.00 Does the pharmacy maintain all required records, including but not limited 

to prescription files and invoices, on site? 
 
036.00 Does the pharmacy have access to appropriate law references, including 

state and federal regulations, including for those states in which the 
pharmacy is licensed, as well as the NRC? 

 
037.00 Does the pharmacy have access to appropriate dosage and toxicology 

references? 
 
038.00 Does the pharmacy have access to appropriate practice-specific 

references (nuclear, geriatric, pediatric, etc.)? 
 
039.00 Are Safety Data Sheets (SDS) [formerly known as Material Safety Data 

Sheets (MSDS)] available to personnel for drugs and chemicals used in 
the pharmacy (including those for compounding, if applicable)? 

 
040.00 Does the pharmacy have a hazardous waste handling and collection 

system? 
 
 
Quality Assurance / Quality Improvement (QA/QI) 
 
041.00 Is there a documented continuous quality improvement (CQI) program for 

the purpose of detecting, documenting, assessing, and preventing Quality 
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Related Events (QREs)? 
 
042.00 Is QA data kept on site? 
 
043.00 Are quality self-audits performed? 
 
044.00 Is Quality Related Event (QRE) defined? 
 
 044.01 Is there a form to fill out for a QRE? 
 

044.02 Reporting: Incidents of QREs are reported to a nationally-
recognized error reporting program, an outside peer review 
committee, or a patient safety organization. 

 
045.00 Are external errors documented and tracked? 
 
046.00 Are internal errors documented and tracked? 
 
047.00 Are complaints documented, tracked, and investigated as appropriate and 

the information is used as part of the CQI program? 
 
048.00 Are reports of contamination or instability of compounded preparations 

documented, investigated, and tracked, and is there a recall system in 
place? 

 
049.00 Does the pharmacy CQI program include viable environmental 

monitoring? 
 

049.01 Does the facility QA program identify action limits or thresholds and 
the appropriate follow-up mechanisms when action limits or 
thresholds are exceeded, including a recall system. 

 
049.02 Are deficiencies in compounding, labeling, packaging, and quality 

testing and inspection identified and corrected? 
 
050.00 Are pharmacy information systems and technology performance issues 

measured and tracked? 
 
051.00 Are any other measurements tracked and analyzed? 
 
052.00 QRE data collected is analyzed to assess causes and any contributing 

factors (root cause). 
 
053.00 Is data trended over time, e.g., against previous years’ data? 
 
054.00 Quality meetings are held at least annually by staff members of the 

pharmacy to consider the effects on quality of the pharmacy system due 
to staffing levels, workflow, and technological support. 
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055.00 Have process or policy changes or improvements been made based upon 
other data collected in the QA/QI program? 

 
056.00 Improvements or changes made are evaluated for performance to 

measure the effectiveness of the CQI program. 
 
 
Animal Compounding Compliance 
 
057.00 The compounding meets the same standards as compounding for human 

patients. 
 
058.00 The pharmacist is knowledgeable or has references regarding the 

individual species’ limitations in physiology and metabolic capacity that 
can result in toxicity when certain drugs or excipients are used. 

 
059.00 For therapy doses, the pharmacy obtains appropriate information to 

assess correct dosage such as animal species, breed, or weight. 
 
060.00 It is determined and documented if the animal is used for food (meat, milk, 

eggs, etc.) or that the animal is a pet. 
 
061.00 The facility has a list of drugs and components not allowed when 

compounding for food-producing animals. 
 
062.00 The pharmacist is familiar with, or has a reference regarding, drug 

residues in the food chain and withdrawal times if compounding for food-
producing animals. 

 
063.00 The pharmacist is familiar with, or has a reference regarding, regulations 

for drug use in performance animals, e.g., race or show horses, racing 
dogs, etc. 

 
 
Personnel Information 
 
064.00 Is there a process for periodic verification of validity of personnel licenses 

(registrations)? 
 
065.00 Are all personnel wearing name tags that clearly identify if they are a 

pharmacist , intern, or technician? 
 
066.00 If the pharmacy uses relief personnel from outside agencies to perform 

sterile compounding, the training and certifications are verified. 
 
067.00 Does the pharmacy have Visiting Authorized Nuclear Pharmacists? 
 

067.01 Do the visiting nuclear pharmacists have written authorizations on 
file? 
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067.02 Are the visiting nuclear pharmacists’ licenses on file in the 
pharmacy? 

 
 067.03 Are visiting nuclear pharmacists limited to 60 days per year or less? 
 

067.04 Are all records associated with the visiting nuclear pharmacist 
maintained for at least 5 years after the last visit? 

 
068.00 Does the pharmacy have a technician policy that specifies what a 

technician is allowed and not allowed to do? 
 
069.00 Does the pharmacy maintain the proper technician to pharmacist ratio? 
 
070.00 Do employees undergo background checks upon hire? 
 
071.00 Do employees undergo drug testing upon hire? 
 
072.00 Is new hire training, including orientation, general pharmacy procedures, 

HIPAA, Radiation Safety/ALARA [as low as reasonably achievable], 
Occupational Safety & Health Administration (OSHA) blood borne 
pathogen, and hazardous materials handling performed and 
documented? 

 
073.00 Is ongoing annual training performed and documented, including topics 

such as HIPAA, Radiation Safety/ALARA, OSHA blood borne pathogen, 
or HAZCOM (OSHA’s Hazard Communication Program)? 

 
074.00 Is there a performance review process and is it documented? 
 
075.00 Is a procedure for corrective or disciplinary action in place and 

documented? 
 
 
Personnel Compliance 
 
076.00 Have all personnel of reproductive capacity who handle or compound 

radiopharmaceuticals / radioactive materials confirmed in writing they 
understand the risk of handling radiopharmaceuticals / radioactive 
materials? 

 
077.00 Is there documentation of training for other employees (including drivers, 

warehouse, receiving, administrative, clerks) who may have contact with 
radiopharmaceuticals / radioactive materials on handling the spills 
associated with them? 

 
078.00 Personnel demonstrate knowledge and can verbalize the principles of the 

safe use of RAM – time (working quickly / efficiently), distance (not 
handling RAM directly, using tongs), and shielding (using lead containers 
and shields in work areas). 
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079.00 Personnel demonstrate knowledge of emergency procedures and are able 
to point out the locations of the eyewash station, emergency spill kit, and 
can verbalize how to handle contamination, including reporting. 

 
080.00 Nonsterile Compounding: There is documentation that the training 

includes cleaning and disinfection, garb, and manipulation of ingredients, 
including quality testing, labeling, and RAM handling. 

 
081.00 Nonsterile Compounding: There is documentation that the training 

process for the preparation of compounds includes demonstration of the 
compounding procedure first, followed by the trainee performing the 
procedure under supervision successfully before trainee is allowed to 
perform compounding independently. 

 
082.00 Nonsterile Compounding: There is documentation that training includes 

the operation of any equipment that may be used when preparing 
compounded products. 

 
083.00 Nonsterile Compounding: There is documentation that employees 

performing nonsterile compounding are evaluated at least annually on 
compounding competency, including compounding technique, equipment, 
and materials handling. 

 
084.00 Sterile Compounding: There is documentation that all compounding 

personnel have passed initial and subsequent annual written exams that 
include QA procedures for the appropriate compounding risk levels 
including RAM. 

 
085.00 Sterile Compounding: There is documentation that all compounding 

personnel have passed initial and subsequent annual competency 
assessments of aseptic compounding skills using observational audit tools 
including handling RAM. 

 
086.00 Sterile Compounding: There is documentation that new compounding 

personnel have passed initial observed gowning procedures and three 
gloved fingertip sampling tests. 

 
087.00 Sterile Compounding: There is documentation that compounding 

personnel preparing low or medium risk level preparations have passed 
an annual observed gowning procedure and gloved fingertip sampling 
test. 

 
088.00 Sterile Compounding: There is documentation that a media fill test 

procedure is performed for each compounding employee at least annually 
for individuals that prepare low or medium risk level preparations. 
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089.00 Sterile Compounding: The media fill testing procedures include: 
 

089.01 Media selection, including obtaining Certificates of Analysis or 
growth promotion certification from suppliers; 

 
 089.02 Fill volume; 
 
 089.03 Incubation time and temperature; 
 
 089.04 Inspection of filled units; 
 
 089.05 Documentation; 
 
 089.06 Interpretation of results; and 
 
 089.07 Action levels set with the corrective actions required. 
 
090.00 High-Risk Sterile Compounding: There is documentation that 

compounding personnel have passed an observed gowning procedure 
and gloved fingertip sampling test every six months. 

 
091.00 High-Risk Sterile Compounding: There is documentation that a media 

fill test procedure is performed for each compounding employee at least 
every six months. 

 
092.00 Sterile and Nonsterile Compounding: Are all personnel that perform 

cleaning activities in the compounding areas appropriately trained, 
including housekeeping or other outside personnel if used for cleaning? 

 
 
Facility & Security 
 
093.00 Is entry to prescription product storage and processing areas limited to 

task-critical employees? 
 
094.00 Is entry into the compounding areas limited to task-critical employees, i.e., 

pharmacists and other trained and authorized pharmacy personnel? 
 
095.00 Are drugs secured to prevent unauthorized removal or access? 
 
096.00 Does the pharmacy have a working security / alarm system in place? 
 
097.00 Does the pharmacy have cameras? 
 
098.00 Does anyone have access to the pharmacy after hours in the absence of 

the pharmacist? 
 
099.00 Do pharmacy staff remain in the pharmacy if the pharmacist is absent on 

a meal break?  If so, is there a policy regarding what activities may or may 
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not be allowed during the pharmacist’s absence? 
 
100.00 Is the “Notice to Workers” [required by NRC] posted? 
 
101.00 Is the “Notice to Employees [NRC Form 3] posted? 
 
102.00 If the facility performs both sterile and nonsterile compounding, the areas 

are separated and distinct. 
 
103.00 Is the blood compounding area separate and distinct from the general 

compounding area? 
 

103.01 Are components used in compounding with blood products 
restricted to the blood compounding area (not used in other 
compounding area)? 

 
104.00 Are chemicals stored in the appropriate manner, e.g., per SDS? 
 
105.00 Are all volatile products, e.g., Xe-133 gas, liquid I-131 NaI, stored and 

manipulated in a negative pressure environment? 
 

105.01 If the pharmacy handles radioactive gases, are the clearance time 
and safety procedures posted? 

 
106.00 Are there housekeeping standards to ensure the environment is 

professional, safe, neat, and clean? 
 
107.00 Is the pharmacy clean and is there appropriate space for the prescription 

volume? 
 
108.00 Is there a heating and air conditioning system? 
 
109.00 Temperature monitoring is performed in drug storage areas (if separate 

from the compounding areas) and maintained within 20° to 25° C (68° to 
77° F), or more restrictive if warranted by specific drug product storage 
requirements. 

 
109.01 Temperature monitoring in the drug storage area is performed at 

least once daily and documented. 
 

109.02 Excursion action plan is in place, including evaluating excursion 
effects on drug product integrity. 

 
110.00 Humidity monitoring is performed in drug storage areas (if separate from 

the compounding areas) to provide humidity in the ranges warranted by 
specific drug product storage requirements, generally 35-60%. 

 
110.01 Humidity monitoring is in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/max. 
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110.02 Excursion action plan in place including evaluating excursion 

effects on drug product integrity. 
 
111.00 Are the refrigerator and freezer restricted to drug products only (no food)? 
 
112.00 Temperature monitoring in the refrigerator is performed at least once daily 

and documented.  Additionally, compounding personnel shall note the 
storage temperature when placing the product into or removing the 
product from the storage unit in order to monitor any temperature 
aberration.  Alternatively, continuous monitoring or retroactive detection 
using min/max may be used. 

 
112.01 Is the temperature in the refrigerator within the USP range (2° to 8° 

C or 36° to 46° F) or as specified by FDA approved labeling for 
drug product storage? 

 
113.00 Temperature monitoring in the freezer is performed at least once daily and 

documented.  Additionally, compounding personnel shall note the storage 
temperature when placing the product into or removing the product from 
the storage unit in order to monitor any temperature aberration.   

 
113.01 Is the temperature in the freezer within the USP range (-25° to -10° 

C or -13° to 14° F) or as specified by FDA approved labeling for 
drug product storage? 

 
114.00 Are there contingency plans in the event of power outage or refrigerator / 

freezer failure? 
 
115.00 Are there contingency plans in the event of heating or air conditioning 

failure? 
 
 
Environmental Monitoring Compliance 
 
116.00 Nonsterile Compounding: All PECs (primary engineering controls) have 

been certified within the last six months. 
 
117.00 Sterile Compounding: The most recent PEC and room certification 

report is available. 
 

117.01 All ISO Class 7 and 8 SECs (clean/buffer rooms and anterooms) 
have been certified within the last six months. 

 
117.02 All ISO Class 5 PECs (laminar airflow workbenches or areas, 

BSCs, CAIs, CACIs, and barrier isolators) have been certified 
within the last six months. 

 
117.03 Certification is performed at least every six months and whenever a 
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device or room is relocated or altered, or major service to the 
facility is performed.  

 
117.04 Certification procedures such as those outlined in the Controlled 

Environmental Testing Association (CETA)’s “Certification Guide 
for Sterile Compounding Facilities” (CAG-003-2006) shall be noted 
on the report.  

 
117.05 If the certification procedures used are not those outlined in 

“Certification Guide for Sterile Compounding Facilities” (CAG-003-
2006), the facility has performed a comparison and determined the 
procedures used are equivalent or better than the procedures 
outlined in “Certification Guide for Sterile Compounding Facilities” 
(CAG-003-2006). 

  
 117.06 The PIC or compounding supervisor is familiar with what testing is 

required and interpretation of results, ensures all testing is 
performed appropriately (under dynamic conditions where 
appropriate), has action levels identified, evaluates results to detect 
issues or trends, and action levels are further customized based on 
trended data of performance. 

 
118.00 The certification report includes information about the equipment used for 

performing each test including: identification of the equipment used by 
model, serial number, last calibration date (or when next calibration is 
due). 

