
 
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. 
NOTE: In compliance with Act 655 of the 2018 Louisiana Legislature, 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 44486; Baton 
Rouge, LA 70804; 225.342.2403; h&ga@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.  
NOTE: In compliance with Act 256 of the 2019 Louisiana Legislature, the Board gives public notice that any information submitted to 
the Board may become public record unless specifically exempted by the Public Records Law, R.S. 44:1 et seq. 

Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Board Meeting 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

November 13, 2019 
 

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


Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov   

 
Table of Contents 

 
1 – A. Table of Contents         002 
1 – B.  Meeting Notice & Arrangements        004 
1 – C.  Acronyms          005 
1 – D.  Agenda           010 
2. Invocation & Pledge of Allegiance 
3. Quorum Call 
4. Call for Additional Agenda Items & Adoption of Agenda 
5. Consideration of Minutes from Previous Meetings ~ August 14, 2019   013 
6. Report on Action Items         049 
7. Confirmation of Acts 
8. Opportunity for Public Comment 
* Statement of Purpose & Mission of Board 
9. Special Orders of the Day 
 A. Annual Election of Officers 
10. Committee Reports 

A.  Finance          067    
• Consideration of Interim Report for Fiscal Year 2019-2020   068 
• Consideration of Proposed Budget for Fiscal Year 2020-2021   077 

B. Application Review        084 
C. Reciprocity         085  

• List of Pharmacists Licensed by Reciprocity     086 
D. Violations         087 

• Consideration of Proposed Voluntary Consent Agreements   088 
E.  Impairment         094 

• Consideration of Committee Recommendations re Applications 
F.  Reinstatement         095  

• Consideration of Committee Recommendations re Applications   
G. Tripartite         096 
H. Regulation Revision        097 

• Consideration of Regulatory Proposal 2019-C ~ Automated Medication 
   Systems (Draft #7)     098 

• Consideration of Regulatory Proposal 2019-F ~ Prescription Monitoring 
Program (Draft #3)     107 

• Consideration of Regulatory Proposal 2019-H ~ License Display (Draft #1) 115  
• Consideration of Regulatory Project 454-2019 Proposals 

 Item 01 – Rest Breaks (Draft #2)      116 
 Item 03 – Medication Administration (Draft #1)    117 
 Item 16 – Renewal of Permits & Licenses 

Legislative Proposal 2020-A ~ Renewal of Licenses & Permits 
  (Draft #1)      120 
Regulatory Proposal 454-2019-16 ~ Pharmacy Permits (Draft #1) 122 

 Items 17 & 18 – Square Footage & Storage Space (Draft #1)  124 
 Item 22 – PIC Change Notice (Draft #1)     125 
 Item 26 – Retention of Scanned Prescriptions (Draft #2)   126 
 Item 28 – DEA Registration on Permit Applications (Draft #1)  128 
 Items 37 & 38 – Electronic Capture of Faxed Prescriptions (Draft #1) 129 
 Item 39 – Technician & Intern Entry of Verbal Prescriptions (Draft #1) 130 
 Item 40 – Prescription Receipt & Verification (Draft #2)   131 

 

mailto:info@pharmacy.la.gov


Board Meeting 
November 13, 2019 
Page 2 of 2 
 
 
10. Committee Reports (cont.) 
 H. Regulation Revision (cont.) 

 Items 41 & 43 – Refills & Expiration Date of Schedule V Prescriptions 
(Draft #1)      132 

 Item 42 – Emergency Refill Authorization (Draft #1)   135 
 I.  Executive         136 

• Consideration of Committee Recommendations Re Requests 
 Addition of Flavors to Medications     137 
 Orders for Laboratory Testing      144 
 Penicillin Skin Testing       154 
 Memorandum of Understanding with RxCheck™    157 
 Regulatory Proposal 2019-J ~ Hepatitis Drugs of Concern (Draft #1) 170 
 Declaration of Emergency ~ Hepatitis Drugs of Concern   171 

11. Staff Reports 
 J. Assistant Executive Director – Mr. Fontenot     172  

• Quarterly Report from Prescription Monitoring Program (PMP)  173 
• Consideration of Requests for Waivers from PMP Reporting Rule  181 

K. General Counsel – Mr. Finalet       220 
• Consideration of Proposed Voluntary Consent Agreements   221 

L. Executive Director – Mr. Broussard      263 
• Narrative Report        264 
• Internal Reports         

 Credentials Div. – Census Report     273 
 Credentials Div. – License Activity Report    276 
 Credentials Div. – Pending Application Report    277 
 Credentials Div. – Exceptions Report     278 
 Compliance Div. – Census Report     280 
 Compliance Div. – Complaint Investigation Policy Monitor   281 

• External Reports 
• Examination Reports 

 Pharmacists – MPJE       282 
 Pharmacists – NAPLEX       287 
 Technicians – ExCPT       292 

• Legislative Auditor Financial Report for Fiscal Year 2018-2019  294 
• Marijuana Pharmacy Activity Report      362 
• Enhancing Well-being and Resilience Among the Pharmacist Workforce ~ 

A National Consensus Conference      366 
• FDA Report – Drug Shortages: Root Causes and Potential Solutions  372  

12. Special Presentation – Contemporary Pharmacy Education 
 (Dr. Michael Cockerham, Associate Dean, ULM College of Pharmacy and Dr. Kristi Rapp, 
 Associate Dean, Xavier College of Pharmacy)      496 
13. New Agenda Items Added During Meeting      544  
14. Announcements         546 
15. Recess            



 
Revised 2018-0101             

Acronyms 
 
AACP  American Association of Colleges of Pharmacy 
AAPS  American Association of Pharmaceutical Scientists 
AAPT  American Association of Pharmacy Technicians 
ACA  American College of Apothecaries 
ACCME  Accreditation Council for Continuing Medical Education 
ACCP  American College of Clinical Pharmacy 
ACE  Advisory Committee on Examinations (NABP) 
ACHC  Accreditation Commission for Health Care 
ACPE  Accreditation Council for Pharmacy Education 
ADA  American Dental Association 
ADC  automated dispensing cabinet 
ADS  automated dispensing system 
AFDO  Association of Food & Drug Officials 
AFPE  American Foundation for Pharmaceutical Education 
AIHP  American Institute of the History of Pharmacy 
AMA  American Medical Association 
AMCP  Academy of Managed Care Pharmacy 
AMS  automated medication system 
APEC  Australian Pharmacy Examining Council 
APhA  American Pharmacists Association 
APPE  advanced pharmacy practice experience 
ASAE  American Society of Association Executives 
ASAP  American Society for Automation in Pharmacy 
ASCP  American Society of Consultant Pharmacists 
ASHP  American Society of Health-System Pharmacists 
ASPEN  American Society of Parenteral & Enteral Nutrition 
ASPL  American Society for Pharmacy Law 
ATT  authorization to test 
AVMA  American Veterinary Medical Association 
AWARxE NABP consumer protection program 
BNDD  Bureau of Narcotics and Dangerous Drugs 
BPS  Board of Pharmacy Specialties 
CAC  Citizen Advocacy Center 
CCAPP  Canadian Council for Accreditation of Pharmacy Programs 
CCGP  Commission for Certification in Geriatric Pharmacy 
CDC  U.S. Centers for Disease Control and Prevention 
CDER  U.S. Center for Drug Evaluation and Research (FDA) 
CDTM  collaborative drug therapy management 
CDS  controlled dangerous substances 
CE  continuing education 
CFR  Code of Federal Regulations 
CHPA  Consumer Healthcare Products Association 
CLEAR  Council on Licensure, Enforcement and Regulation 
CMI  consumer medication Information 
CMS  U.S. Centers for Medicare and Medicaid Services 
CPD  continuing professional development 
CPhA  Canadian Pharmacists Association 
CPPA  Center for Pharmacy Practice Accreditation 
CPSC  U.S. Consumer Product Safety Commission 
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DEA  U.S. Drug Enforcement Administration 
DEQ  La. Department of Environmental Quality 
DME  durable medical equipment 
DMEPOS durable medical equipment, prosthetics, orthotics, and supplies 
DNV  Det Norske Veritas (Norwegian accreditation organization) 
DOA  La. Div. of Administration 
DOA – FPC  La. Div. of Administration – Facility Planning & Control 
DOA – ORM  La. Div. of Administration – Office of Risk Management 
DOA – OSR La. Div. of Administration – Office of State Register 
DOA – OSRAP  La. Div. of Administration – Office of Statewide Reporting & Accounting Policy 
DOE  La. Dept. of Education 
DPSC  La. Dept. of Public Safety & Corrections 
DSCS  La. Dept. of State Civil Service 
DSM  disease state management 
EDK  emergency drug kit 
ELTP  Electronic Licensure Transfer Program (NABP) 
EPA  U.S. Environmental Protection Agency 
EPCS  Electronic Prescribing of Controlled Substances (DEA) 
ETS  Educational Testing Service 
EU  European Union 
ExCPT  Examination for the Certification of Pharmacy Technicians 
FARB  Federation of Associations of Regulatory Boards 
FBI  Federal Bureau of Investigation 
FD&C  Federal Food, Drug & Cosmetic Act 
FDA  U.S. Food & Drug Administration 
FEIS  Fiscal & Economic Impact Statement 
FIP  Federation Internationale Pharmaceutique 
FMI  Food Marketing Institute 
FPGEC  Foreign Pharmacy Graduate Examination Committee (NABP) 
FPGEE  Foreign Pharmacy Graduate Equivalency Examination (NABP) 
FSBPT  Federation of State Boards of Physical Therapy 
FSMB  Federation of State Medical Boards 
FRC  Foreign Pharmacy Graduate Equivalency Examination Review Committee (NABP) 
FTC  U.S. Federal Trade Commission 
GOHSEP Governor’s Office of Homeland Security & Emergency Preparedness 
GPhA  Generic Pharmaceutical Association 
GPO  U.S. Government Publishing Office 
gTLD  generic top level domain (Internet addresses) 
HCFA  Health Care Financing Administration 
HDMA  Healthcare Distribution Management Association 
HIPAA  Health Insurance Portability and Accountability Act (of 1996) 
HIPDB  Healthcare Integrity and Protection Data Bank 
HMO  health maintenance organization 
IACP  International Academy of Compounding Pharmacists 
ICANN  Internet Corporation for Assigned Numbers and Names 
ICPT  Institute for the Certification of Pharmacy Technicians 
IDOI  Internet Drug Outlet Identification (NABP) 
INEOA  International Narcotic Enforcement Officers Association 
IOM  Institute of Medicine 
IPPE  introductory pharmacy practice experience 
IRS  U.S. Internal Revenue Service 
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ISMP  Institute for Safe Medication Practices 
JCPP  Joint Commission of Pharmacy Practitioners 
JLCB  Joint Legislative Committee on the Budget 
LAC  Louisiana Administrative Code 
LAMP  Louisiana Academy of Medical Psychologists 
LANP  Louisiana Association of Nurse Practitioners 
LAPA  Louisiana Academy of Physician Assistants 
LASERS  La. State Employees Retirement System 
LASIE  Louisiana Association of Self-Insured Employers 
LBDDD  La. Board of Drug & Device Distributors 
LBP  La. Board of Pharmacy 
LDA  Louisiana Dental Association 
LDAF  La. Dept. of Agriculture & Forestry 
LDH  La. Dept. of Health 
LDI  La. Dept. of Insurance 
LDR  La. Dept. of Revenue 
LFO  Legislative Fiscal Office 
LHA  Louisiana Hospital Association 
LIPA  Louisiana Independent Pharmacies Association 
LLA  La. Legislative Auditor 
LPA  Louisiana Pharmacists Association 
LPC  Louisiana Pharmacy Congress 
LPTA  Louisiana Physical Therapy Association 
LPTB  Louisiana Physical Therapy Board 
LSA  Louisiana Sheriffs’ Association 
LSBD  La. State Board of Dentistry 
LSBME  La. State Board of Medical Examiners 
LSBN  La. State Board of Nursing 
LSBOE  La. State Board of Optometry Examiners 
LSBPNE  La. State Board of Practical Nurse Examiners 
LSBVM  La. State Board of Veterinary Medicine 
LSHP  Louisiana Society of Health-System Pharmacists 
LSMS  Louisiana State Medical Society 
LSNA  Louisiana State Nurses Association 
LTC  long term care 
LTCF  long term care facility 
LVMA  Louisiana Veterinary Medical Association 
MPJE  Multistate Pharmacy Jurisprudence Examination (NABP) 
MRC  MPJE Review Committee (NABP) 
NABP  National Association of Boards of Pharmacy 
NABP-F  National Association of Boards of Pharmacy Foundation 
NABPLAW National Association of Boards of Pharmacy – Law Database 
NACDS  National Association of Chain Drug Stores 
NADDI  National Association of Drug Diversion Investigators 
NAMSDL National Alliance for Model State Drug Laws 
NAPLEX  North American Pharmacist Licensure Examination (NABP) 
NAPRA  National Association of Pharmacy Regulatory Authorities (Canada) 
NASCSA  National Association of State Controlled Substance Authorities 
NASPA  National Alliance of State Pharmacy Associations 
NASPER  National All Schedules Prescription Electronic Reporting Act 
NCC MERP National Coordinating Council for Medication Error Reporting and Prevention 
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NCPA  National Community Pharmacists Association 
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 
NPA  National Pharmacy Association 
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 
WHPA  World Health Professions Alliance 
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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, November 13, 2019 at the Board office, 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 11-11-2019 
 