 
118.01 The equipment used had not exceeded its calibration date at the 

time of certification. 
 
119.00 The HEPA filtered air changes per hour (ACPH) were measured for the 

compounding rooms. 
 

119.01 ISO Class 7 sterile compounding room is certified as having a 
minimum of 30 ACPH with at least 15 ACPH from outside air 
sources. 

 
119.02 ISO Class 8 anteroom is certified as having the recommended 

minimum of 20 ACPH. {Recommended} 
 

119.03 If a CACI is used in a non-HEPA filtered room, the room is certified 
to maintain a minimum of 12 ACPH. 

 
120.00 Air pattern analysis using smoke testing was performed under dynamic 

conditions (people working in the hoods and rooms).  The smoke flow is 
described in the report for the various tests as turbulent, sluggish, smooth, 
etc. 
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120.01 Air pattern analysis was conducted at the critical area (direct 
compounding area inside the ISO Class 5 PEC) to demonstrate 
unidirectional airflow and sweeping action over and away from the 
product under dynamic conditions (personnel compounding or 
simulating compounding in PEC). 

 
120.02 Air pattern analysis was conducted to confirm positive pressure 

(and negative pressure into required compounding rooms) at all 
points around all openings, doorways, and pass-throughs. 

 
120.03 Air pattern analysis was conducted around particle generating 

equipment while the equipment was in operation to confirm airflow. 
 
121.00 Differential air pressure between rooms was measured. 
 

121.01 The differential pressure measured was at least 0.02” water column 
positive from the clean/buffer room to the anteroom and between 
the anteroom and all adjacent spaces with the doors closed. 
[Radioactive licensing may prohibit anteroom from being positive to 
unrestricted general area.] 

 
121.02 The differential pressure measured was at least 0.01” water column 

negative from the room containing volatile products to the adjacent 
room with the doors closed. 

 
122.00 Displacement airflow between rooms or areas was measured; required for 

a clean/buffer room without a door that closes to the anteroom – may be 
an open space or may have plastic strips in doorways. 

 
122.01 Displacement airflow (for low and medium-risk non-hazardous 

rooms only) was measured at a minimum differential velocity of 40 
feet per minute from the clean/buffer room to the anteroom. 

 
123.00 Particle counts of particles 0.5 um and larger were measured under 

dynamic conditions. 
 

123.01 ISO Class 5 areas and PECs are certified as having less than 
3,520 particles per cubic meter of air (100 particles per cubic foot). 

 
123.02 ISO Class 7 areas are certified as having less than 352,000 

particles per cubic meter of air (10,000 particles per cubic foot). 
 

123.03 ISO Class 8 areas are certified as having less than 3,520,000 
particles per cubic meter of air (100,000 particles per cubic foot). 

 
124.00 HEPA filter tests were performed. 
 

124.01 All room HEPA filters were leak tested and if leaks found, they 
were fixed. 
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 124.02 All PEC HEPA filters were leak tested and if leaks found, they  

were fixed. 
 
125.00 Viable air (every six months) and surface sampling (periodically) tests 

have been conducted as required. 
 

125.01 PECs with failed tests are not used for compounding until the 
conditions are corrected and verified by subsequent testing. 

 
125.02 Appropriate growth media used (containing tryptic soy agar 

medium with polysorbate and lecithin [TSApl] added to neutralize 
cleaning agents for surface sampling) with appropriate 
corresponding incubation time and temperature used. 

 
125.03 Viable air sampling by active impaction using a volumetric air 

sampling device. 
 

125.04 Air samples were taken in each ISO Class 5 PEC, and in each 
sterile compounding room and anteroom, and the samples 
contained a sufficient volume of air (400 – 1,000 liters). 

 
125.05 Surface samples performed on all direct compounding areas inside 

of each ISO Class 5 PEC, in each ISO classified room, inside any 
pass-throughs, and on surfaces likely to be contaminated due to 
position relative to doorways, etc. 

 
125.06 Viable air and surface samples did not exceed USP action levels 

(or internal action levels if more restrictive): 
   Classification  Air Sample  Surface Sample 
   ISO Class 5  > 1 CFU/m3  > 3 CFU/plate 
   ISO Class 7  > 10 CFU/m3  > 5 CFU/plate 
   ISO Class 8  > 100 CFU/m3 > 100 CFU/plate 

 
125.07 CFUs detected by any means (viable air or surface sampling, 

gloved fingertip testing, failed sterility tests, etc.) are identified to 
the genus level. 

 
125.08 If any highly pathogenic microbes (i.e., mold, yeast, coagulase 

positive staphylococcus, or gram negative rods) were detected 
(whether or not the number of CFUs exceeds action levels), begin 
immediate remediation (e.g., recleaning and retesting), and 
conduct investigation into the source(s) of the contamination. 

 
126.00 Materials Tests: Molybdenum-99 breakthrough tests are performed and 

records kept for at least 5 years. 
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Product Ordering, Receipt, and Inventory 
 
127.00 Is the pharmacy restricted to buying prescription drugs from certain 

distributors or manufacturers? 
 
 127.01 If restricted, does the PIC approve the vendors? 
 
128.00 Are all orders received when the pharmacy is open? 
 
129.00 Does the pharmacy purchase any compounded preparations from other 

entities for dispensing to patients? 
 
130.00 Does the pharmacy make any sterile or nonsterile compounded 

preparations using bulk powder or liquid APIs (active pharmaceutical 
ingredients) such as I131 for capsules or solutions? 

 
130.01 Does the pharmacy verify that the manufacturer / repackager of the 

API is an FDA-registered facility? 
 

130.02 Does the pharmacy use APIs that are not from an FDA-registered 
facility? 

 
131.00 Does the computer system track on-hand quantities of products? 
 
132.00 Are orders generated and sent by the computer for prescription products, 

including controlled substances? 
 
133.00 Does the pharmacy maintain required inventories (such as change in PIC, 

theft/loss, etc.)? 
 
134.00 Are incidents of diversion or resignation/termination of personnel for 

cause reported? 
 
135.00 Does the pharmacy have a complete physical inventory of products 

performed at least once yearly? 
 
136.00 Does the pharmacy have a system in place to track prescription drug 

products in order to detect diversion or theft? 
 
137.00 Are all products inspected upon receipt to detect any packaging issues, 

damage, etc.? 
 
138.00 How are outdated, damaged, or recalled products segregated? 
 
139.00 Are non-RAM expired or damaged products destroyed on site? 
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Components 
 
140.00 Certificates of Analysis (COAs) are obtained for all bulk APIs (such as I131 

for making capsules and solutions) and for media used for viable testing. 
 
141.00 Certificates for each sealed source are kept on file. 
 
142.00 USP or NF grade substances are used, if available. 
 
143.00 APIs or other components have labeling indicating use for pharmaceutical 

compounding or manufacturing.  Labels do not indicate “For Research 
Purpose Only” or “Not for Drug Use” or “Veterinary Use Only” or are 
handwritten from other pharmacies. 

 
144.00 All substances and components have a complete label including a batch 

control or lot number, and an expiration date. 
 
145.00 For APIs without an expiration date assigned by the manufacturer or 

supplier, the pharmacy assigns a conservative expiration date. 
 
146.00 All APIs are labeled with the date they were received. 
 
147.00 If the pharmacy repackages APIs into smaller containers for ease of use, 

the expiration date assigned is conservative (typically the lesser of one 
year or the actual expiration date from the original container). 

 
148.00 Containers are labeled with appropriate OSHA hazard communication 

labels and are stored correctly. 
 
149.00 Nonsterile Compounding: Is water an ingredient?  If so, what type is 

used? 
 
150.00 Does the pharmacy use nonsterile empty vials and vial stoppers, or 

closures and terminally sterilize them with an on-site autoclave? 
 
 
Prescription/Order Processing 
 
151.00 Are any portions of the prescription processing performed at a different 

location? 
 
152.00 Does the pharmacy obtain a copy or verify the RAM license of the facility 

to which the radiopharmaceutical will be delivered? 
 
153.00 Does the pharmacy verify the state medical license of the physician 

identified on the facility RAM license? 
 
154.00 Is there a procedure to follow when a RAM license for the facility or the 

license of the prescriber cannot be obtained or verified? 

DRAFT



Module IV – Version 1.0 Page 18 of 36                                            Effective 05-15-2018 
 

 
155.00 Does the pharmacy have electronic prescription capability? 
 
156.00 Does the pharmacy provide routine maintenance to the pharmacy 

computer system, and is the information backed up? 
 
157.00 Is there a continuity plan should the system become inoperable? 
 
 
Patient Profiles and Communication 
 
158.00 Does the patient information gathered include patient contact information, 

age, date of birth, and gender? 
 
159.00 For therapy doses, does the pharmacy receive appropriate information to 

assess correct dosage, such as geriatric or pediatric weight-based doses? 
 
160.00 Does the pharmacist perform an evaluation of the dose, safety, and 

intended use of the preparation to be compounded? 
 
161.00 Does the pharmacy take back prescription drugs from customers? 
 
162.00 Are providers instructed on the signs of product instability or 

contamination (as appropriate) and to report any changes in the physical 
characteristics of the product to the pharmacy? 

 
163.00 Does the after-hours voicemail message have instructions on whom to 

contact based on urgency of issue? 
 
 
Patient Confidentiality 
 
164.00 Is the PIC also the HIPAA Privacy Officer? 
 
165.00 Is there a HIPAA policy in place for employees, vendors, and contractors? 
 
166.00 Do employees deemed nonessential to patient care have access to 

confidential patient information, such as delivery services? 
 
167.00 Is access to the pharmacy system limited to appropriate personnel? 
 
168.00 Are confidential documents shredded? 
 
169.00 Does the pharmacy destroy PHI (personal health information), including 

labeled prescription vials? 
 
170.00 Does the crisis plan include security of paper and electronic patient 

information? 
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Prescription Packaging and Transporting 
 
171.00 Does the pharmacy utilize employee drivers to deliver prescriptions to 

patients and/or facilities? 
 
172.00 Does the pharmacy utilize other services/carriers to deliver prescriptions 

to patients and/or facilities? 
 
173.00 There is a tracking system in place to verify delivery of prescription 

products. 
 
174.00 Deliveries of RAM are directly to a secure location at a healthcare facility. 
 
175.00 Is only authorized packaging used? 
 

175.01 Are DOT-7A performance test records on file for each type of 
packaging used by the pharmacy? 

 
 175.02 Is the packaging tamper-evident? 
 
 
Equipment 
 
176.00 Appropriate equipment and utensils rae available, clean, and in good 

working order. 
 
177.00 Appropriate instruments and meters (Geiger-Mueller survey meters, rate 

meters, Cutie Pie survey meters, etc.) are available, including 
documentation for use (policies and procedures and operating 
instructions). 

 
178.00 PEC prefilters are checked and replaced regularly. 
 
179.00 Is all equipment thoroughly cleaned promptly after each use to prevent 

cross contamination? 
 
180.00 Automated Compounding Devices (ACDs), such as repeater pumps, are 

used for sterile compounding, and there is a policy and procedure for their 
calibration and use. 

 
180.01 There is documentation of the ACD tubing being changed or 

discarded every 24 hours. 
 
 180.02 The ACD is used when performing media fill testing. 
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Nonsterile Compounding – Beyond Use Dating (BUD) 
 
181.00 BUDs are assigned from the day of preparation. 
 
182.00 BUDs are assigned based on dispensing in tight, light-resistant containers 

/ overpacks. 
 
183.00 Extended BUDs are supported by testing data. 
 
184.00 Extended BUDs are assigned and the facility has performed it own 

stability testing. 
 
185.00 BUDs for nonaqueous formulations are not later than the remaining time 

until the earliest expiration date of API and not later than six months. 
 
186.00 BUDs for water-containing oral formulations are not later than 14 days 

when stored at controlled cold temperatures (refrigerated). 
 
187.00 BUDs for water-containing semisolid formulations are not later than 30 

days. 
 
 
Nonsterile Compounding – Environment 
 
188.00 The nonsterile compounding area is a controlled environment and 

separate from the general pharmacy. 
 
189.00 The pharmacy performs nonsterile compounding in a ventilated cabinet. 
 
190.00 Ventilated cabinets used for nonsterile compounding are certified or 

tested periodically. 
 
191.00 There is sufficient space available for the type and amount of 

compounding performed and the space is orderly to prevent mix-ups 
between ingredients, containers, labels, in-process materials, and finished 
preparations. 

 
192.00 Only one preparation is compounded at a time. 
 
193.00 The compounding area is well-lit. 
 
194.00 Appropriate protective attire (gowns, gloves, masks, etc.) is available. 
 
195.00 There is a sink for the nonsterile compounding area with hot and cold 

potable water, soap or detergent, and air driers or single-use towels. 
 
196.00 Temperature in the compounding area is maintained to provide controlled 

room temperature of 20 to 25 C (68 to 77 F), or more restrictive if 
warranted by specific drug product storage requirements. 
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196.01 If drugs are stored in the compounding area, temperature 
monitoring is in place to detect any excursions (24/7) by continuous 
monitoring or retroactive detection using min/max. 

 
196.02 Excursion action plan is in place, including evaluating excursion 

effects on drug product integrity. 
 
197.00 Humidity in the compounding area is maintained to provide humidity in 

the ranges warranted by specific drug product storage requirements, but 
is recommended generally in the range of 35-60%. 

 
197.01 Humidity monitoring is in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/max. 
 

197.02 Excursion action plan is in place, including evaluating excursion 
effects on drug product integrity. 

 
198.00 All components, equipment, and containers are stored off the floor, and 

handled and stored to prevent contamination. 
 
199.00 All components and packaging containers and closures are properly 

rotated to use oldest first. 
 
 
Nonsterile Compounding – Documentation  
 
200.00 The pharmacy creates a Master Formulation Record the first time before 

compounding a new preparation. 
 
201.00 Every formulation is evaluated for incompatibilities and the potential for 

being ineffective or toxic. 
 
202.00 The Master Formulation Record includes: 
 
 202.01 Official or assigned name, strength, and dosage form; 
 
 202.02 All necessary calculations; 
 
 202.03 Description of all ingredients and their quantities; 
 

202.04 Compatibility and stability information including references (when 
available); 

 
 202.05 Equipment used for the preparation; 
 

202.06 Mixing instructions (order of mixing, temperatures, duration of 
mixing, and other pertinent factors); 

 
 202.07 Container used and packaging requirements; 
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 202.08 Assigned BUD information; 
 

202.09 Labeling information, including the name of and quantity or 
concentration of each active ingredient; 

 
 202.10 Description of the finished preparation; 
 
 202.11 Storage requirements; and 
 

202.12 Quality control procedures and expected results (e.g., dose 
measurement of capsule in the dose calibrator). 

 
203.00 The pharmacy creates a Compounding Record for each compound 

prepared. 
 
204.00 The Compounding Record includes: 
 
 204.01 Official or assigned name, strength, and dosage of the preparation; 
 
 204.02 Master Formulation record reference; 
 
 204.03 Sources, lot numbers, and expiration dates of all components; 
 
 204.04 Total quantity or number of dosage units compounded; 
 
 204.05 Person compounding the preparation; 
 
 204.06 Person performing the quality control procedures; 
 
 204.07 Person who approved the preparation; 
 
 204.08 Date of compounding; 
 
 204.09 Assigned internal identification number or prescription number; 
 
 204.10 Description of the final preparation; 
 
 204.11 Assigned BUD; 
 
 204.12 Duplicate label; 
 

204.13 Results of quality control procedures (weight range of filled 
capsules, pH of aqueous liquids, etc.); and 

 
204.14 Documentation of any quality control issues and any adverse 

reactions or preparation problems reported by the patient or 
caregiver, including investigation and recall, if appropriate. 
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Nonsterile Compounding – Compounding Procedures 
 
205.00 The Master Formulation Record and the Compounding Record have been 

reviewed by the compounder to ensure it is error-free. 
 
206.00 Compounding personnel ascertain that ingredients for compounded 

preparations are of the correct identity and appropriate quality, including a 
unit-by-unit inspection of the components. 

 
207.00 The containers and closures selected meet USP standards (from 

container supplier). 
 
208.00 Container selection determined by physical and chemical properties of the 

preparation. 
 
209.00 Compounding personnel maintain good hand hygiene and wear clean and 

appropriate clothing for the compounding being performed. 
 
210.00 Personnel don appropriate protective garb when performing 

compounding. 
 
211.00 Routine compounding procedures for batch preparation completed and 

verified according to written procedures, including: calculations correct, 
weighing and measuring performed correctly, order of mixing correct, and 
compounding techniques performed correctly. 

 
212.00 Procedures for in-process checks followed.  These checks indicate that 

appropriate procedures and packaging are followed for each step, 
including addressing pharmacist verification of steps performed by non-
pharmacists that includes visual inspection of product, and documentation 
of the compounding accuracy is performed to ensure proper 
measurement, reconstitution, and component usage.  Recommendation: 
compounding accuracy checked by a person other than the compounder. 

 
213.00 There are no deviations from the Master Formulation Record, unless they 

are approved and deemed appropriate by a pharmacist and a new Master 
Formulation Record is created. 

 
214.00 There is a procedure for cleaning which is followed, e.g., after each 

preparation, daily tasks, monthly tasks, etc. 
 
215.00 Personnel are appropriately garbed for protection when cleaning. 
 
 
Nonsterile Compounding – Release Checks 
 
216.00 The finished preparation is observed to appear as expected in the Master 

Formulation Record and documented. 
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217.00 As appropriate, the final completed preparation is assessed for weight, 
mixing, clarity, color, consistency, pH, and strength/activity, with results 
documented. 

 
217.01 Batch preparation (in anticipation of prescriptions) are of an 

appropriate volume and batch products in stock are all within their 
BUD (not outdated). 

 
217.02 Labels on batch preparations include the name and quantity of all 

contents, date and time of preparation (or internal code/lot number 
indicating this information), preparer and verification pharmacist 
identifiers, stability (BUD), and any auxiliary labels indicated, 
including appropriate packaging and labeling of hazardous 
materials. 

 
218.00 The immediate container shall be labeled with: 
 
 218.01 The standard radiation symbol; 
 
 218.02 The words “Caution – Radioactive Material”; 
 
 218.03 The name of the pharmacy; and 
 
 218.04 The prescription number. 
 
219.00 Does the labeling on patient-specific containers include?: 
 
 219.01 State required prescription label information; 
 

219.02 Identifiers for the person preparing the compound and performing 
the final verification; 

 
 219.03 BUD; 
 
 219.04 An indication that this is a compounded preparation; and 
 
 219.05 Any additional special handling requirements. 
 
220.00 The immediate outer container of a radioactive drug to be dispensed shall 

also be labeled with: 
 
 220.01 The standard radiation symbol; 
 
 220.02 The words “Caution – Radioactive Material”; 
 
 220.03 The name of the radionuclide; 
 
 220.04 The chemical form; 
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220.05 The amount of RAM contained, in millicuries (mCi) or microcuries 
(µCi). 

 
 220.06 If the radioactive drug is a liquid, the volume in milliliters; and 
 

220.07 The requested calibration time for the amount of radioactivity 
contained. 

 
 
Sterile Compounding – Environment  
 
221.00 The anteroom has a line of demarcation or other separation of the dirty to 

the clean side. 
 

221.01 Carts used to bring supplies from the storeroom are kept on the 
outside of the line demarcation. 

 
221.02 Carts used in the clean/buffer room are kept on the clean side of 

the line of demarcation. 
 
222.00 All surfaces of the sterile preparation compounding area carts, shelves, 

stools, chairs, and other items are resistant to disinfectants, non-
permeable, non-carpeted or upholstered, and low particulate count 
generating. 

 
223.00 Walls are constructed of durable materials, which are cleanable, such as 

epoxy-coated or heavy-gauge polymer material.  If panels are used, they 
are locked together and sealed. 

 
224.00 The ceiling surface shall be impervious and hydrophobic.  If tiles are used, 

they shall be locked and the seam between the tiles and where they meet 
the walls shall be caulked and sealed. 

 
225.00 The floor overlaid with wide sheet flooring and seamless or with heat 

welded seams, with cowing to the sidewall, and a sealed seam where the 
cowing meets the wall. 

 
226.00 The clean/buffer room or anteroom does not have dust collecting 

overhangs. 
 
227.00 The exposed surfaces of: 
 
 227.01 PEC are free of dirt, rust, chips, and particulate matter; 
 
 227.02 Light fixtures are smooth, mounted flush, and sealed. 
 
228.00 A working sink, located on the clean side of the line of demarcation, is 

available that enables pharmacy personnel to wash hands and enter the 
sterile compounding area without contaminating his hands and is away 
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from and not adjacent to any PECs. 
  
229.00 There is no sink or drain in the clean/buffer room. 
 
230.00 All air ducts controlling air flow into the sterile compounding area are 

equipped with HEPA-filtered air that maintains the clean/buffer room with 
at least an ISO Class 8 environment. 

 
231.00 Incoming air ducts through HEPA filters are on or near the ceiling and air 

return ducts are low on the walls in the anteroom and clean/buffer room. 
 
232.00 Beverages including drinking water, chewing gum, candy, or food items 

are prohibited from the clean/buffer room or anteroom. 
 
233.00 If compounding occurs using nonsterile ingredients, products, 

components, or devices (e.g., compounding with nonsterile APIs or using 
nonsterile vials and closures), the pharmacy has appropriate equipment to 
sterilize the finished product. 

 
233.01 Pre-sterilization procedures for high-risk CSPs (compounded sterile 

preparations) such as weighing and mixing are performed in no 
worse than an ISO Class 8 environment. 

 
234.00 Does the ISO Class 8 clean room or buffer area door lead into an ISO 

Class 8 anteroom? 
 
235.00 Completely enclosed anteroom and clean/buffer room (with a door) are 

equipped with monitors or gauges to measure differential pressure. 
 

235.01 Anteroom is at least 0.02” wc (water column) positive pressure to 
general pharmacy areas. 

 
235.02 Clean/buffer room is at least 0.02” wc positive pressure to general 

pharmacy areas. 
 

235.03 Hazardous compounding room and drug storage area is at least 
0.01” wc negative pressure to ISO Class 7 anteroom. 

 
235.04 Pressures are reviewed and documented on a log at least every 

work shift (minimum of once daily) or monitored by a continuous 
recording device. 

 
235.05 Written plan in place to detect and react to pressure differentials 

outside of limits. 
 
236.00 If the clean/buffer room and anteroom are not fully enclosed (open or with 

plastic strips – no door that closes), the air flow is measured across the 
openings. 
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 236.01 The airflow is at least 40 feet per minute across the entire opening. 
 

236.02 Airflow is read and recorded each shift (minimum of once daily) or 
continuously recorded. 

 
236.03 Written plan in place to detect and react to airflow measurements 

outside of limits. 
 

236.04 This area is used only for low- and medium-risk compounding – 
hazardous and high-risk compounding not allowed. 

 
237.00 The doors into the anteroom from the general pharmacy area and from 

the anteroom into the clean room are prevented from both being open at 
the same time – by interlocking, training of personnel, or signage. 

 
238.00 The inside and outside doors of a pass-through are prevented from both 

being open at the same time – by interlocking, training of personnel, or 
signage. 

 
239.00 If the PEC is a BSC or LAFW that is not located in an ISO Class 7 

clean/buffer room, the BSC or LAFW has been certified to maintain ISO 
Class 5 during compounding activities. 

 
239.01 If low risk, do the compounds located in segregated area have 

BUDs of 12 hours or less? 
 
 239.02 All garbing requirements are adhered to. 
 

239.03 PEC is located in an area that is maintained under sanitary 
conditions and only traveled by persons engaging in the 
compounding of sterile preparations. 

 
239.04 This location does not contain any unsealed windows or doors that 

connect to the outdoors or areas of high traffic flow, and is not 
adjacent to construction sites, warehouses, or food preparation 
areas. 

 
240.00 If the CAI/CACI is not located in an ISO Class 7 clean/buffer room, the 

CAI/CACI has been certified to maintain ISO Class 5 under dynamic 
conditions, including transferring of ingredients, components, and devices 
as well as during preparation of CSPs. 

 
240.01 The pharmacy has documentation from the manufacturer that the 

CAI or CACI will meet this standard when located in worse than 
ISO Class 7 environments. 

 
240.02 The CAI or CACI is located in an area that is maintained under 

sanitary conditions and only traveled by persons engaging in the 
compounding of sterile preparations. 

DRAFT



Module IV – Version 1.0 Page 28 of 36                                            Effective 05-15-2018 
 

240.03 The sink is separated from the immediate area of the ISO Class 5 
BSC or LAFW (not adjacent). 

 
241.00 Temperature in the compounding area is maintained to provide controlled 

room temperature of 20 to 25 C (68 to 77 F), or more restrictive if 
warranted by specific drug product storage requirements. 

 
241.01 Temperature monitoring is in place to detect any excursions (24/7) 

by continuous monitoring or retroactive detection using min/max.  
Records are maintained. 

 
241.02 Excursion action plan is in place including evaluating excursion 

effects on drug product integrity. 
  
242.00 Humidity in the compounding area is maintained to provide humidity in 

the range warranted by specific drug product storage requirements, with a 
general recommended range of 35-60%. 

 
242.01 Humidity monitoring is in place to detect any excursions (24/7) by 

continuous monitoring or retroactive detection using min/max. 
 
242.02 Excursion action plan is in place including evaluating excursion 

effects on drug product integrity. 
 
243.00 Are the blowers on PECs operated continuously during compounding 

activity, including during interruptions of less than eight hours? 
 
244.00 When the ISO Class 5 PEC blower is turned off and before other 

personnel to perform compounding activities, is only one garbed person 
allowed to enter the buffer area for the purposes of turning on the blower 
(for at least 30 minutes) and sanitizing the work surface? 

   
 
Sterile Compounding – Cleaning and Disinfection 
 
245.00 Are all personnel performing cleaning appropriately garbed? 
 
246.00 Is the sterile compounding area equipped with appropriate non-shedding 

cleaning equipment and supplies? 
 
247.00 If cleaning tools are reused, is there a procedure to rinse and sanitize the 

tools? 
 
248.00 Are reusable tools appropriately labeled to prevent them from being used 

inappropriately? 
 
249.00 For cleaning and sanitizing agents that are not “ready for use” 

formulations, are there formulas and instructions for mixing or diluting the 
cleaning and sanitizing agents prior to use, and is the preparation of 
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cleaning supplies or agents documented? 
 
250.00 Are cleaning and sanitizing agents appropriately labeled including 

expiration dates? 
 
251.00 Are appropriate cleaning agents used that are effective for bacteria, 

viruses, fungi, and spores? 
 
252.00 Is the ISP Class 5 PEC cleaned at the beginning of each shift, between 

compounding different preparations, at least every 30 minutes while 
compounding, and after spills or suspected surface contamination? 

 
253.00 Does sanitizing of the ISO Class 5 PEC include sanitizing with sterile 70% 

IPA (isopropyl alcohol) using a non-linting wipe? 
 
 253.01 If heavily soiled, cleaning includes the appropriate agent. 
 
254.00 Does daily cleaning and sanitizing include counters and easily cleanable 

work surfaces? 
 
255.00 Does daily cleaning include the floors starting from the clean room and 

working outwards? 
 
256.00 If fatigue mats are used in the clean room or anteroom, are they cleaned 

daily and left to dry on both sides? 
 
257.00 Is a tacky mat used, and if so, is there a procedure in place regarding 

replacement? 
 
258.00 Are the ceilings, walls, all shelving, bins, carts, chairs, and the tops and 

sides of the PECs thoroughly cleaned monthly? 
 
259.00 Is enough time allocated for cleaning activities, including contact/dwell 

times for the cleaning/disinfection agents? 
 