1. Call to Order 
2. Invocation & Pledge of Allegiance 
3. Quorum Call 
4. Call for Additional Agenda Items & Adoption of Agenda 
5. Consideration of Minutes from Previous Meetings – August 14, 2019 
6. Report on Action Items 
7. Confirmation of Acts 
8. Opportunity for Public Comment 
9. Special Orders of the Day 
 A. Annual Election of Board Officers 
10. Committee Reports 

A.  Finance – Mr. Pitre   
• Review of Interim Report for Fiscal Year 2019-2020 
• Consideration of Proposed Budget for Fiscal Year 2020-2021 

B. Application Review – Mr. Soileau 
C. Reciprocity – Mr. Cassidy 

• Consideration of Committee Recommendations re Applications 
D. Violations – Mr. Indovina 

• Consideration of Proposed Voluntary Consent Agreements 
(01) Case No. 18-0320 ~ DME.000259 – Quality Medical Care & Services, 

LLC d/b/a Quality Medical Care & Services [Ville Platte, LA]  
(02) Case No. 19-0140 ~ PHY.005034 – Fred’s Stores of Tennessee, LLC 

d/b/a Fred’s Pharmacy No. 1666 [Franklinton, LA]   
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 Regulatory Proposal 2019-C ~ Automated Medication 
Systems (Draft #7) 

• Consideration of Regulatory Proposal 2019-F ~ Prescription Monitoring 
Program (Draft #3)  

mailto:info@pharmacy.la.gov
mailto:h&ga@legis.la.gov
mailto:s&g@legis.la.gov
mailto:info@pharmacy.la.gov
http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/RegProp2019-C_AMS_Draft7.pdf
http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/RegProp2019-C_AMS_Draft7.pdf
http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/RegProp2019-F_PMP-Draft3.pdf
http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/RegProp2019-F_PMP-Draft3.pdf


 
NOTE: Pursuant to the Open Meetings Law at 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. 
NOTE: In compliance with Act 655 of the 2018 Louisiana Legislature, 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 44486; Baton 
Rouge, LA 70804; 225.342.2403; h&ga@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.  
NOTE: In compliance with Act 256 of the 2019 Louisiana Legislature, the Board gives public notice that any information submitted to 
the Board may become public record unless specifically exempted by the Public Records Law, R.S. 44:1 et seq. 
 

Board Meeting 
November 13, 2019 
Page 2 of 3 
 
 
10. Committee Reports (cont. 
 H. Regulation Revision (cont.) 

• Consideration of Regulatory Proposal 2019-H ~ License Display (Draft #1) 
• Consideration of Regulatory Project 454-2019 Proposals 
 Item 01 ~ Rest Breaks (Draft #2) 
 Item 03 ~ Medication Administration (Draft #1) 
 Item 16 ~ Renewal of Permits & Licenses 

*  Legislative Proposal 2020-A ~ Renewal of Licenses & Permits (Draft #1) 
*  Regulatory Proposal 454-2019-16 ~ Pharmacy Permits (Draft #1) 

 Items 17 & 18 ~ Square Footage & Storage Space (Draft #1) 
 Item 22 ~ PIC Change Notice (Draft #1) 
 Item 26 ~ Retention of Scanned Prescriptions (Draft #2) 
 Item 28 ~ DEA Registration on Permit Applications (Draft #1) 
 Items 37 & 38 ~ Electronic Capture of Faxed Prescriptions (Draft #1) 
 Item 39 ~ Technician & Intern Entry of Verbal Prescriptions (Draft #1) 
 Item 40 ~ Prescription Receipt & Verification (Draft #2) 
 Items 41 & 43 ~ Refills & Expiration Date of Schedule V Prescriptions 

(Draft #1) 
 Item 42 ~ Emergency Refill Authorizations (Draft #1) 

I. Executive – Mr. Aron 
• Consideration of Committee Recommendations re Requests 
 Addition of Flavors to Medications 
 Orders for Laboratory Testing 
 Penicillin Skin Testing 
 Memorandum of Understanding with RxCheck™ 
 Regulatory Proposal 2019-J ~ Hepatitis Drugs of Concern (Draft #1) 
 Declaration of Emergency ~ Hepatitis Drugs of Concern 

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

• Quarterly Report of Prescription Monitoring Program (PMP) 
• Consideration of Requests for Waivers from PMP Reporting Requirement 

K. General Counsel – Mr. Finalet 
• Consideration of Proposed Voluntary Consent Agreements & Surrenders 
(01) Case No. 19-0254 ~ PST.018248 – Amber Mone Loup 
(02) Case No. 19-0211 ~ CPT.010475 – Kelly Ann Sereal 
(03) Case No. 19-0262 ~ PST.021377 – Amy Rebecca Douglass Johnson 
(04) Case No. 19-0208 ~ CPT.013721 – William Andrew Fletcher 
(05) Case No. 19-0209 ~ CPT.006379 – Maria Latraz Harrison 
(06) Case No. 19-0210 ~ CPT.012424 – Leslie Ann Huffman Barron 
(07) Case No. 19-0226 ~ CPT.013907 – Arielle Michelle Harris 
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http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/Project454-2019/RegProj454-2019-40_2513_RxVerification_Draft2.pdf
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http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/Project454-2019/RegProj454-2019-41and43_2525.B.2_Schedule5ExpDate_Draft1.pdf
http://www.pharmacy.la.gov/assets/docs/Cmtes/RegRev/Project454-2019/RegProj454-2019-42_2521_EmergencyRefills_Draft1.pdf
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11. Staff Reports (cont.) 
 K. General Counsel – Mr. Finalet (cont.) 

(08) Case No. 19-0251 ~ PHY.006813 – Transition Pharmacy, LLC d/b/a 
Transition Pharmacy [Trevose, PA] 

(09) Case No. 19-0212 ~ CPT.014696 – Trinity Diane Larson 
(10) Case No. 18-0445 ~ CPT.013387 – Paige Marie Childers    
(11) Case No. 19-0126 ~ PST.010381 – Billy Joe Reeves    
(12) Case No. 19-0287 ~ CPT.008865 – April Latrice Vaughn 
(13) Case No. 19-0277 ~ PHY.006206 – Positudes, Inc. d/b/a The Alliance 

Pharmacy [Westbury, NY]  
(14) Case No. 19-0252 ~ PHY.007700 – EHT Pharmacy, LLC d/b/a Curexa 

[Egg Harbor Township, NJ] 
(15) Case No. 19-0291 ~ CPT.010403 – Keenan Mitchell Wheeler 
(16) Case No. 19-0338 ~ PST.009445 – George Lamar Munn, Jr. 
(17) Case No. 19-0213 ~ CPT.006791 – Dawn Renee Saltzman 

 L. Executive Director – Mr. Broussard 
12. Special Presentation – Contemporary Pharmacy Education (Dr. Michael Cockerham, 

Associate Dean, ULM College of Pharmacy & Dr. Kristi Rapp, Associate Dean, Xavier 
College of Pharmacy) 

13. New Agenda Items Added During Meeting 
14. Announcements 
15.  Recess 
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A regular meeting of the Louisiana Board of Pharmacy was held on Wednesday, 
August 14, 2019 at the office of the Louisiana Board of Pharmacy, located at 3388 
Brentwood Drive in Baton Rouge, Louisiana 70809-1700.  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 9:05 a.m. 
 