 
Sterile Compounding – Garbing 
 
260.00 Personnel are prohibited from compounding, or entering the clean/buffer 

room or anteroom if they have a rash, sunburn, weeping sores, 
conjunctivitis, or an active respiratory infection. 

 
261.00 Personnel are required to remove all personal outer garments such as 

hats, scarves, sweaters, vests, coats, or jackets and any makeup or 
cosmetics before entering compounding areas. 

 
262.00 Personnel are required to remove all hand and wrist jewelry, and all visible 

jewelry or piercings such as earrings, lip or eyebrow piercings, etc. before 
entering clean/buffer room. 

DRAFT



Module IV – Version 1.0 Page 30 of 36                                            Effective 05-15-2018 
 

263.00 Personnel are prohibited from wearing artificial nails or extenders, and 
required to keep natural nails neat and trimmed. 

 
264.00 Garbing with dedicated shoes or shoe covers that are donned as the line 

of demarcation is crossed (with the dedicated or covered shoe never 
touching the same side of the line of demarcation as the dirty shoe). 

 
265.00 Garbing includes head and facial hair covers and masks. 
 
266.00 Hand cleaning is performed in the anteroom and includes removing debris 

from under the nails with a nail cleaner followed by a vigorous washing of 
the hands and forearms with soap for at least 30 seconds with hands and 
arms then dried with lint-free disposable towels, or an electronic or HEPA 
filtered hand dryer. 

 
267.00 The gown is non-shedding with sleeves that fit snugly around the wrists 

and enclosed at the neck. 
  
268.00 All bare skin on the arms and legs is covered. 
 
269.00 Prior to donning sterile glove, a waterless alcohol-based surgical hand 

scrub with persistent activity is used and hands allowed to dry. 
 
270.00 Upon leaving the sterile preparation compounding area, gowns are taken 

off and disposed of, or if used for nonhazardous compounding they are 
left in the anteroom and not reused for longer than one shift. 

 
271.00 Pharmacists or other personnel do NOT enter the anteroom and cross the 

line of demarcation without donning shoe covers or dedicated shoes. 
 
272.00 Pharmacists or other personnel do NOT enter the clean/buffer room 

without fully washing and garbing. 
 
 
Sterile Compounding – Compounding Procedures 
  
273.00 Gloves are disinfected with adequate frequency with an appropriate 

disinfectant, such as sterile 70% IPA. 
 
274.00 Nonessential objects that shed particles are prohibited in the clean/buffer 

room area, including pencils, cardboard cartons, paper towels, reading 
material, and cotton items, e.g., gauze pads. 

 
275.00 Essential paper related products (syringe overwraps, work records 

contained in a protective plastic sleeve) are wiped down with sterile 70% 
IPA before being brought into the clean/buffer room area. 

 
276.00 Supplies required for the scheduled operations of the shift are prepared 

by wiping the outer surface with sterile 70% IPA (or removing the outer 
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wrap as the item is introduced into the aseptic work area) and brought into 
the clean/buffer room in a bin or on a movable cart. 

 
277.00 Compounding employees are using appropriate aseptic technique. 
 

277.01 If compounding is not being performed at the time of survey, ask 
that a compounding pharmacist or technician prepare a compound 
for the surveyor to observe the compounding process. 

 
278.00 Compounding personnel ascertain that ingredients for CSPs are of the 

correct identity and appropriate quality by reading vendors’ labels, and a 
unit-by-unit physical inspection of the product before use. 

 
279.00 All rubber stoppers of vials and bottles and the neck of ampoules are 

disinfected with sterile 70% IPA waiting for at least 10 seconds before 
they are used to prepare CSPs. 

 
280.00 Are opened or needle-punctured single-dose containers (bags, bottles, 

syringes, or vials) that are opened or punctured in worse than ISO Class 5 
air used within one hour and the remaining contents discarded? 

 
281.00 Single-dose vials exposed to ISO Class 5 or cleaner air are used within 

six hours of the initial puncture and any remaining contents discarded. 
 
282.00 Multiple-dose vials formulated for removal of portions on multiple 

occasions are used within 28 days (or the manufacturer’s specific BUD if 
less) after the initial entry or puncture and any remaining contents 
discarded. 

 
283.00 The Compounding Record is complete with the following minimum data 

elements: 
 
 283.01 Official or assigned name, strength, and dosage of the preparation; 
 
 283.02 Names, lot numbers, and expiration dates of all components; 
 
 283.03 Total quantity or number of units compounded; 
 
 283.04 Person compounding the preparation; 
 
 283.05 Person performing the quality control procedures; 
 
 283.06 Person who approved the preparation; 
 
 283.07 Date of compounding; 
 
 283.08 Assigned internal identification number or prescription number; 
 
 283.09 Assigned BUD and reference if extended beyond USP guidelines; 
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 283.10 Duplicate label; 
 
 283.11 Sterilization method (if applicable); and 
 

283.12 Indication of the quality control procedures to perform (testing, 
filter integrity, etc.) and results of the testing, quality control issues, 
and investigation and recall, if applicable. 

 
284.00 Procedure for in-process checks is followed.  These checks indicate that 

appropriate procedures and packaging are followed for each step, 
including addressing pharmacist verification of steps performed by non-
pharmacists and visual inspection of product.  Documentation of the 
compounding accuracy is performed by someone other than the 
compounder to ensure proper measurement, reconstitution, and 
component usage. 

 
285.00 Labels on batch preparations include the name and quantity of all 

contents, date, and time of preparation (or internal code indicating this 
information), preparer and verification pharmacist identifiers, stability 
(BUD), and any auxiliary labels indicated including appropriate packaging 
and labeling of hazardous materials. 

 
286.00 The immediate container shall be labeled with: 
 
 286.01 The standard radiation symbol; 
 
 286.02 The words “Caution – Radioactive Material”; 
 
 286.03 The name of the pharmacy; and 
 
 286.04 The prescription number. 
 
287.00 Labeling on patient-specific containers includes: 
 
 287.01 State required prescription label information; 
 

287.02 Identifiers for the person preparing the compound and performing 
the final verification; 

 
 287.03 BUD; 
 
 287.04 Route of administration and flow rate (if applicable); and 
   
 287.05 Any additional special handling requirements. 
 
288.00 The immediate outer container of a radioactive drug to be dispensed shall 

also be labeled with: 
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 288.01 The standard radiation symbol; 
 
 288.02 The words “Caution – Radioactive Material”; 
 
 288.03 The name of the radionuclide; 
 
 288.04 The chemical form; 
 
 288.05 The amount of RAM contained in millicuries or microcuries; 
 
 288.06 If the radioactive drug is a liquid, the volume in milliliters; and 
 

288.07 The requested calibration time for the amount of radioactivity 
contained. 

 
289.00 All manufacturer-supplied products are stored in original manufacturer 

containers. 
 
290.00 BUDs assigned that are greater than 12 hours are documented with 

justification based on USP guidelines, testing, or literature. 
 
291.00 If BUDs are set according to manufacturer package insert 

recommendations, the products are prepared exactly according to 
package insert. 

 
292.00 Appropriate sterilization methods are used and documented. 
 
 
Sterile Compounding – Release Checks and Tests 
 
293.00 For suspensions, is the particle size measured (where applicable)? 
 
294.00 Are products visually checked for particulates or other foreign matter 

against both a light and a dark colored background as a condition of 
release? 

 
295.00 Are there checks for container, closure integrity, and any other apparent 

visual defects? 
 
296.00 Is compounding accuracy documented by verification of steps? 
 
297.00 Is verification of ingredient identity and quantity verified?  Is there a 

reconciliation of components? 
 
298.00 Are labels verified as being correct, and is a copy of the label included in 

the record? 
 
299.00 Sterility Testing complies with USP <71>.  If testing is performed to a 

more stringent standard, describe in inspection notes. 
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 299.01 Sterility testing includes both bacterial and fungal testing. 
 

299.02 Sterility testing is performed on all compounded sterile preparations 
that have extended BUDs. 

 
299.03 Sterility testing is performed for high-risk compounded sterile 

preparations prepared in batches of more than 25 identical 
containers. 

 
299.04 Sterility testing is performed for compounded sterile preparations 

exposed longer than 12 hours at 2°to 8°C or longer than 6 hours at 
warmer than 8°C before being sterilized. 

 
 299.05 The appropriate quantities of units are sterility tested: 

• For parenterals: 
 For less than 100 units, test 10% or 4 units, 

      whichever is greater; 
 For 100 to 500 units, test 10 units; and 
 For more than 500 units, test 2% or 20 units, 

      whichever is less. 
• For large-volume parenterals: 
 2% of the units or 10 containers, whichever is less. 

• For non-parenterals (eye drops, inhalation, etc.): 
 For less than 200 units, test 5% or 2 containers, 

      whichever is greater; 
 For 200 or more units, test 10 containers. 

 
299.06 For products failing testing, product is quarantined, and an 

investigation is performed including microbial identification and 
action taken. 

 
299.07 If items are dispensed or distributed prior to sterility testing 

completion, there is a written procedure requiring daily observation 
of the incubated media.  If there is any evidence of microbial 
growth, there is an immediate recall and both the patient and the  
physician/prescriber for the patient to whom a potentially 
contaminated compounded sterile preparation was administered 
are notified of the potential risk. 

 
300.00 The appropriate quantity of units is used for sterility testing. 
 
301.00 Endotoxin Testing complies with USP <85>.  If testing is performed to a 

more stringent standard, describe in inspection notes. 
 

301.01 Is endotoxin testing performed for all high-risk level CSPs for 
administration by injection prepared in groups of more than 25 
single-dose packages, such as ampoules, bags, syringes, vials, 
etc.? 
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301.02 High-risk CSPs prepared in multiple dose vials for administration to 

multiple patients. 
 

301.03 High-risk CSPs exposed longer than 12 hours at 2° to 8°C (25° to 
46°F) or longer than 6 hours at warmer than 8°C (46°F) before they 
are sterilized. 

 
301.04 For products failing testing, product is quarantined, and an 

investigation is performed and action taken. 
 
302.00 Purity testing: CSPs are tested for radioactive purity. 
 
303.00 View a sampling of testing records.  Products that have been dispensed 

or distributed that failed testing (e.g., sterility, endotoxin, or radiochemical 
purity) have been appropriately recalled and investigated. 
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Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Facility Inspections – Follow-up Surveys   Policy No. IV.B.3  3 
 4 
Approved:          Revised: 5 
 6 

 7 
1. In the event the compliance officer detects a lack of compliance with the 8 

following standards, the compliance officer shall conduct a Follow-up Survey 9 
within the indicated amount of time to evaluate the remediation performed and 10 
assess compliance with the standard, and shall document their findings: 11 

 A. Form No. 601 ~ Pharmacy Inspection Report 12 
  Standard No. 30 – Adequate Lighting/Ventilation; 13 

If the pharmacy can provide electronic documentation of the 14 
remediation to the satisfaction of the compliance officer, a repeat 15 
visit shall not be required; however, if such documentation is not 16 
received by the compliance officer within 3 days, then the 17 
compliance officer shall re-inspect the pharmacy within 7 days of 18 
the original inspection. 19 

 20 
 B. Form No. 601 ~ Pharmacy Inspection Report  21 
  Standard No. 33 – Sterile Compounding  OR 22 
  Form No. 606 ~ Compounding of Sterile Preparations 23 
  Standards 28 through 146 24 

When a compliance officer restricts a pharmacy’s Beyond Use 25 
Date (BUD) or suspends a pharmacy’s compounding activity, 26 
follow-up action is required before the compliance officer may 27 
remove the restriction or allow the resumption of suspended 28 
compounding activity.  If the compliance officer cannot satisfactorily 29 
determine compliance through electronic documentation, a follow-30 
up survey shall be performed. 31 

  32 
C. Form No. 601 ~ Pharmacy Inspection Report 33 

Standard No. 36 – Security/Alarm/Restricted Access 34 
If no pharmacist was on duty at the time of the attempted survey, or 35 
if the pharmacy personnel were unable to demonstrate the 36 
premises were physically secure, the compliance officer shall re-37 
inspect the pharmacy within 30 days of the original inspection or 38 
attempted inspection. 39 

 40 Prop
os

ed
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 2 
Title: Form No. 601-F ~ Follow-up Survey Report  Policy No. IV.B.3.a  3 
 4 
Approved:          Revised: 5 
 6 
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Form No. 601-F                                                                                                         Rev. 08-15-2018 
 
In compliance with Act 2018-655, the Board gives notice to its licensees and applicants of their opportunity to file a complaint about board actions or board 
procedures.  You may submit such complaints to one or more of the following organizations: (1) Louisiana Board of Pharmacy; 3388 Brentwood Dr.; Baton 
Rouge, LA 70809; 225.925.6496; info@pharmacy.la.gov. (2) Committee on House & Governmental Affairs; La. House of Representatives; PO Box 94062; 
Baton Rouge, LA 70804; 225.342.2403; obriens@legis.la.gov. (3) Committee on Senate & Governmental Affairs; La. Senate; PO Box 94183; Baton Rouge, 
LA 70804; 225.342.9845; s&g@legis.la.gov.  
 

Louisiana Board of Pharmacy 
3388 Brentwood Drive, Baton Rouge, Louisiana 70809-1700         

www.pharmacy.la.gov ~ Telephone: 225.925.6496 ~ E-Mail: info@pharmacy.la.gov 
 
 

Pharmacy Inspection – Follow-up Survey Report 
 

 

Permit Data Report No.       Inspected by:       Territory:       Date:       
   
1. Pharmacy Name 
      

2. Permit No. 
          

3. CDS License 
      

4. Classification 
     ( Select ) 

5. Renewal Yr. 
           

6. Physical Address 
      

7. Mailing Address 
      

8. City, State, Zip 
      

 
 
55. Comments: NOTE: A finding of satisfactory compliance is not indicative of a detailed inspection/investigation and  
does not exclude the permit and/or staff from possible future violations of compliance.   
 
 
 

 
 
 
 
    
Authorized Signature & Title      Compliance Officer, Louisiana Board of Pharmacy 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

mailto:info@pharmacy.la.gov
mailto:obriens@legis.la.gov
mailto:s&g@legis.la.gov
http://www.pharmacy.la.gov/
mailto:info@pharmacy.la.gov


Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Facility Inspections – Compliance Checks  Policy No. IV.B.4  3 
 4 
Approved:          Revised: 5 
 6 

 7 
1. In the event the Board places restrictions on a credential, including probationary 8 

terms as well as other non-probationary restrictions, the compliance officer shall 9 
conduct unannounced Compliance Checks as appropriate to assess the 10 
licensee’s compliance with the order of the Board. 11 

 12 
2. The compliance officer shall document their Compliance Check findings for the 13 

Board in eLicense. 14 
 15 
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Louisiana Board of Pharmacy                        Policies & Procedures 1 
 2 
Title: Investigations      Policy No. IV.C  3 
 4 
Approved:          Revised: 5 
 6 

 7 
1.  The statutory authority for the Board to conduct investigations is found at RS 8 

37:1182(B)(3) and 40:986(B). 9 
 10 
2. The regulatory authority for the Board to conduct investigations is found at LAC 11 

46:LIII.323. 12 
 13 
3. The following personnel are authorized to conduct investigations for the Board: 14 
 A. Executive Director; 15 
 B. Assistant Executive Director; 16 
 C. General Counsel; 17 
 D. Chief Pharmacist Compliance Officer; and 18 
 E. Pharmacist Compliance Officer. 19 
 20 
4. All personnel authorized to conduct investigations shall obtain specialized 21 

education and training for that activity. 22 
A. All authorized personnel shall complete the National Certified Investigator 23 

& Inspector Training (NCIT-Basic) certification program sponsored by the 24 
Council on Licensure, Enforcement, & Regulation (CLEAR) within two 25 
years of their appointment to the position authorized to conduct 26 
investigations. 27 

B. The Pharmacist Compliance Officer and Chief Pharmacist Compliance 28 
Officer shall also complete the NCIT-Specialized certification program 29 
sponsored by CLEAR within three years of their appointment to those 30 
positions. 31 

 32 
5. All complaints shall be forwarded to one of the following administrative officers: 33 

A. Executive Director; 34 
B. Assistant Executive Director; or  35 
C. General Counsel. 36 

 37 
6. The administrative officer shall cause the complaint to be recorded in the 38 

eLicense enforcement module.  Subsequent activity about the complaint shall be 39 
recorded in the eLicense enforcement module. 40 

 41 
7. The General Counsel shall assign the investigation of the complaint to a person 42 

authorized to conduct such investigations, noting the identity of the investigator 43 
and date of assignment in eLicense. 44 

 45 
8. At the conclusion of the investigation, the investigator shall prepare an Official 46 

Investigative Report (OIR) in the event the case is to be referred for Board 47 
consideration, or in the alternative, a Case Memorandum for all other cases. 48 

 49 

Prop
os

ed



Louisiana Board of Pharmacy                        Policies & Procedures 50 
 51 
Title: Investigations      Policy No. IV.C  52 
 53 
Approved:          Revised: 54 
 55 

 56 
9. Any investigation not completed within 180 days after its assignment to the 57 

investigator shall be reported to the chair of the violations committee for their 58 
consideration and guidance. 59 

 60 
 61 
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 2 
Title: Pharmacy Audits of Controlled Substances  Policy No. IV.D  3 
 4 
Approved:          Revised: 5 
 6 

 7 
1.  The statutory authority for the Board to conduct investigations is found at R.S. 8 

37:1182(B)(3). 9 
 10 
2. The regulatory authority for the Board to conduct investigations is found at LAC 11 

46:LIII.323. 12 
 13 
3. Pharmacies or other facilities holding controlled substances shall acquire a 14 

Controlled Dangerous Substance (CDS) license from the Board prior to engaging 15 
in that activity, and shall renew that license every year until such time as they 16 
cease all activity with controlled substances. 17 

 18 
4. As part of its obligation to inspect and investigate complaints in pharmacies and 19 

other facilities holding controlled substances, the investigator may conduct an 20 
audit of controlled substance activity at the facility. 21 

 22 
5. The investigator shall inventory the controlled substances on hand at the 23 

beginning of the audit, or in the alternative, may rely on the facilities own 24 
inventory record for a previous date. 25 

 26 
6. The investigator shall acquire invoices for all controlled substances acquired by 27 

the facility for the audit period, using all distributors declared by the facility. 28 
 29 
7. The investigator shall review all prescriptions, invoices, and other documents 30 

relative to the disposition of such controlled substances. 31 
 32 
8. The investigator shall prepare an audit report detailing their findings. 33 
 34 
 35 
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https://www.wmcarey.edu/School/Pharmacy 1/11

S c h o o l  o f  P h a r m a c y
(/school/pharmacy)

 
Welcome! Thank you for your interest in our School of Pharmacy. We offer a three-year accelerated Doctor of Pharmacy
program with an innovative curriculum that provides students with the knowledge and skill set required to excel as an entry-
level practitioner. Taught by leading faculty, this dynamic program offers well-designed coursework, classroom interaction, and
clinical experience enabling students to bene�t from a targeted education. The clinical experience component will allow
students to gain exposure to a variety of practice models and experiences enabling them to apply this knowledge within actual
clinical settings. The three-year accelerated program model allows students to complete the PharmD degree faster and to
start their pharmacy career sooner.

Great news!  The School of Pharmacy has been granted Precandidate status (/page/pharmacy-accreditation) by the
Accreditation Council for Pharmacy Education (ACPE) and is pending approval by SACSCOC.  

https://www.wmcarey.edu/school/pharmacy
https://www.wmcarey.edu/page/pharmacy-accreditation
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Committed to Academic Excellence

Our university’s vision, mission, and core values (/page/mission-vision) help guide our faculty, staff, and students towards
academic excellence. Students enrolled in our School of Pharmacy receive a quality education driving them towards
leadership and service within the university and our communities.

The School of Pharmacy plans to enroll 64 students in its inaugural class, a class size that will enable students to experience a
family atmosphere. The School of Pharmacy will move into a new building (coming in September 2018) providing a
comfortable and stimulating learning environment complete with state of the art classrooms and laboratories, student-friendly
study areas and central learning spaces. We strive for excellence and are dedicated to enhancing our campus where our
students can maximize their education during their journey at William Carey University.

Save time with our Accelerated Program

William Carey’s School of Pharmacy offers the only accelerated, three-year Doctor of Pharmacy program on the coast from
New Orleans to Pensacola. Located on the Tradition Campus of William Carey University in Biloxi, MS, we offer a world-class
faculty and dedicated staff who look forward to serving the needs of the Gulf Coast region, the state of Mississippi, and the
surrounding states. The School of Pharmacy is located on an emerging campus adjacent to new and upcoming health science
centers, clinics and research centers. These facilities and their future development allow us to focus on our academic
offerings, plan for great growth and to focus on future opportunities for our students.

The School of Pharmacy’s accelerated doctorate program combines core science courses with an experiential learning
component focused on clinical training to advance a student’s skills and knowledge as a practicing pharmacist when they
graduate. The experiential learning component allows students to work alongside established and trusted industry experts, to
gain advanced skills and knowledge to graduate, to become a leader in the profession, and to build their social impact as a
pharmacist within our communities.

 

PROGRAM BENEFITS

Collaborative student-centered learning environment

State of the art classrooms and laboratory space (coming in September 2018)

Small student-to-faculty classroom ratios allowing for students to learn in a family atmosphere

Strong university values focusing on academic excellence

Solid partnerships with our students, faculty, staff, and administration

Experiential Learning program for students to apply classroom knowledge to real world models

 

Pharmacy Reimagined

We believe this is an exciting time in health care and the pharmacy profession.  Imagine yourself being a part of it. The
Doctorate of Pharmacy program allows for a well-positioned career which helps to improve the health of our communities
through education, service, outreach, and research.

The demand for well-trained pharmacists is expected to grow and provide excellent opportunities in the upcoming years.
According to the United States Department of Labor’s Bureau of Labor Statistics website
(https://www.bls.gov/ooh/healthcare/pharmacists.htm#tab-6), “Employment of pharmacists is projected to grow 6 percent
from 2016 to 2026.” With a positive employment outlook and an elevated pay structure, choosing a pharmacy path is an
exciting and prosperous choice for students.

https://www.wmcarey.edu/page/mission-vision
https://www.bls.gov/ooh/healthcare/pharmacists.htm#tab-6


Roster of Colleges and Schools of Pharmacy
Status of Accreditation by ACPE

Current as of 08-15-2018

Precandidate A new program that has no students enrolled but that meets the eligibility criteria for accreditation
may be granted Precandidate accreditation status.  The granting of Precandidate status indicates that
a college or school's planning for the Doctor of Pharmacy program has taken into account ACPE
standards and guidelines and suggests reasonable assurances of moving to the next step, that of
Candidate status.  Granting of Precandidate status brings no rights or privileges of accreditation.  Full
public disclosure by the college or school of pharmacy of the terms and conditions of this accreditation
status is required.

Candidate Once students have enrolled in a new program, but the program has not had a graduating class, the 
program may be granted Candidate status.  The granting of Candidate status denotes a developmental
program that is expected to mature in accord with stated plans and within a defined time period.
Reasonable assurances are expected to be provided that the program may become accredited as
programmatic experiences are gained, generally, by the time the first class has graduated.  Graduates
of a class designated as having Candidate status have the same rights and privileges as graduates of an
accredited program.

Accredited The professional degree program of a college or school of pharmacy is granted accreditation if it has
been demonstrated to the satisfaction of ACPE that the program complies with accreditation
standards, including the appropriateness of the program's mission and goals, the adequacy of resources
and organization to meet the mission and goals, outcomes which indicate that the mission and goals
are being met, and the reasonable assurance of the continued compliance with standards.

Probation A professional degree program of a college or school of pharmacy that has been granted accreditation
and is found to be in non-compliance with a standard or standards may be placed on probation as 
described in ACPE Policies and Procedures 9.1 and 9.2.
Students graduating from a college of school of pharmacy with probationary accreditation status are 
not adversely affected in their quest for pharmacist licensure since the college or school is still
accredited.

Accreditation Status



Roster of Colleges and Schools of Pharmacy
Status of Accreditation by ACPE

Current as of 08-15-2018

NABP # City State Status
045 Albany College of Pharmacy Albany NY Accredited
108 Appalachian College of Pharmacy (formerly University of Appalachia) Oakwood VA Accredited
001 Auburn University - Harrison School of Pharmacy Auburn AL Accredited
110 Belmont University - College of Pharmacy Nashville TN Accredited
143 Binghamton University - School of Pharmacy Johnson City NY Candidate
017 Butler University - College of Pharmacy Indianapolis IN Accredited
135 California Health Sciences University - College of Pharmacy Clovis CA Candidate
094 California Northstate University - College of Pharmacy  Rancho Cordova CA Accredited
075 Campbell University - College of Pharmacy  Buies Creek NC Accredited
130 Cedarville University - School of Pharmacy  Cedarville OH Accredited
138 Chapman University - School of Pharmacy Irvine CA Accredited
111 Chicago State University - College of Pharmacy Chicago IL Accredited
119 Concordia University - School of Pharmacy Mequon WI Accredited
036 Creighton University - School of Pharmacy Omaha NE Accredited
019 Drake University - College of Pharmacy Des Moines IA Accredited
055 Duquesne University - Mylan School of Pharmacy Pittsburgh PA Accredited
120 D'Youville College - School of Pharmacy Buffalo NY Accredited
105 East Tennessee State University - Bill Gatton College of Pharmacy Johnson City TN Accredited
132 Fairleigh Dickinson University - School of Pharmacy Florham Park NJ Accredited
028 Ferris State University - College of Pharmacy Big Rapids MI Accredited
011 Florida A&M University - College of Pharmacy Tallahassee FL Accredited
083 Hampton University - School of Pharmacy Hampton VA Probation
096 Harding University - School of Pharmacy Searcy AR Accredited
140 High Point University - Fred Wilson School of Pharmacy High Point NC Candidate
010 Howard University - College of Pharmacy Washington DC Accredited
116 Husson University - School of Pharmacy Bangor ME Accredited
015 Idaho State University - College of Pharmacy Pocatello ID Accredited
136 Keck Graduate Institute of Pharmacy Claremont CA Accredited
088 Lake Erie College of Osteopathic Medicine - School of Pharmacy Erie PA Accredited
141 Larkin Health Sciences Institute - College of Pharmacy Miami FL Candidate
300 Lebanese American University - School of Pharmacy Byblos Lebanon Accredited
112 Lipscomb University - College of Pharmacy Nashville TN Accredited
089 Loma Linda University - School of Pharmacy Loma Linda CA Accredited

Name



Roster of Colleges and Schools of Pharmacy
Status of Accreditation by ACPE

Current as of 08-15-2018

NABP # City State Status
042 Long Island University - Arnold & Marie Schwartz College of Pharmacy Brooklyn NY Accredited
128 Manchester University - College of Pharmacy Fort Wayne IN Accredited
133 Marshall University - School of Pharmacy Huntington WV Accredited
142 Marshall B. Ketchum University - College of Pharmacy Fullerton CA Candidate
026 MCPHS University - School of Pharmacy @ Boston Boston MA Accredited

     (formerly Massachusetts College of Pharmacy & Health Sciences)
085 MCPHS University - School of Pharmacy @ Worcester Worcester MA Accredited

     (formerly Massachusetts College of Pharmacy & Health Sciences)
TBD Medical College of Wisconsin - School of Pharmacy Milwaukee WI Candidate
TBD Medical University of South Carolina - College of Pharmacy Charleston SC Accredited
013 Mercer University - College of Pharmacy Atlanta GA Accredited
082 Midwestern University - College of Pharmacy @ Glendale Glendale AZ Accredited
077 Midwestern University - College of Pharmacy @ Chicago Chicago IL Accredited
047 North Dakota State University - School of Pharmacy Fargo ND Accredited
101 Northeast Ohio Medical University - College of Pharmacy Rootstown OH Accredited