2.  Invocation & Pledge 
Mr. Aron called upon Mr. Rhonny Valentine for the invocation.  Mr. Richard Indovina 
then led the group in the Pledge of Allegiance. 
 
3.  Quorum Call 
Mr. Aron called upon the Secretary, Mr. Richard Indovina, to call the roster to establish 
a quorum.   
 
Members Present: 

Mr. Carl W. Aron 
 Mr. Allen W. Cassidy, Jr. 

Dr. J. Robert Cloud 
Ms. Jacqueline L. Hall 
Mr. Richard M. Indovina, Jr. 
Mr. Robert C. LeBas 
Mr. Richard Mannino 
Mr. Marty R. McKay 
Ms. Diane G. Milano 
Mr. Blake P. Pitre 

 Mr. Don L. Resweber 
 Mr. Douglas E. Robichaux 
 Mr. Richard A. Soileau 
 Dr. Raymond J. Strong 
 Mr. Rhonny K. Valentine 
 
Member Absent: 

Mr. Kevin LaGrange 
Mr. Ronald E. Moore 

 
Staff Present: 
 Mr. Malcolm J. Broussard, Executive Director 
 Mr. Carlos M. Finalet, III, General Counsel 
 Mr. M. Joseph Fontenot, Assistant Executive Director 
 Mr. Benjamin S. Whaley, Chief Compliance Officer 
 
Guests: 

Mr. Carl Savoie – Carl’s Thrifty Way Pharmacy 
Ms. Mary Staples – National Association of Chain Drug Stores 
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Dr. Paul D’Aunoy – C.A.P.S. / BBraun 
Dr. Paul Ingalls – Walgreen Pharmacies 
Mr. Steven Trahan – Institutional Pharmacies of Louisiana 
Mr. Robert Sonnier – Institutional Pharmacies of Louisiana 
Mr. Bill Maguire – Omnicell  
Mr. Grayson Walsh – Capitol Partners 
Mr. Ben J. Sims – Brookshire Grocery Co. 
Mr. Bevan Callicott – Cardinal Health 
Mr. Richard Palombo – Express Scripts 
Dr. John Rocchio – CVS Health 
Mr. Jeff Sinko – CVS Health 
Mr. John Kapioski – BRG  
Dr. Mohamad Salem – WalMart Pharmacies 
Ms. Susan Caudle – Line Avenue Pharmacy 
Dr. Kristen Laughlin – Genoa Healthcare 
Ms. Elise Rigby – Cardinal Health 
Ms. Penny Scruggins – Champagne & Co. CPAs 
Mr. Russell Champagne – Champagne & Co. CPAs 
Mr. Rodney Krumm – Pontchartrain Pharmacy 
Mr. Max Huff – The Wellness Corner 
Dr. Angelle Huff – The Wellness Corner 
Ms. Maria Fielder – Kroger Pharmacies 
Ms. Linda Spradley – Spradley & Spradley  
Ms. Patricea Angelle – Prescription Compounds 
Dr. Jonathan Hartmann – Ochsner Health System 
 

Mr. Indovina certified Mr. LaGrange and Mr. Moore were absent; however, the 
remaining 15 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 to be added.  None were 
requested.  With no requests to amend the agenda, and without objection, the 
members adopted the posted agenda dated August 8, 2019.  Mr. Aron requested 
authority to re-order the agenda as may become necessary and there were no 
objections to that request.   
 
5.   Consideration of Minutes 
Mr. Aron reminded the members they had received the draft minutes from the Regular 
Board Meeting on May 29 and the Administrative Hearing on May 30, both 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. Indovina 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 
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a copy of the report in their meeting binder.  There were no questions from the 
members or guests. 
 
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. Soileau 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 May 29, 2019 are approved, 
adopted, and ratified by the entire Board. 

There were no member questions or public comments.  The motion was adopted after a 
unanimous vote in the affirmative. 
 
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; 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  
There were no special orders. 
 
10.   Committee Reports  

A.   Finance Committee 
Mr. Aron recognized Mr. Russell Champagne, CPA and Ms. Penny 

Scruggins, CPA, both from Champagne & Co.  They reviewed the Final 
Report for Fiscal Year 2018-2019 and offered their assessments of the 
Board’s fiscal status and financial operations.  They responded to a question 
from one member.  Mr. McKay then informed the members that the 
committee had met the previous day to review that report and voted to 
recommend its approval by the Board, subject to audit.  He then moved, 

Resolved, to approve the Final Report for Fiscal Year 2018-2019, 
subject to legislative audit. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative.  Mr. McKay then directed 
the members to the Proposed Budget Amendment No. 1 for Fiscal Year 
2019-2020 in their meeting binder.  He noted the committee had also 
reviewed that document during their meeting the previous day, offered no 
suggested amendments, and had voted to recommend its approval by the 
Board.  He then moved, 
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Resolved, to approve the Proposed Budget Amendment No. 1 for 
Fiscal Year 2019-2020. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
 Finally, Mr. McKay expressed his appreciation to the other committee 
members for their ongoing efforts.  Mr. Aron expressed his appreciation to 
Mr. Champagne and Ms. Scruggins for their ongoing assistance and long 
tenure as the Board’s accounting firm. 

 
 B.    Application Review Committee 

Mr. Aron called upon Mr. Soileau for the committee report.  Mr. Soileau 
reported the committee had not met since the previous Board meeting. 
 

C.   Reciprocity Committee 
Mr. Aron called upon Mr. Cassidy for the committee report. He reported 

the staff had evaluated 72 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.  He directed the members to a list of 
the new pharmacists licensed by reciprocity in their meeting binder. 

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

 
 D.   Violations Committee 

Mr. Aron called upon Mr. Indovina for the committee report.  Mr. Indovina 
reported the committee held preliminary hearings on June 11, 2019 to 
consider their posted agenda which included 24 cases: 10 pharmacists, 7 
pharmacy technicians, one pharmacy technician candidate, one DME permit, 
and 5 pharmacy permits.  The committee granted one request for a 
continuance prior to the meeting.  Five respondents failed to appear; the 
committee voted to refer all of them for formal administrative hearings, two of 
which were held the following day and the remaining scheduled for future 
hearings.  After interviews and deliberations at the meeting, the committee 
voted to continue one case conditioned upon the execution of a no-practice 
agreement, to take no action against two respondents, and to issue non-
disciplinary Letters of Noncompliance to 8 respondents.  The members voted 
to offer proposed voluntary consent agreements to the remaining 7 
respondents.  All of those 7 respondents had accepted their proposed 
consent agreements.  In addition to those 7 agreements, Mr. Indovina 
reported he had proposed agreements from three other respondents from 
prior committee meetings. Mr. Indovina then presented the following 
proposed consent agreements to the members for their consideration. 

 
MPI, Inc. d/b/a Michel’s Pharmacy of Bayou Vista f/k/a Medicine Shoppe 
of Bayou Vista [Morgan City, LA] (PHY.002662): Mr. Indovina moved to 
approve the proposed voluntary consent agreement.  There were no member 
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questions or public comments.  The motion was adopted after a unanimous 
vote in the affirmative.  The Board suspended the pharmacy permit for five 
years and stayed the execution of the suspension, then placed the pharmacy 
permit on probation for five years effective August 14, 2019, subject to 
certain terms enumerated within the consent agreement, including a 
requirement to maintain a manual non-electronic perpetual inventory for all 
controlled substances; and further, assessed a fine of $50,000 plus 
administrative and investigative costs; and further, cautioned that the receipt 
of any evidence verified by the Board of any violations of the probationary 
terms may result in the immediate, automatic, and permanent revocation of 
the pharmacy permit with no recourse for administrative or judicial review and 
with no opportunity for future reinstatement.  
 
Steve Patrick Michel (PST.011999): Mr. Indovina moved to approve the 
proposed voluntary consent agreement.  During the discussion, Mr. Indovina 
moved to enter into executive session for the purpose of discussing the 
character and professional competence of the respondent.  The motion for 
executive session was adopted after a unanimous roll call vote in the 
affirmative. 

 
It was noted the Board entered into executive session at 9:40 a.m. and then 
reconvened in open session at 10:00 a.m.  Mr. Aron indicated that no decision had 
been made during executive session and reminded the members of the pending 
motion. 
 

There were no further member questions or public comments.  The pending 
motion to approve the proposed voluntary consent agreement 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 August 14, 2019, subject to 
certain terms enumerated within the consent agreement; and further, 
assessed a fine of $25,000 plus administrative costs; and further, cautioned 
that the receipt of any evidence verified by the Board of any violations of the 
probationary terms may result in the immediate, automatic, and permanent 
revocation of the license with no recourse for administrative or judicial review 
and with no opportunity for future reinstatement. 
  
Tawanna Lynn Thomas (CPT.009534): Mr. Indovina moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board suspended her certificate for an indefinite period of 
time effective March 21, 2019; and further, conditioned the acceptance of 
any future reinstatement application upon the satisfaction of certain 
requirements identified in the consent agreement; and further, assessed 
administrative costs. 
 
Fred’s Stores of Tennessee, Inc. d/b/a Fred’s Pharmacy No. 3079 
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[Sterlington, LA] (PHY.007127): Mr. Indovina moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board assessed a fine of $10,000 plus administrative and 
investigative costs. 
 
Jenni Lee Anderson (CPT.005937): Mr. Indovina moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board issued a Letter of Reprimand; and further, ordered 
the acquisition of an additional 8 hours of technician-specific ACPE 
accredited continuing education not eligible for certificate renewal purposes 
with evidence of same to be submitted to the Board office on or before 
September 1, 2019; and further, assessed administrative costs. 
 
Partners Pharmacy of Texas, LLC d/b/a Advanced Pharmacy [Stafford, 
TX] (PHY.007430): Mr. Indovina moved to approve the proposed voluntary 
consent agreement.  Mr. Fontenot 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. 
 
Christopher Brooks Klingman (PST.017980): Mr. Indovina moved to 
approve the proposed voluntary consent agreement.  Mr. Indovina replied to 
one question from a member; there were no public comments.  The motion 
was adopted after a unanimous vote in the affirmative.  The Board issued a 
Letter of Warning; and further, assessed administrative and investigative 
costs.   
 
Pharmaceutical Specialties, LLC d/b/a Pharmaceutical Specialties 
[Baton Rouge, LA] (PHY.003625): Mr. Indovina 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 
Warning; and further, ordered the pharmacist-in-charge to acquire at least 
five hours of additional continuing education relative to high-risk sterile 
compounding; and further, assessed administrative and investigative costs. 
 
Belleview Pharmacy, LLC d/b/a Belleview Pharmacy [Plaquemine, LA] 
(PHY.007770): Mr. Indovina moved to approve the proposed voluntary 
consent agreement.  There were no member questions or public comments.  
The motion was adopted after a unanimous vote in the affirmative.  The 
Board suspended the pharmacy permit for two years and stayed the 
execution of the suspension, then placed the pharmacy permit on probation 
for two years effective August 14, 2019, subject to certain terms enumerated 
within the consent agreement; and further, assessed a fine of $2,500 plus 
administrative and investigative costs. 
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Darvis Keon Harvey (PST.018760): Mr. Indovina moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or 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 $2,500 plus administrative costs. 
 
 Mr. Indovina then presented the Complaint Investigation Monitor Report, 
which demonstrated the opening of 433 new cases and the closure of 434 
cases during the previous fiscal year.  The average number days for staff to 
complete their case investigation was 52 days.  Of the 434 case closures, 19 
of them [4.4%] exceeded the policy goal of 180 days for completion of case 
investigations. 
 Mr. Indovina reported the committee had re-evaluated their committee 
policy relative to the disposition of cases alleging violations of the CE rules.  
The committee voted to recommend the revision of the existing policy, and 
he directed the members to a copy of the proposed revision in their meeting 
binder.  He then moved, 

Resolved, to approve the proposed revision of PPM.I.C.7.c ~ 
Violations Committee – CE Audits/Cases for the Board’s Policy & 
Procedure Manual. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
 Mr. Indovina reported the committee was scheduled to meet on 
September 18 to consider the 19 cases on that docket, which includes six 
pharmacists, three pharmacy technicians, one pharmacy technician 
candidate, one DME permit, and eight pharmacy permits. 
 Finally, he concluded his report with appreciation to the other committee 
members for their ongoing efforts.  He also praised the detailed investigative 
reports from the compliance officers which assists the committee members in 
their evaluation of the disciplinary cases  

 
 E.   Impairment Committee 

Mr. Aron called upon Ms. Hall for the committee report.  Ms. Hall reported 
the committee met the previous day to consider seven referrals from the staff 
– four petitions for modification of previous orders and three appearances for 
informal conference.  Following their interviews of the applicants and 
subsequent deliberations, the committee developed recommendations for the 
applicants.  Ms. Hall then presented the following files to the members for 
their consideration. 
 
Noel Gerard Faucheux (PST.011765) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the applicant’s petition for modification of 
previous orders, removed all probationary terms originally scheduled to 
conclude on February 12, 2014, then restored the license to active and 
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unrestricted status.  
 
Christi Lynn Lochard (CPT.006838) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the applicant’s petition for modification of 
previous orders, removed all probationary terms originally scheduled to 
conclude on June 28, 2021, then restored the certificate to active and 
unrestricted status.  
 
Gerald Edward Sargent (SWP.000805) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the applicant’s petition for modification of 
previous orders, removed two items from the May 2018 Probation Board 
Order, then continued the probationary period as originally ordered with all 
remaining terms in effect.  
 
Michael Thomas Savario (PST.016568) Ms. Hall moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the applicant’s petition for modification of 
previous orders, removed the restriction which had prevented him from 
accepting an appointment as the pharmacist-in-charge of a pharmacy, then 
continued the probationary period as originally ordered with all remaining 
terms in effect.  
 
Roy Kirk Fisher, Jr. (PST.018600) Ms. Hall informed the members the 
respondent had failed two audits of his compliance with the terms of his May 
2013 Probation Board Order.  The committee determined it appropriate to 
invoke the provisions of Article 4 of that order and summarily suspended the 
license for an indefinite period of time effective August 13, 2019.  She 
announced the summary suspension would be the subject of a formal 
administrative hearing scheduled in November 2019.  Ms. Hall indicated the 
members of the Impairment Committee would be recused from that hearing 
and those committee members were instructed to have no discussions about 
this case with any other members of the Board. 
 
 Finally, Ms. Hall closed her report with appreciation to her fellow 
committee members for their work the previous day. 

 
 F.   Reinstatement Committee 

Mr. Aron noted the committee chair, Mr. Moore, had been called away for 
an emergency and that he had chaired the committee meeting and would 
present the committee report.  He noted the committee had met the previous 
day to consider three referrals from the staff.  Following their interviews of the 
applicants and subsequent deliberations, the committee developed 
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recommendations for the applicants. Mr. Aron then presented the following 
files to the members for their consideration. 

 
Jason Thomas Bordelon (CPT.005293) Mr. Robichaux moved to approve 
the proposed voluntary consent agreement.  There were no member 
questions or public comments.  The motion was adopted after a unanimous 
vote in the affirmative. The Board granted the applicant’s request for 
reinstatement of the lapsed certificate contingent upon the satisfaction of 
certain requirements identified within the consent agreement prior to August 
14, 2021. 
 
Jamie Nicole Hedrick (CPT.007114) Mr. Robichaux moved to approve the 
proposed voluntary consent agreement.  There were no member questions or 
public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the applicant’s request for reinstatement of 
the lapsed certificate contingent upon the satisfaction of certain requirements 
identified within the consent agreement prior to August 14, 2021. 
 
Jodi Carl Silvio (PST.013495) Mr. Pitre moved to approve the proposed 
voluntary consent agreement.  There were no member questions or public 
comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board granted the applicant’s request for reinstatement of 
the lapsed license contingent upon the satisfaction of certain requirements 
identified within the consent agreement prior to August 14, 2021; and further, 
suspended the required Special Work Permit and the subsequently reinstated 
pharmacist license for 15 years and stayed the execution of the suspension, 
then placed the required Special Work Permit and the subsequently 
reinstated pharmacist license on probation for 15 years, effective on the date 
of issuance of the Special Work Permit and terminating 15 years thereafter; 
and further, prohibited any ownership interest in any pharmacy licensed by 
the Board; and further, cautioned that the receipt of any evidence verified by 
the Board of any violations of the probationary terms may result in the 
immediate, automatic, and permanent revocation of the license with no 
recourse for administrative or judicial review and with no opportunity for future 
reinstatement. 
 

Mr. Aron closed his report with appreciation to the other committee 
members for their work the previous day. 

 
At this point, Mr. Aron declared a recess.  It was noted the members recessed at 10:25 
a.m. and then reconvened at 10:50 a.m.  Mr. Aron resumed the sequence of the posted 
agenda. 
 

G.   Tripartite Committee 
Mr. Aron called upon Mr. Resweber for the committee report.  Mr. 

Resweber reported the committee had not met since the previous Board 
meeting.  He reported the staff was planning a meeting for February 2020 at 
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Xavier College of Pharmacy in New Orleans. 
 
 H.   Regulation Revision Committee 

Mr. Aron called upon Mr. McKay for the committee report.  Mr. McKay 
reported the committee met on June 13 and July 24, 2019 to consider the 
items on their posted agenda.  In the interim, he noted the Board conducted 
a public hearing on June 26 as required by Act 454 of the 2018 Legislature, 
to solicit comments and testimony on the entirety of the Board’s rules, as to 
whether any of them may be contrary to law, outdated, unnecessary, overly 
complex, or burdensome. 
 
Consideration of Comments & Testimony from June 26 Public Hearing 
Mr. McKay directed the members to a copy of the hearing report in their 
meeting binder, noting the Board had received one verbal and two written 
comments, requesting a total of one new rule and changes to 47 existing 
rules.  The members reviewed each of the requests and made the following 
determinations: 

1. To the request for a new rule to mandate lunch breaks for 
pharmacists in pharmacies, the members referred the request to the 
Regulation Revision Committee to develop a proposal for the Board’s 
consideration. 

2. To the request to amend §511 to remove the requirement for a 
pharmacist to notify the Board of pharmacy employment changes, the 
Board noted the requirement for the notification was for one such 
notice within 10 days of the change; and further, given the ease with 
which such notifications can be made, the Board declined to make the 
requested change. 

3. To the request to amend §521.B to eliminate the separate Authority 
to Administer document and allow the prescription for the medication 
to allow that activity for the life of the prescription, the Board 
requested a proposal from the committee. 

4. To the request to amend §709.B to eliminate staffing ratios for 
pharmacy interns, the Board requested a proposal from the 
committee. 

5. To the request to amend §901 relative to the definition of a 
pharmacy technician training program to allow the Board to approve a 
program which is not nationally-accredited, the Board noted the rule 
was adopted in January 2018 and followed a year-long contentious 
process.  The members recalled NACDS opposition to the rule at that 
time and reiterated the Board’s belief that it should rely on national 
accreditation standards for the education and training of pharmacy 
technicians.  The Board declined to make the requested change. 

6. To the request to amend §903.A.2.c.i to change the proof of 
enrollment requirement to either nationally-accredited or board-
approved but not require both, the members recalled they had already 
found it necessary to withdraw their approval of more than one 
nationally-accredited pharmacy technician training program.  The 
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Board declined to make the requested change. 
7. To the request to amend §903.A.3.f to remove the requirement for 

a pharmacy technician candidate to notify the Board of pharmacy 
employment changes, the Board declined to make the requested 
change, for the same reason as Item 2 above. 

8. To the request to amend §903.B.2 to eliminate the requirement for 
a pharmacy technician training program to notify the Board when a 
student separates from the training program, the members noted the 
rules for pharmacy technician candidates provide three eligibility 
options, and the first and primary of those is proof of enrollment in a 
nationally-accredited and board-approved training program.  Since 
eligibility for the credential is based upon enrollment in a training 
program, an early departure from the program would remove the 
eligibility for the credential.  The only way for the Board to know of 
such an event is for the program to notify the Board.  The members 
did not believe a simple written notice to the Board office via email or 
fax constituted an administrative burden.  The Board declined to 
make the requested change. 