     (formerly Northeastern Ohio University Colleges of Medicine & Pharmacy)
027 Northeastern University - Bouve School of Pharmacy Boston MA Accredited
115 Notre Dame of Maryland University - School of Pharmacy Baltimore MD Accredited

     (formerly College of Notre Dame of Maryland)
076 Nova Southeastern University - College of Pharmacy Fort Lauderdale FL Accredited
048 Ohio Northern University - College of Pharmacy Ada OH Accredited
049 Ohio State University - College of Pharmacy Columbus OH Accredited
054 Oregon State University - College of Pharmacy Corvallis OR Accredited
103 Pacific University - School of Pharmacy Hillsboro OR Accredited
086 Palm Beach Atlantic University - Lloyd L Gregory School of Pharmacy West Palm Beach FL Accredited
123 Philadelphia College of Osteopathic Medicine - College of Pharmacy Suwanee GA Accredited
121 Presbyterian College - School of Pharmacy Clinton SC Accredited
018 Purdue University - College of Pharmacy West Lafayette IN Accredited
117 Regis University - School of Pharmacy Denver CO Accredited
126 Roosevelt University - College of Pharmacy Schaumburg IL Accredited
127 Rosalind Franklin University - College of Pharmacy North Chicago IL Accredited
087 Roseman University - College of Pharmacy Henderson NV Accredited

     (formerly Univ of Southern Nevada - College of Pharmacy)

Name



Roster of Colleges and Schools of Pharmacy
Status of Accreditation by ACPE

Current as of 08-15-2018

NABP # City State Status
038 Rutgers, the State University of New Jersey - Ernest Mario School of Pharmacy Piscataway NJ Accredited
002 Samford University - McWhorter School of Pharmacy Birmingham AL Accredited
081 Shenandoah University - Bernard J Dunn School of Pharmacy Winchester VA Accredited
104 South Carolina College of Pharmacy Charleston SC Accredited
131 South College - School of Pharmacy Knoxville TN Accredited
063 South Dakota State University - College of Pharmacy Brookings SD Accredited
091 South University - School of Pharmacy Savannah GA Accredited
099 Southern Illinois University - Edwardsville School of Pharmacy Edwardsville IL Accredited
052 Southwestern Oklahoma State University - College of Pharmacy Weatherford OK Accredited
100 St. John Fisher College - Wegmans School of Pharmacy Rochester NY Accredited
043 St. John's University - College of Pharmacy Jamaica NY Accredited
033 St. Louis College of Pharmacy St. Louis MO Accredited
093 Sullivan University - College of Pharmacy Louisville KY Accredited
057 Temple University - School of Pharmacy Philadelphia PA Accredited
106 Texas A&M University - Irma Lerma Rangel College of Pharmacy Kingsville TX Accredited
065 Texas Southern University - College of Pharmacy Houston TX Accredited
078 Texas Tech University - School of Pharmacy Amarillo TX Accredited
095 Thomas Jefferson University - School of Pharmacy Philadelphia PA Accredited
113 Touro New York College of Pharmacy New York City NY Probation
097 Touro University - California College of Pharmacy Vallejo CA Accredited
114 Union University - School of Pharmacy Jackson TN Accredited
044 Universty at Buffalo - The State University of New York School of Pharmacy Buffalo NY Accredited
003 University of Arizona - College of Pharmacy Tucson AZ Accredited
004 University of Arkansas for Medical Sciences - College of Pharmacy Little Rock AR Accredited
090 University of California, San Diego -Skaggs School of Pharmacy San Diego CA Accredited
005 University of California, San Francisco - School of Pharmacy San Francisco CA Accredited
109 University of Charleston - School of Pharmacy Charleston WV Accredited
050 University of Cincinnati - James L Winkle College of Pharmacy Cincinnati OH Accredited
008 University of Colorado - Skaggs School of Pharmacy Aurora CO Accredited
009 University of Connecticut - School of Pharmacy Storrs CT Accredited
102 University of Findlay - College of Pharmacy Findlay OH Accredited
012 University of Florida - College of Pharmacy Gainesville FL Accredited
014 University of Georgia - College of Pharmacy Athens GA Accredited

Name



Roster of Colleges and Schools of Pharmacy
Status of Accreditation by ACPE

Current as of 08-15-2018

NABP # City State Status
098 University of Hawaii at Hilo - Daniel K Inouye College of Pharmacy Hilo HI Accredited
066 University of Houston - College of Pharmacy Houston TX Accredited
016 University of Illinois at Chicago - College of Pharmacy Chicago IL Accredited
020 University of Iowa - College of Pharmacy Iowa City IA Accredited
021 University of Kansas - School of Pharmacy Lawrence KS Accredited
022 University of Kentucky - College of Pharmacy Lexington KY Accredited
023 University of Louisiana at Monroe - College of Pharmacy Monroe LA Accredited
025 University of Maryland - School of Pharmacy Baltimore MD Accredited
122 University of Maryland - Eastern Shore School of Pharmacy Princess Anne MD Accredited
029 University of Michigan - College of Pharmacy Ann Arbor MI Accredited
031 University of Minnesota - College of Pharmacy Minneapolis MN Accredited
032 University of Mississippi - School of Pharmacy Oxford MS Accredited
034 University of Missouri at Kansas City - School of Pharmacy  Kansas City MO Accredited
035 University of Montana - Skaggs School of Pharmacy Missoula MT Accredited
037 University of Nebraska - College of Pharmacy Omaha NE Accredited
118 University of New England - College of Pharmacy Portland ME Accredited
039 University of New Mexico - College of Pharmacy Albuquerque NM Accredited
046 University of North Carolina - Eshelmann School of Pharmacy Chapel Hill NC Accredited
134 University of North Texas System - College of Pharmacy Fort Worth TX Accredited
053 University of Oklahoma - College of Pharmacy Oklahoma City OK Accredited
058 University of Pittsburgh - School of Pharmacy Pittsburgh PA Accredited
059 University of Puerto Rico - School of Pharmacy San Juan PR Accredited
060 University of Rhode Island - College of Pharmacy Kingston RI Accredited
124 University of Saint Joseph - School of Pharmacy Hartford CT Accredited

     (formerly St. Joseph College)
TBD University of South Carolina - College of Pharmacy Columbia SC Accredited
125 University of South Florida - School of Pharmacy Tampa FL Accredited
007 University of Southern California - School of Pharmacy Los Angeles CA Accredited
064 University of Tennessee - College of Pharmacy Memphis TN Accredited
067 University of Texas at Austin - College of Pharmacy Austin TX Accredited
145 University of Texas at El Paso - School of Pharmacy El Paso TX Candidate
139 University of Texas at Tyler - Ben and Maylee Fisch College of Pharmacy Tyler TX Candidate
107 University of the Incarnate Word - Feik School of Pharmacy San Antonio TX Accredited

Name



Roster of Colleges and Schools of Pharmacy
Status of Accreditation by ACPE

Current as of 08-15-2018

NABP # City State Status
006 University of the Pacific - Thomas J Long School of Pharmacy Stockton CA Accredited
056 University of the Sciences - Philadelphia College of Pharmacy Philadelphia PA Accredited
051 University of Toledo - College of Pharmacy Toledo OH Accredited
068 University of Utah - College of Pharmacy Salt Lake City UT Accredited
070 University of Washington - School of Pharmacy Seattle WA Accredited
073 University of Wisconsin at Madison - School of Pharmacy Madison WI Accredited
074 University of Wyoming - School of Pharmacy Laramie WY Accredited
069 Virginia Commonwealth University - School of Pharmacy Richmond VA Accredited
071 Washington State University - College of Pharmacy Pullman WA Accredited
030 Wayne State University - Eugene Applebaum College of Pharmacy Detroit MI Accredited
137 West Coast University - School of Pharmacy Los Angeles CA Accredited
072 West Virginia University - School of Pharmacy Morgantown WV Accredited
129 Western New England University - College of Pharmacy Springfield MA Accredited
084 Western University of Health Sciences - College of Pharmacy Pomona CA Accredited
080 Wilkes University - Nesbitt College of Pharmacy Wilkes-Barre PA Accredited
TBD William Carey University - School of Pharmacy Biloxi MS Precandidate
092 Wingate University - School of Pharmacy Wingate NC Accredited
024 Xavier University of Louisiana - College of Pharmacy New Orleans LA Accredited

TBD American University of Health Sciences - School of Pharmacy Signal Hill CA
TBD Stony Brook University - School of Pharmacy Stony Brook NY

Counts
1 Precandidate
8 Candidate

133 Accredited
2 Accredited with probation

144 Total Accredited

2 Pending applications for accreditation

Applications Pending at ACPE

Name



 
 

MEMORANDUM OF UNDERSTANDING 
 

BY AND AMONG 
 

UNIVERSITY OF LOUISIANA MONROE COLLEGE OF PHARMACY; 
 

AND 
 

THE LOUISIANA BOARD OF PHARMACY 
 
 

DATED EFFECTIVE      
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MEMORANDUM OF UNDERSTANDING 
 

This Memorandum of Understanding (MOU) is made and entered into effective this   
day of    , 2018, by and among the University of Louisiana – Monroe 
(ULM) College of Pharmacy and the Louisiana Board of Pharmacy (LBP).  ULM and 
LBP are referred together as the “Parties” and each as a “Party” throughout his MOU. 
 

RECITALS 
 
WHEREAS, Act 220 of the Louisiana Legislature’s 2017 Regular Session (Act 220) 
enacted Louisiana Revised Statute Title 40, Chapter 12, Part VIII.  Pharmaceutical Cost 
Transparency, Subparts A and B which requires each drug manufacturer or 
pharmaceutical marketer who engages in any form of prescription drug marketing to a 
prescriber, his designee, or any member of his staff in Louisiana shall provide to the 
LBP no later than January first, April first, July first, and October first of each calendar 
year the current wholesale acquisition cost information for the United States Food and 
Drug Administration approved drugs marketed in the state by that manufacturer. 
 
WHEREAS, Act 236 of the Louisiana Legislature’s 2017 Regular Session (Act 236) 
enacted Louisiana Revised Statute 37:1251 which requires LBP to provide for the 
disclosure of prescription drug price information with certain required data; and 
 
WHEREAS, Act 236 also required LBP to make available on the LBP website a 
dedicated link to the prescription drug pricing disclosure website for such information, 
including: (a) name of the product, (b) whether the drug name is brand name or generic, 
(c) drug strength, (d) pre-unit wholesale acquisition cost of the drug, and (e) any 
disclaimers deemed appropriate by LBP; and 
 
WHEREAS, Act 236 authorizes LBP to enter into a contract for administration of LBP’s 
responsibilities pursuant to Act 236; and 
 
WHEREAS, implementation of Act 236 shall be contingent upon LBP obtaining grant 
funds from private entities for the development, implementation, operation, and 
continued maintenance of the prescription drug pricing disclosure website; and 
 
WHEREAS, Act 236 mandates that, upon receipt of grant funds sufficient to implement 
Act 236’s provisions, LBP shall make the prescription drug pricing disclosure website 
available to prescribers; and 
 
WHEREAS, the Parties believe this MOU is necessary to work collaboratively to ensure 
implementation of Act 236’s mandates; then 
 
NOW, THEREFORE, the Parties agree as follows: 
 

1. LBP is responsible for seeking the necessary grant funding to implement the 
provisions and ongoing costs of operations of Act 220 and Act 236. 

2. LBP is responsible for providing a prescriber’s link on LBP’s website to the drug 
price information portal. 

3. ULM will develop, implement, and operate an electronic system for the collection 
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of cost information pursuant to Act 220 contingent upon the successful 
acquisition of grant funding by LBP.  

4. ULM will develop, implement, and operate a website containing prescription drug 
price information which will be made available to Louisiana Prescribers pursuant 
to Act 236 contingent upon the successful acquisition of grant funding by LBP.  

 
 
LOUISIANA BOARD OF PHARMACY 
 
By:              
 Malcolm J. Broussard, Executive Director    Date 
 
UNIVERSITY OF LOUISIANA – MONROE COLLEGE OF PHARMACY  
 
By:              
 H. Glenn Anderson, Dean, ULM College of Pharmacy   Date 
 
UNIVERSITY OF LOUISIANA – MONROE  
 
By:              
 Nick Bruno, President, University of Louisiana Monroe   Date 
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Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov   

 
 

August 15, 2018 
 
 
Chris Pinell, CPA, CITP, CFE, MBA 
Pinell & Martinez, LLC 
308 S. Tyler Street, Ste. 2 
Covington, LA  70433 
 
In connection with your audit of our financial statements as of  June 30, 2018 and for the period of July 1, 2017 – 
June 30, 2018 (period of audit) for the purpose of expressing an opinion as to the fair presentation of our financial 
statements in accordance with accounting principles generally accepted in the United States of America, to assess our 
system of internal control as a part of your audit, and to review our compliance with applicable laws and regulations, 
we confirm, to the best of our knowledge and belief, the following representations. These representations are based 
on the information available to us as of August 15, 2018.   
 
PART I.  AGENCY PROFILE 
 
1.  Name and address of the organization. 
 Louisiana Board of Pharmacy 
 3388 Brentwood Drive 
 Baton Rouge, LA 70809-1700 
 
2.  List the population of the municipality or parish based upon the last official United States Census or most recent 
official census (municipalities and police juries only).  Include the source of the information. 
 State of Louisiana – 4,533,372 [2010 U.S. Census @ www.louisiana.gov]  
 
3.  List names, addresses, and telephone numbers of entity officials. Include elected/appointed members of the 
governing board, chief executive and fiscal officer, and legal counsel.  
 See Appendix A. 
 