9. To the request to amend §903.D.1 to remove the board approval 
requirement for a pharmacy technician certification examination in 
favor of allowing any examination accredited by the National 
Commission for Certifying Agencies (NCCA), the members indicated 
their belief such a rule would be an improper delegation of the 
Board’s responsibility.  The Board declined to make the requested 
change. 

10. To the request to amend §903.D.2 to remove the time delays on 
fourth attempts of the pharmacy technician certification examination, 
Mr. Aron reminded the members the Board had already approved that 
proposed rule change as part of Regulatory Project 2019-9, and 
further, that project was pending consideration by the Occupational 
Licensing Review Commission. 

11. To the request to amend §905.A.3.a to change the eligibility for a 
pharmacy technician certificate to allow either a nationally-accredited 
program or a board-approved program instead of the current 
requirement for programs to be both nationally-accredited and board-
approved, the Board declined to make the requested change for the 
same reason as noted in Item 6 above. 

12. To the request to amend §905.A.3.b to reduce the number of hours 
of practical experience required of pharmacy technician candidates 
from 600 hours to 320 hours, or in the alternative, 440 hours as 
required by one of the pharmacy technician certification organizations, 
the Board requested a proposal from the committee. 

 
At this point, Mr. Aron declared a luncheon recess.  It was noted the members recessed 
at 12:00 noon and reconvened at 12:50 p.m.  Mr. Aron resumed the sequence of the 
posted agenda, more particularly the review of the comments and testimony from the 
June 26 public hearing. 
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13. To the request to amend §907.A.2 to remove the staffing ratios for 

pharmacy technicians, the Board requested a proposal from the 
committee. 

14. To the request to amend §907.A.3 to re-frame the scope of 
practice from a list of prohibited tasks to a list of permitted tasks, 
citing a list of activities associated with medication dispensing and 
assisting with clinical activities, the members recalled their original 
rule for pharmacy technicians in the late 1990s contained four 
permissible tasks, and the current rule contains three prohibited 
tasks.  The members suggested reverting to a positive list would be a 
step backward.  The Board declined to make the requested change. 

15. To the request to amend §1101.C to remove the requirement for 
the signature of the pharmacist-in-charge on the application for a new 
pharmacy permit and simply require the name of the pharmacist-in-
charge on the application form, the members were concerned for the 
potential submission of an application without the knowledge or 
consent of the pharmacist-in-charge.  The Board declined to make the 
requested change. 

16. To the request to amend §1101.C.2 to change the pharmacy permit 
renewal cycle from annual to biennial, the Board requested a 
proposal from the committee. 

17. To the request to amend §1103 to remove the specifications for a 
pharmacy permit relative to square footage, counter space, and aisle 
space, the Board requested a proposal from the committee. 

18. To the request to amend §1103.H.1 to remove the first sentence 
specifying storage space for pharmacy inventory, the Board 
requested a proposal from the committee. 

19. To the request to amend §1103.K to remove the requirement for a 
pharmacy to maintain a printed copy of the pharmacy law book, the 
Board noted the proposed rule had already been approved by the 
Board and was part of Regulatory Project 2019-17, which was 
pending before the Occupational Licensing Review Commission. 

20. To the request to amend §1105.A.1.b to reduce the amount of 
practice experience for a pharmacist to qualify for a pharmacist-in-
charge privilege from two years to either one year or six months, the 
members recalled multiple disciplinary proceedings involving newly-
credentialed pharmacists-in-charge who professed a lack of 
knowledge of the information necessary to properly fulfill the duties of 
the pharmacist-in-charge.  The Board declined to make the requested 
change. 

21. To the request to amend §1105.A.2 to remove the minimum 
number of hours for a pharmacist-in-charge to be physically present 
and practicing in the pharmacy, the members recalled a number of 
disciplinary cases where pharmacists served as “phantom” 
pharmacists-in-charge, essentially renting out their license with no 
knowledge of what was happening in the pharmacy and attempting to 
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plead ignorance.  The Board declined to make the requested change. 
22. To the request to amend §1105.I to change the notice requirement 

for a pharmacy to advise the Board of a change in the pharmacist-in-
charge from 10 days to 30 days, the Board requested a proposal from 
the committee. 

23. To the request to clarify with respect to §1109 whether a 
pharmacist assisting a patient in a clinical capacity in an area 
adjacent to the prescription department creates a pharmacist absence 
necessitating a closure of the prescription department, the Board 
directed the clarification that such an activity does not create a 
pharmacist absence necessitating a closure of the prescription 
department. 

24. To the request to clarify with respect to §1111 whether a 
pharmacist assisting a patient in a clinical capacity in an area 
adjacent to the prescription department creates a temporary absence 
of the pharmacist necessitating compliance with the provisions of that 
rule, the Board directed the clarification that such an activity does not 
create a temporary absence of the pharmacist necessitating 
compliance with the provisions of that rule. 

25. To the request to amend §1113 to repeal the prohibition on 
mechanical drug dispensing devices or in the alternative, to allow 
such devices when approved by the Board, Mr. Aron noted the 
second sentence of the rule in question appears to contain the 
clarification requested.  He also noted the committee was currently 
reviewing the chapter of rules relative to automated medication 
systems. 

26. To the request to amend §1123 to remove the requirement to store 
hardcopy prescription forms for one year in favor of allowing imaging 
systems to retain those documents to retain those records for at least 
two years, the Board requested a proposal from the committee. 

27. To the request to amend §1131.A.1 to remove the requirement for 
the signature of a pharmacist-in-charge in favor of the signature of an 
authorized representative, the staff has noticed apparent 
‘disconnects’ between owner representatives filing applications 
without the benefit of a pharmacist-in-charge, with such gaps creating 
delays in the issuance of the pharmacy permit.  The Board declined to 
make the requested change. 

28. To the request to amend §1131.A.4 for pharmacy opening 
procedures to remove the section relative to a DEA registration, the 
Board requested a proposal from the committee. 

29. To the request to amend §1201, more specifically the definition of 
the term “final check of work” to allow for technology solutions in lieu 
of mandatory human checks, Mr. Aron noted the Board had 
previously promulgated the requested change in another section of 
that chapter, i.e., §1217.  He further noted the committee was 
currently reviewing a proposed revision of the chapter of rules for 
automated medication systems. 
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30. To the request to amend §1207.A to designate the pharmacist-in-
charge or the verifying pharmacist as accountable for the accuracy of 
the automated medication system with additional clarification that 
counting machines are not considered as automated medication 
systems, Mr. Aron noted the committee was currently reviewing a 
proposed revision of the chapter of rules for automated medication 
systems, and further, directed a clarification that counting machines 
are not included within the definition of an automated medication 
system. 

31. To the request to amend §2307.A.1.c to repeal the two year 
practice requirement for the pharmacist-in-charge privilege, the 
members took note of previous disciplinary proceedings as described 
in Item 20 above.  In addition, the Board requested staff clarify the 
commentator’s apparent misunderstanding of the rule as described in 
their comment.  The absence of the two-year practice requirement 
would preclude a pharmacist serving as the pharmacist-in-charge of a 
Louisiana permit but not the resident pharmacy permit, unless that 
jurisdiction had a similar rule.  The Board declined to make the 
requested change. 

32. To the request to amend §2425.A.1 to reduce the mileage from 20 
miles to 10 miles relative to telepharmacy dispensing sites, Mr. Aron 
reminded the members they had recently approved a proposed 
revision to that portion of the rules for telepharmacy dispensing sites, 
reducing the mileage from 20 miles to 15 miles and not the 10 miles 
specified in the comment.  When questioned, the members declined 
to withdraw the pending Regulatory Project 2019-4 to further reduce 
the mileage from 20 miles to 10 miles.  Mr. Aron noted Regulatory 
Project 2019-4 was currently pending before the Occupational 
Licensing Review Commission. 

33. To the request to amend §2425.A.6 to remove the requirement for 
a telepharmacy dispensing site to close if a new community pharmacy 
opens within 20 miles of the dispensing site, Mr. Aron reminded the 
members that the pending Regulatory Project 2019-4 contains a 
proposed revision striking that requirement. 

34. To the request to amend §2425.E.2.c to remove staffing 
parameters as well as staffing ratios in telepharmacy dispensing sites, 
the Board requested a proposal from the committee. 

35. To the request to amend §2425.E.3.g to change the patient 
counseling requirement in telepharmacy dispensing sites to require 
counseling on new prescriptions only and an offer to counsel on 
refills, the Board requested a proposal from the committee. 

36. To the request to amend §2511.C.1 to remove the minimum size of 
a prescription form, the members reminded the commentator the rule 
established a minimum size for the form and not a maximum size for 
the form.  The members recalled the existence of prescription forms 
as small as two inches by three inches.  Given the increased 
opportunities for errors associated with reading small handwriting on 
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small forms, the Board declined to make the requested change. 
37. To the request to amend §2511.C.5 to allow for the electronic 

capture of facsimile prescriptions, the Board requested a proposal 
from the committee. 

38. To the request to amend §2511.C.5.d to remove the 2016 
expiration date, the Board requested a proposal from the committee. 

39. To the request to amend §2511.D.1 to allow a pharmacy technician 
or pharmacy intern to enter a verbal transcription of a prescription into 
the pharmacy dispensing information system with the pharmacist held 
accountable for such prescriptions, the Board requested a proposal 
from the committee. 

40. To the request to amend §2513 to repeal the section on 
prescription receipt and verification as redundant and unnecessary, 
the Board requested a proposal from the committee. 

41. To the request to amend §2519.B.2 to remove prescriptions for 
medications listed in Schedule V in alignment with 21 CFR 1306.22, 
the Board requested a proposal from the committee. 

42. To the request to amend §2521 to extend the 72-hour allowance 
for emergency refills to a 30-day supply, or in the alternative, an 
exception for unit-of-use containers, the Board requested a proposal 
from the committee. 

43. To the request to amend §2525.B.2 to remove the six month 
expiration date on prescriptions for medications listed in Schedule V, 
the Board requested a proposal from the committee. 

44. To the request to amend §2733.C.1.a to remove the annual 
inventory requirement for controlled substances as unnecessary, the 
members noted the federal rule required a biennial inventory, and the 
rule in question is the one requiring an annual inventory.  The Board 
declined to make the requested change. 