4.  Period of time covered by this questionnaire. 
 July 1, 2017 through June 30, 2018 
 
5.  The entity has been organized under the following provisions of the Louisiana Revised Statute(s) (R.S.) and, if 
applicable, local resolutions/ordinances. 
 R.S. 37:1161-1250 
 
6.  Briefly describe the public services provided. 

The Board of Pharmacy regulates the practice of pharmacy to the benefit of the public’s health, 
safety, and welfare.  It accomplishes that mission through the fulfillment of two objectives: the 
restriction of the practice to qualified persons as evidenced by its licensure processes, and the 
monitoring of practitioners for compliance with all relevant laws and rules as evidenced by its 
disciplinary processes.  Further, the Board is responsible for the issuance of all controlled dangerous 
substance licenses to practitioners and facilities.  The Board issues and renews those credentials, and 
further, assesses compliance with all relevant laws and rules through inspections of healthcare 
facilities. 

 
7.  Expiration date of current elected/appointed officials' terms. 
 See Appendix A. 
 

mailto:info@pharmacy.la.gov
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LEGAL COMPLIANCE 
PART II. PUBLIC BID LAW 

8. The provisions of the public bid law, R.S. Title 38:2211-2296, and, where applicable, the regulations of the 
Division of Administration, State Purchasing Office have been complied with. 
A)    All public works purchases exceeding $150,000 have been publicly bid. 

B)  All material and supply purchases exceeding $30,000 have been publicly bid. 
         Yes [X]  No [   ] 

 
PART III. CODE OF ETHICS LAW FOR PUBLIC OFFICIALS 
  AND PUBLIC EMPLOYEES 
9.  It is true that no employees or officials have accepted anything of value, whether in the form of a service, loan, or 
promise, from anyone that would constitute a violation of R.S. 42:1101-1124. 
          Yes [X]  No [   ] 
10.  It is true that no member of the immediate family of any member of the governing authority, or the chief 
executive of the governmental entity, has been employed by the governmental entity after April 1, 1980, under 
circumstances that would constitute a violation of R.S. 42:1119. 
          Yes [X]  No [   ] 
 
PART IV. LAWS AFFECTING BUDGETING 
11.  We have complied with the budgeting requirements of the Local Government Budget Act (R.S. 39:1301-15) 
R.S. 39:33, or R.S. 39:1331-1342, as applicable: 
A.  Local Budget Act 
1.  We have adopted a budget for the general fund and all special revenue funds (R.S. 39:1305). 
2.  The chief executive officer, or equivalent, has prepared a proposed budget that included a budget message, a 
proposed budget for the general fund and each special revenue fund, and a budget adoption instrument that specified 
the chief executive's authority to make budgetary amendments without approval of the governing authority. 
Furthermore, the proposed expenditures did not exceed estimated funds to be available during the period (R.S. 
39:1305). 
3.  The proposed budget was submitted to the governing authority and made available for public inspection at least 
15 days prior to the beginning of the budget year (R.S. 39:1306). 
4.  To the extent that proposed expenditures were greater than $500,000, we have made the budget available for 
public inspection and have advertised its availability in our official journal.  The advertisement included the date, 
time, and place of the public hearing on the budget.  Notice has also been published certifying that all actions 
required by the Local Government Budget Act have been completed (R.S. 39:1307). 
5.  If required, the proposed budget was made available for public inspection at the location required by R.S. 
39:1308. 
6.  All action necessary to adopt and finalize the budget was completed prior to the date required by state law.  The 
adopted budget contained the same information as that required for the proposed budget (R.S. 39:1309). 
7.  After adoption, a certified copy of the budget has been retained by the chief executive officer or equivalent officer 
(R.S. 39:1309). 
8.  To the extent that proposed expenditures were greater than $500,000, the chief executive officer or equivalent 
notified the governing authority in writing during the year when actual receipts plus projected revenue collections for 
the year failed to meet budgeted revenues by five percent or more, or when actual expenditures plus projected 
expenditures to year end exceeded budgeted expenditures by five percent or more (R.S. 39:1311).  
9.  The governing authority has amended its budget when notified, as provided by R.S. 39:1311.  (Note, general and 
special revenue fund budgets should be amended, regardless of the amount of expenditures in the fund, when actual 
receipts plus projected revenue collections for the year fail to meet budgeted revenues by five percent or more; or 
when actual expenditures plus projected expenditures to year end exceed budgeted expenditures by five percent or 
more.  State law exempts from the amendment requirements special revenue funds with anticipated expenditures of 
$500,000 or less, and exempts special revenue funds whose revenues are expenditure-driven - primarily federal 
funds-from the requirement to amend revenues.) 
         Yes [   ]  No [   ]  N/A  [X] 
B.  State Budget Requirements 
1.  The state agency has complied with the budgetary requirements of R.S. 39:33. 
         Yes [  ]  No [   ]  N/A  [X] 



C.  Licensing Boards 
1.  The licensing board has complied with the budgetary requirements of R.S. 39:1331-1342. 
          Yes [X]  No [   ] 
 
PART V. ACCOUNTING, AUDITING, AND FINANCIAL 
  REPORTING LAWS 
12.  We have maintained our accounting records in such a manner as to provide evidence of legal compliance and the 
preparation of annual financial statements to comply with R.S. 24:513 and 515,  and/or 33:463. 
          Yes [X]  No [   ] 
13.  All non-exempt governmental records are available as a public record and have been retained for at least three 
years, as required by R.S. 44:1, 44:7, 44:31, and 44:36. 
          Yes [X]  No [   ] 
14.  We have filed our annual financial statements in accordance with R.S. 24:514, and 33:463 where applicable. 
          Yes [X] No [   ] 
15.  We have had our financial statements audited in a timely manner in accordance with R.S. 24:513. 
          Yes [X] No [   ] 
16.  We have complied with R.S. 24:513 A.(3) regarding disclosure of compensation, reimbursements, benefits and 
other payments to the agency head, political subdivision head, or chief executive officer. 

Yes [X] No [   ] 
PART VI. MEETINGS 
17.   We have complied with the provisions of the Open Meetings Law, provided in R. S. 42:11 through 42:28. 
          Yes [X]  No [   ] 
PART VII. ASSET MANAGEMENT LAWS 
18.  We have maintained records of our fixed assets and movable property records, as required by R.S. 24:515 
and/or 39:321-332, as applicable. 
          Yes [X]  No [   ] 
PART VIII. FISCAL AGENCY AND CASH MANAGEMENT LAWS 
19.  We have complied with the fiscal agency and cash management requirements of R.S. 39:1211-45 and 49:301-
327, as applicable. 
          Yes [X]  No [   ] 
PART IX. DEBT RESTRICTION LAWS 
20.  It is true we have not incurred any long-term indebtedness without the approval of the State Bond Commission, 
as provided by Article VII, Section 8 of the 1974 Louisiana Constitution, Article VI, Section 33 of the 1974 
Louisiana Constitution, and R.S. 39:1410.60-1410.65. 
          Yes [X]  No [   ] 
21.  We have complied with the debt limitation requirements of state law (R.S. 39:562). 
          Yes [X]  No [   ] 
22.  We have complied with the reporting requirements relating to the Fiscal Review Committee of the State Bond 
Commission (R.S. 39:1410.62). 
          Yes [X]  No [   ] 
PART X.  REVENUE AND EXPENDITURE RESTRICTION LAWS 
23.  We have restricted the collections and expenditures of revenues to those amounts authorized by Louisiana 
statutes, tax propositions, and budget ordinances. 
          Yes [X]  No [   ] 
24.  It is true we have not advanced wages or salaries to employees or paid bonuses in violation of Article VII, 
Section 14 of the 1974 Louisiana Constitution, R.S. 14:138, and AG opinion 79-729. 
          Yes [X]  No [   ] 
25.  It is true that no property or things of value have been loaned, pledged, or granted to anyone in violation of 
Article VII, Section 14 of the 1974 Louisiana Constitution. 
          Yes [X]  No [   ] 
PART XI. ISSUERS OF MUNICIPAL SECURITIES 
26.  It is true that we have complied with the requirements of R.S. 39:1438.C. 
         Yes [   ]  No [   ]  N/A  [X] 
PART XI. QUESTIONS FOR SPECIFIC GOVERNMENTAL UNITS 
Parish Governments 
27.  We have adopted a system of road administration that provides as follows: 
A. Approval of the governing authority of all expenditures, R.S. 48:755(A). 



B. Development of a capital improvement program on a selective basis, R.S. 48:755. 
C. Centralized purchasing of equipment and supplies, R.S. 48:755. 
D. Centralized accounting, R.S. 48:755. 
E. A construction program based on engineering plans and inspections, R.S. 48:755. 
F. Selective maintenance program, R.S. 48:755. 
G. Annual certification of compliance to the auditor, R.S. 48:758. 
         Yes [   ]  No [   ]  N/A  [X] 
School Boards 
28.  We have complied with the general statutory, constitutional, and regulatory provisions of the Louisiana 
Department of Education, R.S. 17:51-401. 
         Yes [    ]  No [   ]  N/A  [X] 
29.  We have complied with the regulatory circulars issued by the Louisiana Department of Education that govern 
the Minimum Foundation Program. 
         Yes [   ]  No [   ]  N/A  [X] 
30.  We have, to the best of our knowledge, accurately compiled the performance measurement data contained in the 
following schedules and recognize that your agreed-upon procedures will be applied to such schedules and 
performance measurement data: 
Parish school boards are required to report, as part of their annual financial statements, measures of performance.  
These performance indicators are found in the supplemental schedules: 
   -  Schedule 1, General Fund Instructional and Support Expenditures and Certain Local 
           Revenue Sources 
   -  Schedule 2, Education Levels of Public School Staff 
   -  Schedule 3, Number and Type of Public Schools 
   -  Schedule 4, Experience of Public Principals, Assistant Principals, and Full-time Classroom Teachers 
   -  Schedule 5, Public School Staff Data:  Average Salaries 
   -  Schedule 6, Class Size Characteristics 
   -  Schedule 7, Louisiana Educational Assessment Program (LEAP) 
   -  Schedule 8, Graduation Exit Examination (GEE)  (Note:  this schedule is no longer applicable.) 
   -  Schedule 9, iLEAP Tests 
         Yes [   ]  No [   ]  N/A  [X] 
Tax Collectors 
31.  We have complied with the general statutory requirements of R.S. 47. 
         Yes [   ]  No [   ]  N/A  [X] 
Sheriffs 
32.  We have complied with the state supplemental pay regulations of R.S. 40:1667.7. 
         Yes [   ]  No [   ]  N/A  [X] 
33.  We have complied with R.S. 13:5535 relating to the feeding and keeping of prisoners. 
         Yes [   ]  No [   ]  N/A  [X] 
District Attorneys 
34.  We have complied with the regulations of the DCFS that relate to the Title IV-D Program. 
         Yes [   ]  No [   ]  N/A  [X] 
Assessors 
35.  We have complied with the regulatory requirements found in R.S. Title 47. 
         Yes [   ]  No [   ]  N/A  [X] 
36.  We have complied with the regulations of the Louisiana Tax Commission relating to the reassessment of 
property. 
         Yes [   ]  No [   ]  N/A  [X] 
Clerks of Court 
37.  We have complied with R.S. 13:751-917 and applicable sections of R.S. 11:1501-1562. 
         Yes [   ]  No [   ]  N/A  [X] 
Libraries 
38.  We have complied with the regulations of the Louisiana State Library. 
         Yes [   ]  No [   ]  N/A  [X] 
Municipalities 
39.  Minutes are taken at all meetings of the governing authority (R.S. 42:7.1). 
         Yes [   ]  No [   ]  N/A  [X] 
40.  Minutes, ordinances, resolutions, budgets, and other official proceedings of the municipalities are published in 
the official journal (R.S. 43:141-146 and A.G. 86-528). 



         Yes [   ]  No [   ]  N/A  [X] 
41.  All official action taken by the municipality is conducted at public meetings (R.S. 42:11 to 42:28). 
         Yes [   ]  No [   ]  N/A  [X] 
Airports 
42.  We have submitted our applications for funding airport construction or development to the Department of 
Transportation and Development as required by R.S. 2:802. 
         Yes [   ]  No [   ]  N/A  [X] 
43.  We have adopted a system of administration that provides for approval by the department for any expenditures 
of funds appropriated from the Transportation Trust Fund, and no funds have been expended without department 
approval (R.S. 2:810). 
         Yes [   ]  No [   ]  N/A  [X] 
44.  All project funds have been expended on the project and for no other purpose (R.S. 2:810). 
         Yes [   ]  No [   ]  N/A  [X] 
45.  We have certified to the auditor, on an annual basis, that we have expended project funds in accordance with the 
standards established by law (R.S. 2:811). 
         Yes [   ]  No [   ]  N/A  [X] 
Ports 
46.  We have submitted our applications for funding port construction or development to the Department of 
Transportation and Development as required by R.S. 34:3452. 
         Yes [     No [   ]  N/A  [X] 
47.  We have adopted a system of administration that provides for approval by the department for any expenditures 
of funds made out of state and local matching funds, and no funds have been expended without department approval 
(R.S. 34:3460). 
         Yes [   ]  No [   ]  N/A  [X] 
48.  All project funds have been expended on the project and for no other purpose (R.S. 34:3460). 
         Yes [   ]  No [   ]  N/A  [X] 
49.  We have established a system of administration that provides for the development of a capital improvement 
program on a selective basis, centralized purchasing of equipment and supplies, centralized accounting, and the 
selective maintenance and construction of port facilities based upon engineering plans and inspections (R.S. 
34:3460). 
         Yes [   ]  No [   ]  N/A  [X] 
50.  We have certified to the auditor, on an annual basis, that we have expended project funds in accordance with the 
standards established by law (R.S. 34:3461). 
         Yes [   ]  No [   ]  N/A  [X] 
Sewerage Districts 
51.  We have complied with the statutory requirements of R.S. 33:3881-4159.10. 
         Yes [   ]  No [   ]  N/A  [X] 
Waterworks Districts 
52.  We have complied with the statutory requirements of R.S. 33:3811-3837. 
         Yes [   ]  No [   ]  N/A  [X] 
Utility Districts 
53.  We have complied with the statutory requirements of R.S. 33:4161-4546.21. 
         Yes [   ]  No [   ]  N/A  [X] 
Drainage and Irrigation Districts 
54.  We have complied with the statutory requirements of R.S. 38:1601-1707 (Drainage Districts); R.S. 38:1751-
1921 (Gravity Drainage Districts); R.S. 38:1991-2048 (Levee and Drainage Districts); or R.S. 38:2101-2123 
(Irrigation Districts), as appropriate. 
         Yes [   ]  No [   ]  N/A  [X] 
Fire Protection Districts 
55.  We have complied with the statutory requirements of R.S. 40:1491-1509. 
         Yes [   ]  No [   ]  N/A  [X] 
Other Special Districts 
56.  We have complied with those specific statutory requirements of state law applicable to our district. 
         Yes [   ]  No [   ]  N/A [X] 
 
 
 



The previous responses have been made to the best of our belief and knowledge. 
 