45. To the request to amend §2747.B.5 to allow for partial fills of 
prescriptions for medications listed in Schedule II as requested by 
patients, the Board noted that Regulatory Project 2019-12 complied 
with the request and was currently in process. 

46. To the request to amend §907 to remove the ratios for pharmacy 
technician candidates and pharmacy technicians, the Board 
requested a proposal from the committee. 

47. To the request to amend §1109 to clarify that a pharmacist is not 
absent from the pharmacy if assisting a patient in a clinical capacity in 
an area adjacent to the prescription department, the Board directed 
the clarification as described in Item 23 above. 

48. To the request to amend §1111 to clarify that a pharmacist is not 
temporarily absent from the pharmacy if assisting the patient in a 
clinical capacity in an area adjacent to the prescription department, 
the Board directed the clarification as described in Item 24 above. 

 
Consideration of Renewal of Pilot Project ~ Automated Medication System in 
Unlicensed Medical Clinic Setting (Highgate Apothecary – Covington, LA) 
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Mr. McKay reminded the members they approved this pilot project in August 
2018 for a one-year period of time.  He reported the pharmacy was 
operating the system as proposed and the committee was considering 
proposed changes in the chapter of rules for automated medication systems. 
He reported the committee voted to recommend the continuation of the 
project for one additional year to provide time for the completion of the 
required rulemaking.  Mr. McKay then moved, 

Resolved, to approve the continuation of the pilot project at 
Highgate Apothecary through August 31, 2020. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
 
Consideration of Regulatory Proposal 2019-E ~ Cannabis Metered-Dose 
Inhaler (Draft #1) 
 Mr. McKay reminded the members of Act 284 of the 2019 Legislature which 
authorized the Board to amend its rules for marijuana pharmacies to add 
metered-dose inhalers to the list of allowable dosage forms.  He reported the 
committee had developed a proposal for the Board’s consideration, and then 
moved, 

Resolved, to approve Regulatory Proposal 2019-E ~ Cannabis 
Metered-Dose Inhaler (Draft#1), and further, to authorize the 
Executive Director to promulgate the proposed rule upon the 
instruction of the President, and further, to authorize the President 
to approve acceptable amendments as may become necessary 
during the promulgation process. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
 
Consideration of USP-800 Subcommittee Recommendations 
Mr. McKay reminded the members of the subcommittee of stakeholders 
appointed to review the provisions of USP <800> Hazardous Drugs – 
Handling in Healthcare Settings and their potential impact on the Board’s 
rules.  He reported the committee had met twice and focused their initial 
review on the Board’s inspection blueprint for pharmacies.  In particular, they 
reviewed Module I ~ Basic Pharmacy Services, Module II ~ Compounding of 
Nonsterile Preparations, and Module III ~ Compounding of Sterile 
Preparations.  Noting that the blueprints originated from NABP and with 
anticipation NABP is modifying their blueprints to incorporate relevant 
provisions of USP <800>, the subcommittee recommended a set of 
proposed revisions to the blueprint with a request to approach NABP with 
the proposed revisions and collaborate with them on any proposed changes 
to the national blueprint documents.  He reported the full committee voted to 
recommend the approval of the proposed revisions to the inspection 
blueprint documents and collaborate with NABP on those proposed 
revisions.  He directed the members to a copy of the proposed revisions in 
their meeting binders.  Mr. McKay then moved, 

Resolved, to approve the proposed amendments to the pharmacy 
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inspection blueprints, to request staff to forward the proposed 
amendments to NABP for incorporation into the national pharmacy 
inspection blueprint documents, and to request staff to report the 
outcome of those discussions. 

There was substantial member discussion and public comment.  The motion 
was adopted after a majority vote in the affirmative; Mr. Cassidy, Mr. 
Mannino, and Mr. Valentine objected.  

 
Mr. McKay then reported the committee had also voted to return three topics 
assigned to the committee back to the Board.  In particular: 

• With respect to the pending assignment relative to FraudRx® Alert 
access to the PMP database, the new contract with the PMP vendor 
includes a number of clinical alerts similar to the ones offered by the 
petitioner.  The committee did not believe any changes to the law or 
rule were appropriate to accommodate a third-party connection to the 
PMP database.  The members offered no further guidance to the 
committee and accepted the return, terminating action on the request. 

• With respect to the pending assignment to review the proposed 
Memorandum of Understanding between FDA and the States re 
Distribution of Compounded Drug Products, the committee learned 
that no state had agreed to sign the document as it was presented.  
Further, NABP had collected all of the state boards’ concerns and 
presented a ‘red-lined’ proposal to the FDA on the states’ behalf.  
Since FDA will presumably publish a revised MOU later this year, the 
committee voted to return this item and await a future revision.  The 
members offered no further guidance to the committee and accepted 
the return, terminating action on the request. 

• With respect to the pending assignment relative to patient 
identification cards for the medical marijuana program, the committee 
noted that legislative action would first be required to authorize a state 
entity to issue and manage an identification system for patients 
authorized to possess medical marijuana products.  In the interim, the 
committee voted to return the item back to the Board with no action.  
The members offered no further guidance to the committee and 
accepted the return, terminating action on the request.  

 
Finally, Mr. McKay closed his report by identifying the public members of 

the USP-800 Subcommittee: 
 Ms. Patricea Angelle, from Prescription Compounds in Baton Rouge; 
 Ms. Susan Caudle, from Line Avenue Pharmacy in Shreveport; 
 Ms. Angelle Huff, from The Wellness Corner in Prairieville; 
 Dr. Gary LeBlanc, from Heart Hospital in Lafayette; and 
 Dr. Heather Maturin, from Ochsner Medical Center in Baton Rouge. 

Mr. McKay expressed his appreciation to those pharmacists as well as the 
committee members for their ongoing efforts. 

 
At this point, Mr. Aron re-ordered the agenda to accommodate guests present.  He 
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directed the members to Agenda Item 12 in the meeting binder. 
 
12.   Request for Approval of Pilot Project – Automated Medication Systems in 
Correctional Facilities – Mr. Robert Sonnier, Institutional Pharmacies of Louisiana 
(Scott, La.) 
Mr. Aron welcomed Mr. Robert Sonnier and Mr. Steven Trahan from Institutional 
Pharmacies of Louisiana as well as their technical consultant, Mr. Bill Maguire from 
Omnicell to the witness table for their presentation.  Mr. Aron directed the members to a 
copy of the presentation in their meeting binder. 
 
Mr. Sonnier informed the members of an initiative to help local correctional centers 
manage the medication supply for offenders and reduce the wastage from unused 
medications.  When they attempted to obtain a registration for the automated 
medication system to be placed at the correctional center, they learned of the Board’s 
rule requiring a permit from the state health department.  Since correctional centers are 
not regulated by the state health department, that created a barrier to obtaining the 
required registration to place and operate the system at the correctional center.  The 
members asked questions to clarify the intended operational locations and procedures. 
Mr. Robichaux then moved, 

Resolved, to authorize Institutional Pharmacies of Louisiana, located in Scott, 
La. and holding PHY.005169-IR, to conduct a pilot project utilizing an automated 
medication system at a correctional facility without the need for a credential from 
the state health department, to limit the locations of the pilot project to the 
correctional facilities for Calcasieu and Lafayette parishes, and to conclude the 
pilot project no later than August 31, 2020 unless extended by the Board. 

There were no further member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative.  
 
At this point, Mr. Aron declared a brief recess.  It was noted the members recessed at 
3:30 p.m. and then reconvened at 3:55 p.m.  Mr. Aron returned to Agenda Item 11 for 
Committee Reports and more specifically to the report from the Executive Committee 
 
11. Committee Reports (cont.) 
 I.    Executive Committee 

Mr. Aron reported the committee had met the previous day to consider the 
items on their posted agenda.  He indicated Mr. McKay was prepared to offer 
motions on behalf of the committee.   

 
Review of Final Legislative Brief 
Mr. Aron directed the members to a copy of the brief in their meeting binder.  
He reported the committee had reviewed staff’s proposed action plans to 
implement various new laws from the 2019 Legislature and found them to be 
satisfactory and did not offer any changes, but indicated the members could 
offer suggestions as they deemed appropriate.  Mr. Aron requested Mr. 
Broussard review the legislative brief and the suggested action plans.  Mr. 
Broussard reported he monitored 70 of the 1,700 items filed during the 
session. Of the 70 items he monitored, 39 bills were adopted and signed into 
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law.  Of that number he proposed action plans for 16 new laws.  He then 
presented those 16 new laws to the members. 

1. HB 138 (Act 354) updated the state list of controlled substances to 
match the recent federal scheduling actions.  He reported a new 
pharmacy law book was published on August 1, 2019 and it included 
all the new laws. 

2. HB 243 (Act 423) imposed a reporting requirement for first 
responders using naloxone for opioid overdose management.  The 
new law was added to the controlled substance law section of the new 
pharmacy law book. 

3. HB 284 (Act 426) amended the controlled substance law relative to 
prescriptions for opioid medications, to require the prescriber to add 
certain information to the prescription when ordering more than a 
seven day supply of the medication.  Mr. Broussard indicated he had 
updated the pharmacy law book with this provision and included the 
item in the legislative bulletin issued on July 1.  The members 
conducted extensive discussion of the legislation and its impact on 
patients and pharmacies.  Mr. Aron indicated the committee had 
directed staff to issue a bulletin to the pharmacists providing guidance 
on how to comply with the new law. 

4. HB 358 (Act 284) amended the therapeutic marijuana law to 
authorize the Board to amend its rules for medical marijuana to add 
metered-dose inhalers to its list of allowable dosage forms.  Mr. 
Broussard indicated he updated the pharmacy law book and added 
the new law to the agenda for the Board’s Regulation Revision 
Committee.  He reminded the members they had just approved a 
regulatory proposal from that committee to make that change in their 
rules for marijuana pharmacies. 

5. HB 375 (Act 219) amended the controlled substance law to 
authorize the Board to require criminal background checks for certain 
applicants for the state controlled dangerous substance license.  Mr. 
Broussard indicated he updated the pharmacy law book and added 
the new law to the agenda for the Board’s Regulation Revision 
Committee.  Once the controlled substance licensing rule is updated, 
the staff will update the CDS license application form and instructions, 
and then inform the applicants of the requirement. 

6.  HB 423 (Act 227) repealed the section of the professional licensing 
law that required professional licensing boards to deny a license to an 
applicant who was determined to be in default of a student loan.  Mr. 
Broussard indicated he had amended the application instruction 
documents to remove the reference to that previous law. 

7. HB 433 (Act 161) amended the pharmacy law to authorize a 
pharmacist to decline to dispense a prescription under certain 
circumstances.  Mr. Broussard reported he had updated the pharmacy 
law book and included the item in the legislative bulletin issued on July 
1.  He also added the new law to the agenda for the Board’s 
Regulation Revision Committee; the committee determined that no 
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additional rules were necessary. 
8. HB 452 (Act 231) amended the controlled substance law with an 

anticipatory scheduling action for mitragynine (kratom), such that in 
the event the federal government places that substance in a schedule 
in the federal list of controlled substances, then it would automatically 
be placed in the same schedule in the state list of controlled 
substances.  Mr. Broussard indicated he had updated the pharmacy 
law book to include those scheduling actions. 

9. HB 491 (Act 164) amended the state agriculture law to create a 
state-based industrial hemp program, removed hemp-derived CBD 
from the state list of controlled substances, and created a regulatory 
structure for the retail sale of hemp-derived CBD products.  Mr. 
Broussard reported he had updated the pharmacy law book and had 
scheduled the Board’s reconsideration of its previously-issued 
guidance document on retail sale of CBD products.  He informed the 
members the Executive Committee had reviewed that item the 
previous day and would present a recommendation later that day.  
Several members asked questions about the implementation of the 
regulatory structure by the Office of Alcohol & Tobacco Control (ATC). 

10. HB 507 (Act 331) amended the therapeutic marijuana law to 
redirect the proceeds of the 7% tax on the proceeds of medical 
marijuana product producers.  Mr. Broussard reported he updated the 
pharmacy law book with that provision. 

11. HB 614 (Act 614) amended the public records law to require 
custodians of public records to notify the public that any information 
submitted to the agency might become public record.  Mr. Broussard 
reported he had added a series of public notices to agendas, email 
signatures, and document templates. 

12. SB 41 (Act 124) amended the insurance law and pharmacy law, 
and created a new section of law creating a regulatory structure for the 
licensing and regulation of pharmacy benefit managers.  Mr. 
Broussard reported he had updated the pharmacy law book and 
included that item in the legislative bulletin issued on July 1.  He also 
added the new law to the agenda for the Regulation Revision 
Committee for the development of a regulatory proposal.  He reported 
the Executive Committee had reviewed a policy document outlining 
board liaisons to other entities to add the Board’s representative to the 
PBM Monitoring Advisory Council and would make a recommendation 
on the policy amendment later that day.  Mr. Broussard reported he 
had initiated communications with the Dept. of Insurance by creating a 
preliminary council roster and requesting an opportunity to hold the 
council meetings at that agency office.  He reported the Dept. of 
Insurance had disputed their responsibility for financial management 
of the council even after he directed them to the relevant provision in 
the new law.  The members expressed frustration with the delay from 
the Dept. of Insurance but had no further direction for the staff in the 
interim. 
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13. SB 53 (Act 80) amended the prescription monitoring program law 
to authorize the program to share information with federal jurisdictions. 
Mr. Broussard reported he had updated the pharmacy law book and 
added the new law to the agenda for the Board’s Regulation Revision 
Committee.  He reported that committee was reviewing a draft 
proposal and should be prepared to present a proposal at the Board’s 
next meeting.  Mr. Broussard reported the PMP staff had already 
implemented bidirectional sharing of information with some federal 
jurisdictions, and Mr. Fontenot provided additional information about 
that new feature. 

14. SB 99 (Act 52) amended the pharmacy law to revise the eligibility 
qualifications for members of the Board of Pharmacy.  Mr. Broussard 
reported he had updated the pharmacy law book and added the item 
to the agenda for the Board’s Regulation Revision Committee.  The 
committee determined no additional rules were necessary. 

15. SB 119 (Act 119) created the Palliative Care Interdisciplinary 
Advisory Council within the Dept. of Health and included one 
pharmacist on the 17-member council.  Mr. Broussard reported he 
scheduled a review of the Board’s policy relative to liaisons to other 
entities by the Executive Committee, which would present a 
recommendation later that day. 

16. SB 241 (Act 204) amended the administrative procedure act to add 
the state’s secretary of state to the entities to which agencies must 
report during their rulemaking activities, and further, added another 
impact statement to the list of impact statements required during 
rulemaking.  Mr. Broussard reported he had updated internal guidance 
documents to add the new reporting destination and new impact 
statement. 

There were no suggested changes to the legislative action plans from the 
members.  Mr. Aron directed the staff to follow through on the suggested 
action plans and keep the members informed of their progress. 
 
Consideration of Request to Interpret LAC 46:LIII.2451N ~ Sale of CBD Oil 
Products in Marijuana Pharmacies Proposed Revision of Pharmacy 
Inspection Blueprints 
Mr. Aron informed the members the request was received from a marijuana 
pharmacy shortly after the adoption of new legislation creating a regulatory 
structure for the retail sale of hemp-derived CBD products in the state.  The 
committee reviewed the rule and the new law and believed it would be 
appropriate to allow such sales in marijuana pharmacies as long as they 
comply with the new state law.  Mr. McKay then moved, 

Resolved, to interpret LAC 46:LIII.2451.N to permit marijuana 
pharmacies to engage in the retail sale of hemp-derived CBD 
products in compliance with Act 164 of the 2019 Legislature and 
the administrative regulations promulgated thereto by the Dept. of 
Health and the Dept. of Revenue. 

Mr. Broussard responded to questions from members and the public.  The 
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motion was adopted after a unanimous vote in the affirmative. 
 
Consideration of Request to Interpret LAC 46:LIII.2457.D.4.b ~ Reporting of 
Marijuana Product Dispensing Transactions. 
Mr. Aron informed the members the request originated from a marijuana 
pharmacy during the implementation of the Louisiana Medical Marijuana 
Tracking System (LMMTS).  Given the necessity of an immediate decision so 
as to not delay the implementation of the statewide medical marijuana 
program, Mr. Aron informed the members he authorized the issuance of an 
interim opinion that the dispensing transactions did not qualify as inventory-
related transactions reportable to LMMTS, and that pharmacies need only 
acknowledge receipt of their product deliveries to that system.  He reported 
the committee reviewed the interim opinion and determined it was 
appropriate and recommended the Board’s approval.  Mr. McKay then 
moved, 

Resolved, to interpret LAC 46:LIII.2457.D.4.b to require marijuana 
pharmacies to acknowledge deliveries of marijuana products from 
the product manufacturers, as well as any returns to those 
manufacturers, in the Louisiana Medical Marijuana Tracking 
System (LMMTS); however, product dispensing transactions are 
not inventory-related transactions reportable to LMMTS. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
 
Consideration of Request to Interpret La. R.S. 37:1213 and LAC 46:LIII.511 
+ 703.A.4 + 903.A.3.f + 905.B.5 ~ Reporting Changes of Pharmacy 
Employment 
Mr. Aron reported the receipt of a request to interpret the law and rule for 
pharmacists working in multiple practice sites, e.g., pharmacists working for 
multiple locations of the same chain, or working on a temporary basis for 
multiple independent pharmacies or hospital pharmacies.  Mr. Aron reported 
the Executive Committee directed staff to inform such pharmacists of their 
duty to report their primary practice site, which could be a ‘home’ store for the 
chain pharmacist, or the most frequent site for other pharmacists.  Mr. Aron 
requested alternative opinions from the members, but none were offered. 
 
Consideration of Proposed Revision of LPM.I.Q.2 ~ Transitional Duty 
Employment Audit Form 
Mr. Aron reported the Dept. of State Civil Service hade updated its agency 
audit form relative to agency reporting of transitional duty employment, and 
that since that form was part of the policy manual, the Board’s manual 
required an update.  Mr. McKay moved, 

Resolved, to approve the proposed revision of LPM.I.Q.2 ~ 
Transitional Duty Employment Audit Form for the Board’s Loss 
Prevention Manual. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
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Consideration of Proposed Revision of PPM.I.A.26 ~ Sale of CBD Oil 
(Guidance Document) 
Mr. Aron reminded the members of their approval of the original guidance 
document during their November 2018 meeting, the subsequent change in 
federal law in December 2018, as well as their revision of the document 
during their February 2019 meeting, which took note of the change in federal 
law as well as the unchanged status in state law.  He then reminded them of 
legislation which changed the relevant state laws.  The committee 
determined it appropriate to rescind the guidance document since all of the 
concerns had been addressed by legislation.  Mr. McKay then moved, 

Resolved, to rescind PPM.I.A.26 ~ Sale of CBD Oil (Guidance 
Document) from the Board’s Policy & Procedure Manual. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
 
Consideration of Proposed Revision of PPM.I.B.6 ~ Board Liaisons to Other 
Entities 
Mr. Aron reminded the members of new legislation which created the 
Palliative Care Interdisciplinary Advisory Council and the Pharmacy Benefit 
Managers Monitoring Advisory Council and placed pharmacists on the 
council to be appointed by the Board.  The proposed revision adds those 
entities to the list of entities which have Board-appointed liaisons.  The 
committee voted to recommend approval of the proposed revision.  Mr. 
McKay then moved, 

Resolved, to approve the proposed revision of PPM.I.B.6 ~ Board 
Liaisons to Other Entities for the Board’s Policy & Procedure 
Manual. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
  
Consideration of Approval of Pharmacy Technician Training Programs 
Mr. Aron informed the members of requests from two accredited pharmacy 
technician training programs which demonstrated interest from Louisiana-
based applicants.  The committee voted to recommend approval of the 
programs.  Mr. McKay then moved, 

Resolved to approve the request from Penn Foster College located 
in Scottsdale, AZ for recognition as an approved pharmacy 
technician training program. 

Mr. Aron replied to a question from one member.  There were no public 
comments.  The motion was adopted after a unanimous vote in the 
affirmative.  Mr. McKay then moved, 

Resolved to approve the request from Medical Education & 
Training Campus located in Joint Base San Antonio, TX for 
recognition as an approved pharmacy technician training program. 