 
_______________________________________________Secretary_______________________Date 
 
 
_______________________________________________President_______________________Date 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Appendix A 
 

Roster of Board Members & Executive Staff 
 
 
Carl W. Aron    Ronald E. Moore    Malcolm J. Broussard 
1209 N. 18th Street   13906 Hootsell Court   Executive Director 
Monroe, LA 71201   Baton Rouge, LA 70816   3388 Brentwood Drive 
318.323.1232    225.241.2993    Baton Rouge, LA 70809 
June 30, 2020    June 30, 2020    225.925.6496 
          Pleasure of the Board 
Brian A. Bond    Blake P. Pitre     
PO Box 1154    301 Roberta Grove Blvd.   Carlos M. Finalet, III 
Jena, LA 71342    Houma, LA 70363   General Counsel 
318.992.2665    985.693.7496    3388 Brentwood Drive 
June 30, 2018    June 30, 2018    Baton Rouge, LA 70809 
          225.925.6496 
Allen W. Cassidy, Jr.   T. Morris Rabb    Pleasure of the Board 
710 N. Main St.    1531 Frenchman’s Bend Road    
Jennings, LA 70546   Monroe, LA 71203   M. Joseph Fontenot  
337.824.1648    318.329.4641    Asst. Executive Director 
June 30, 2022    June 30, 2018    3388 Brentwood Drive 
          Baton Rouge, LA 70809 
Jacqueline L. Hall   Donald L. Resweber   225.925.6496 
5781 Eastover Drive   1379 Burton Plantation Highway  Pleasure of the Board 
New Orleans, LA 70128   St. Martinville, LA 70582 
504.861.5033    337.654.3900    Kelley L. Villeneuve 
June 30, 2020    Pleasure of the Governor   Office Manager 
          3388 Brentwood Drive 
Richard M. Indovina, Jr.   Douglas E. Robichaux   Baton Rouge, LA 70809 
1001 Moss Lane    8860 Quimper Place, Suite 200  225.925.6496 
River Ridge, LA 70123   Shreveport, LA 71105   Pleasure of the Board 
504.473.3180    318.797.9517 
June 30, 2022    June 30, 2022 
 
Richard Mannino    Richard A. Soileau 
113 West Charles Street   805 Center Street 
Hammond, LA 70401   New Iberia, LA 70560 
985.542.8466    337.365.6721 
June 30, 2022    June 30, 2020 
 
Marty R. McKay    Raymond J. Strong 
9049 Hwy. 165 South   5620 Read Boulevard 
Woodworth, LA 71485   New Orleans, LA 70127 
318.776.5649    504.592.6566 
June 30, 2020    June 30, 2022 
 
Chris B. Melancon   Rhonny K. Valentine    
550 Catholique Road   116 Jefferson Street 
Carencro, LA 70520   Mansfield, LA 71052 
337.896.8434    318.872.5300 
June 30, 2018    June 30, 2018 
 
Diane M. Milano 
3544 W. Esplanade Avenue 
Metairie, LA 70002 
504.889.2300 
June 30, 2019  


	Mtg Binder - 01 - Cover
	Mtg Binder - 02 - TOC
	Board Mtg - Notice - 2018-0815
	M E M O R A N D U M

	Acronyms ~ 2018-0101
	Agenda Board Mtg 2018-0815rev0813
	A G E N D A

	Mtg Binder - 05- Minutes
	MinutesBoardMtg_2018-0523
	Minutes
	Table of Contents
	Mr. Carlos M. Finalet, III, General Counsel


	A G E N D A

	Mtg Binder - 06 - Rpt on Action Items
	Board Mtg - Report on Action Items - 2018-0815
	August 15, 2018
	Agenda Item 6:  Report on Action Items


	Mtg Binder - 10-A - Finance Cmte
	2018-0814_5_FinalRpt_FY17-18
	Final Report ~ Cover Page
	Finance Committee
	August 15, 2018

	Final Report ~ Table of Contents
	Budget_2017-2018_@_2018-0630_FinalRpt
	Balance Sheet
	Equity
	Budget Report
	Summary
	Cash Flows
	Variance
	Sched. A - Relief Fund
	Actions

	InvestmentStatementsCombined_2018 0630
	Finance Cmte - Cumulative Fund Balance Reports ~ 2018-0630.pdf
	Sheet1


	2018-0814_6_BA-1_FY18-19
	Finance Cmte Cover Page - Budget Amendment
	Finance Committee
	August 15, 2018

	Budget_2018-2019_@_2018-0815_BA-1
	Revenue
	Expenses
	Fund Balance
	Notes
	Sched A - Salaries
	Action Summary


	Mtg Binder - 10-B - Application Review Cmte
	Mtg Binder - 10-C - Reciprocity Cmte
	Mtg Binder - 10-D - Violations Cmte
	2018-0816_G-01_WinnDixie-1446
	2018-0816_G-02_WinnDixie-1411
	2018-0816_G-03_WinnDixie-1448
	2018-0816_G-04_SweetGT
	2018-0816_G-05_ICS_17-0365
	2018-0816_G-06_BurgessSH
	2018-0816_G-07_ICS_18-0190
	2018-0816_G-08_LMC-Rx
	Mtg Binder - 10-E - Impairment Cmte
	Mtg Binder - 10-F - Reinstatement Cmte
	Mtg Binder - 10-G -Tripartite Cmte
	Mtg Binder - 10-H -Regulation Revision Cmte
	2018-0815_10-H_BoardReview-RegProj2018-1-PBMs
	2018-1_ProposedRule-coded
	Part LIII:  Pharmacists
	Chapter 24.  Limited Service Providers


	2018-1_Hrng-2018-0625_CommentsSummary
	2018-1_Hrng-2018-0625_CommentLtr-1_CVS
	2018-1_Hrng-2018-0625_CommentLtr-2_ESI
	2018-1_Hrng-2018-0625_CommentLtr-3_PCMA
	2018-1_Hrng-2018-0625_CommentLtr-4_LBGH
	2018-1_Hrng-2018-0625_CommentLtr-5_LIPA
	2018-1_Hrng-2018-0625_CommentLtr-6_PUTT
	2018-1_Hrng-2018-0625_CommentLtr-7_WolfeP
	2018-1_Hrng-2018-0625_HearingTranscript
	2018-1_Hrng-2018-0625_Agenda
	2018-1_Hrng-2018-0625_GuestRegister
	2018-1_NOI-for-OSR
	Part LIII:  Pharmacists
	Chapter 24.  Limited Service Providers


	2018-1_FEIS_Final-S

	2018-2_NOI-for-OSR_Pkg
	2018-0815_10-H-3_RegProj2018-2_NOI-OSR_Pkg
	Mtg Binder - 10-I -Executive Cmte
	2018-0814_05_LegAuditRpt
	LABP.pdf
	Introduction
	Objective: Evaluate LABP’s regulation of the practice of pharmacy to ensure compliance with the Pharmacy  Practice Act.
	Blank Page
	Blank Page
	Blank Page
	Blank Page


	2018-0814_05_LegAudit_SurveyResults
	2018_PerfAudit_PST-Survey-Questions
	2018_PerfAudit_PST-Survey-Results
	Note: Questions 7-12 removed
	Q13 Do you use Louisiana's Prescription Drug Monitoring Program(PMP), also called AWARxE?
	Q14 As a result of information you see in the PMP/AWARxE, have youever taken action? (Select all that apply)
	Q15 What issues have you encountered when using the PMP/AWARxEsystem to input or obtain information about your patients? (Select all thatapply)
	Q16 From your knowledge of the PMP, do you think the program is likelyto reduce prescription drug abuse in Louisiana?
	Q17 Do you have any additional comments, concerns, or suggestions youwould like to provide with regards to PMP?


	2018-0814_06_FinalLegisBrief-rev0806
	Final Legislative Brief
	Regular Session of the 2018 Louisiana Legislature
	Convened 2018-0312 @ 1200 – Adjourned 2018-0518 @ 1800
	Last Items Reviewed
	House of Representatives



	2018-0814_07-A_PPM_0_MasterOutline_2018-0815
	2018-0814_07-B_PPM-I.B.C-Board
	2018-0814_07-B_PPM-I.B-Board
	PPM_I.B.1_Membership_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.B.2_Governance_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.B.3_Meetings_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.B.4_AdminHearings_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.B.5_PublicHearings_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.B.6_BoardLiaisonsOtherEntities_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.B.7_Publications_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures


	2018-0814_07-B_PPM-I.C-Cmte
	PPM_I.C_Committees_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_I.C.1.a_ExecCmte-ExpenseReportGuidelines_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures
	Revision History


	PPM_I.C.2.a_FinCmte-PermissibleInvestments_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_I.C.3.a_AppRevCmte-CaseMgt_2018-0815-DRAFT
	Louisiana Board of Pharmacy           Policies & Procedures
	Louisiana Board of Pharmacy           Policies & Procedures

	PPM_I.C.4.a_ReciprocityCmte-CaseMgt_2018-0815-DRAFT
	Louisiana Board of Pharmacy           Policies & Procedures
	Louisiana Board of Pharmacy           Policies & Procedures

	PPM_I.C.5.a_ReinstatementCmte-CaseMgt_2018-0815-DRAFT
	Louisiana Board of Pharmacy           Policies & Procedures
	Louisiana Board of Pharmacy           Policies & Procedures
	Louisiana Board of Pharmacy           Policies & Procedures
	Louisiana Board of Pharmacy           Policies & Procedures
	Revision History


	PPM_I.C.6_ImpairmentCmte_018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_I.C.7.a_ViolCmte-PublicationOfFinalActions_2018-0815-DRAFT
	Louisiana Board of Pharmacy     Policies & Procedures
	Louisiana Board of Pharmacy     Policies & Procedures

	PPM_I.C.7.b_ViolCmte-MATFCases_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_I.C.7.c_ViolCmte-CEAudits_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_I.C.8_RegRevCmte_018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_I.C.9_TripartiteCmte_018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures



	2018-0814_07-C_PPM-II.A-Admin
	PPM_II.A.1_OrgChart_2018-0815-DRAFT
	PPM_II.A.2_DelegationOfAuthority_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_II.A.3_ChainOfCommand_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures


	2018-0814_07-D_PPM-III-Credentials
	PPM_III.A_CredDiv-DelegationOfAuthority_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.B_AppsNewCredentials_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.B.01_AppNewPST-E_2018-0815_DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.B.02_AppNewPST-R_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.B.07_AppNewPHY-NR_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.C_AppsRenActiveCredentials_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.D_AppsReinstLapsedCredentials_2018-0815
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.E_AppsReinstDiscipCredentials_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	PPM_III.F_AttachDiscActionCredentials_2018-0815-DRAFT
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures

	ADP4F7.tmp
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures
	Louisiana Board of Pharmacy               Policies & Procedures


	2018-0814_07-E_PPM-IV-Compliance
	PPM_IV.A_CompDiv-Authority_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B_FacilityInspections_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.1_InitialSurveys_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2_ServiceReviews_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.a_601_RxInspectionRpt_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.b_602_CDS-SiteSurvey_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.c_603_DME-InspectionRpt_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.d_604_Module-I_BasicRx_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.e_605_Module-II_NonsterileCmpdg_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.f_606_Module-III_SterileCmpdg_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.2.g_607_Module-IV_NuclearRx_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.3_FollowUpSurveys_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.4_ComplianceChecks_2018-0815-DRAFT
	Louisiana Board of Pharmacy                        Policies & Procedures

	ADP5B21.tmp
	Louisiana Board of Pharmacy                        Policies & Procedures
	Louisiana Board of Pharmacy                        Policies & Procedures

	ADPF427.tmp
	Louisiana Board of Pharmacy                        Policies & Procedures

	PPM_IV.B.3.a_601-F_Follow-upSurveyRpt_2018-0815-DRAFT.pdf
	Louisiana Board of Pharmacy                        Policies & Procedures


	2018-0814_08-A_WmCareyUniv-SOP
	2018-0814_08-B_RosterCOP-Draft
	Sheet1

	2018-0814_09_MOU-ULM_DrugPriceTransparencyWebsite_Draft2
	2018-0814_10_2018-FinAudit-ComplianceQuestionnaire
	2018-0814_6-B_RosterAddictionists_2018-0815-DRAFT.pdf
	Roster of Approved Addictionists

	ADPA9C1.tmp
	Board Meeting
	August 15, 2018


	2018-0814_5_FinalRpt_FY17-18_c.pdf
	Final Report ~ Cover Page
	Finance Committee
	August 15, 2018

	Final Report ~ Table of Contents
	Budget_2017-2018_@_2018-0630_FinalRpt
	Balance Sheet
	Equity
	Budget Report
	Summary
	Cash Flows
	Variance
	Sched. A - Relief Fund
	Actions

	InvestmentStatementsCombined_2018 0630
	Finance Cmte - Cumulative Fund Balance Reports ~ 2018-0630
	Sheet1

	Finance Cmte - Cumulative Fund Balance Reports ~ 2018-0630.pdf
	Sheet1

	Budget_2017-2018_@_2018-0630_FinalRpt.pdf
	Balance Sheet
	Equity
	Budget Report
	Summary
	Cash Flows
	Variance
	Sched. A - Relief Fund
	Actions