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 
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Finally, Mr. Aron closed his report with appreciation for the other  
      committee members and their work the previous day. 

 
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 answered a 
question from one member.      

Mr. Fontenot then directed the members to the requests from 14 
pharmacies seeking a waiver from the duty to report zero prescription 
transaction reports to the prescription monitoring program.  Mr. Valentine 
then moved,  

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

   > PHY.007533-NR – AMOP Pharmacy (MI); 
   > PHY.007923-NR – ARx Patient Solutions Pharmacy (KS); 
   > PHY.007928-NR – BriovaRx Specialty Pharmacy (TX); 
    > PHY.007906-NR – Coastline Pharmacy (FL); 
   > PHY.005704-NR – DaVita Rx (TX); 
   > PHY.007909-NR – Dermrx Pharmacy (TX); 
   > PHY.007910-NR – Factor One Source Pharmacy (MD); 
   > PHY.007873-NR – Lake Worth Pharmacy (FL); 
   > PHY.007460-IR – LHC Group Pharmaceutical Services II (LA) 
   > PHY.007468-NR – Nufactor (NC); 

> PHY.007934-NR – PharmaScript (IL); 
> PHY.007925-NR – Premier Specialty Infusion (IL); 

   > PHY.007751-NR – Quaker Community Pharmacy (PA); and 
   > PHY.007901-NR – Solara Medical Supplies (CA). 

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

There were no member questions or public comments.  The motion was 
adopted after a unanimous vote in the affirmative. 

Finally, Mr. Fontenot indicated completion of his report. 
 

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

pending appeal of the 19th Judicial District Court’s May 20, 2019 decision in 
Rx Greenhouse, LLC, et al vs The Louisiana Board of Pharmacy had been 
withdrawn by Rx Greenhouse.  He also reported the disposition of Jino 
Moran & Gray Pharm, Inc. vs Louisiana Board of Pharmacy which had been 
pending in the 19th Judicial District Court; the judge dismissed the case with 
prejudice, with all costs to be paid by the plaintiff.  Mr. Finalet then presented 
the following proposed voluntary consent agreements to the members for 
their consideration. 
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Jasman Carrington Wilton (CPT.013944): Mr. McKay moved to accept the 
voluntary surrender of the credential.  There were no member questions or 
public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board accepted the voluntary surrender, resulting in the 
active suspension of the certificate for an indefinite period of time effective 
June 12, 2019. 
 
Marco Bisa Hawkins Moran (PST.016442): Mr. McKay moved to approve 
the proposed voluntary consent agreement.  There were no member 
questions or public comments.  The motion was adopted after a unanimous 
vote in the affirmative.  The Board revoked the license effective June 27, 
2019; and further, conditioned the acceptance of any future reinstatement 
application upon the satisfaction of certain requirements identified within the 
consent agreement. 
 
Contract Pharmacy Services, Inc. d/b/a Contract Pharmacy Services 
[Warrington, PA] (PHY.004331):  Mr. McKay moved to approve the 
proposed voluntary consent agreement.  There were no member questions 
or 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 $5,000 plus administrative costs. 
 
Kelly Leigh Goodson (PST.020652): Mr. McKay moved to accept the 
voluntary surrender of the credential.  There were no member questions or 
public comments.  The motion was adopted after a unanimous vote in the 
affirmative.  The Board accepted the voluntary surrender, resulting in the 
active suspension of the license for an indefinite period of time effective 
August 8, 2019.  
 

  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 

 Internal Reports 
Credentials Division 
 Census Report 
 Licensure Activity Report 
 Application Activity Report 
 Exceptions Report 
Compliance Division 
 Census Report 
 Complaint Investigation Policy Monitor 
 Annual Statistical Summary 
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 External Reports 
Annual Report for Fiscal Year 2018-2019 

Mr. Aron reminded the members the annual 
report required their approval prior to its presentation 
to the Governor and subsequent publication.  Mr. 
McKay moved, 

Resolved, to approve the Annual Report for 
Fiscal Year 2018-2019, and to direct its filing 
with the Office of the Governor and its 
subsequent publication on the Board’s website. 

There were no member questions or public 
comments.  The motion was adopted after a 
unanimous vote in the affirmative. 

Administrative and Legislative Agency Reports 
• Examinations 

MPJE 
NAPLEX 
ExCPT 
PTCE 

• Operations 
Credentials Division 
Compliance Division 
Administrative Division 
Hurricane Barry Assessment 

• State Activities 
       La. Legislature 
       La. Dept. of Agriculture & Forestry 
       La. Dept. of Health – Office of Public Health 
       La. Dept. of Revenue – Office of Alcohol & Tobacco Control 

• Regional & National Activities 
National Association of Boards of Pharmacy (NABP) 
NABP-AACP District 6  
MALTAGON 
Enhancing Well-being & Resilience Among the Pharmacist 

Workforce – A National Consensus Conference 
• International Activities 

         International Pharmaceutical Federation (FIP) 
         dotPharmacy Verified Websites Program 
 

      Finally, Mr. Broussard indicated the completion of his report.  
 
13.   New Agenda Items Added During Meeting 
No agenda items were added during the meeting. 
 
14.   Announcements 
Mr. Aron directed the members to the announcements in their meeting binder.  He 
announced the next meeting of the Board would be held on November 13 at the Board 
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office in Baton Rouge.     
 
15.   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 5:30 
p.m. 
 
  *     *    * 
 
An Administrative Hearing was convened on Thursday, August 15, 2019 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 8:35 a.m. 
 
B.   Invocation & Pledge 
 
C.   Quorum Call 
Mr. Aron called upon Secretary Indovina and he called the roll.  After doing so, he 
certified Mr. LaGrange, Mr. Mannino, and Mr. Moore were absent; however, the 
remaining 14 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 August 4, 2019. 
 
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 informed the members the cases on the agenda originated with the 
Violations Committee, and that the members of that committee in attendance at their 
March 20 and June 11, 2019 meetings would be recused from the hearings.  In 
particular, Dr. Cloud, Ms. Hall, Mr. Indovina, Mr. Robichaux, and Mr. Valentine were 
excused.  He reminded the other members they should recuse themselves should the 
need arise. 
 Without objection, Mr. Aron waived the reading of the posted agenda and 
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instead direction 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 08-04-2019 
 
A. Call to Order 
 
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 
 

1. Case No. 18-0462 ~ CPT.013947 – Briea Monique Sylvester 
 

2. Case No. 19-0057 ~ CPT.010117 – Kandace TyRae Doucet 
 

3. Case No. 18-0396 ~ CPT.011436 – Christie Elaine Parker 
 
G. Adjourn 
 
 
F.   Formal Hearings 
With Mr. Aron’s approval, Mr. Finalet began the hearings by calling the first case listed. 
 

Briea Monique Sylvester (CPT.013947) Mr. Finalet appeared for the Board.  
The respondent, Briea Monique Sylvester, 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 seven exhibits – one under seal – and then 
proffered proposed Findings of Fact, Conclusions of Law, and Board Order.  Mr. 
Finalet tendered the matter to the hearing panel for its consideration.  Mr. Pitre 
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 were no member questions or public comments.  
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 8:45 a.m. and then 
reconvened at 8:50 a.m.  Mr. Aron returned the hearing panel to open session; he 
reported no decision was made during the executive session and questioned the 
members as to their disposition of the case. 
 
 Mr. Cassidy then moved, 
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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 were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  Mr. Cassidy then moved, 

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

There were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  Mr. Cassidy 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. 13947 held by Briea Monique Sylvester, 
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 and the official recorder; and 
It is further ordered, the acceptance of any future application for the 
reinstatement of the 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 against her in any jurisdiction; and 
(3) Respondent shall have received a favorable 

recommendation for her return to the 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 at her own 
expense. 

There were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative. 
 
Kandace TyRae Doucet (CPT.010117) Mr. Finalet appeared for the Board.  The 
respondent, Kandace TyRae Doucet, did not appear and she 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 – one under seal – and then proffered 
proposed Findings of Fact, Conclusions of Law, and Board Order.  Mr. Finalet 
tendered the matter to the hearing panel for its consideration.  Mr. Pitre 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 were no member questions or public comments.  The motion for 
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executive session was adopted after a unanimous roll call vote in the affirmative. 
 
It was noted the hearing panel entered into executive session at 9:00 a.m. and then 
reconvened at 9:05 a.m.  Mr. Aron returned the hearing panel to open session; he 
reported no decision was made during the executive session and questioned the 
members as to their disposition of the case. 
 
 Dr. Strong 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 were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  Dr. Strong then moved, 

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

There were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  Dr. Strong 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. 10117 held by Kandace TyRae Doucet 
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 and the official recorder; and 
It is further ordered, the acceptance of any future application for the 
reinstatement of the 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 against her in any jurisdiction; and 
(3) Respondent shall have received a favorable  

recommendation for her return to the 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 at her own 
expense. 

There were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative. 
 
Christie Elaine Parker (CPT.011436) Mr. Finalet appeared for the Board.  The 
respondent, Christie Elaine Parker, did not appear and she was not represented 
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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 six exhibits – one under seal – and then proffered proposed 
Findings of Fact, Conclusions of Law, and Board Order.  Mr. Finalet 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 were no member questions or public comments.  The motion was adopted 
after a unanimous roll call vote in the affirmative. 

 
It was noted the hearing panel entered into executive session at 9:15 a.m. and then 
reconvened at 9:20 a.m.  Mr. Aron returned the hearing panel to open session; he 
reported no decision was made during the executive session and questioned the 
members as to their disposition of the case. 
 
 Mr. McKay 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 were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  Mr. McKay then moved, 

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

There were no member questions or public comments.  The motion was adopted 
after a unanimous vote in the affirmative.  Mr. McKay 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. 11436 held by Christie Elaine Parker 
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 and the official recorder; and 
It is further ordered, the acceptance of any future application for the 
reinstatement of the 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; 

and 
(2) Respondent shall have no pending legal or disciplinary 

matters against her in any jurisdiction. 
There were no member questions or public comments.  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 
9:25 a.m. 
 
 
Respectfully submitted, 
 
 
__________________________________ 
Richard M. Indovina, Jr. 
Secretary 
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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   

 
November 13, 2019 

 
Agenda Item 6:  Report on Action Items 
 
During the report from the Finance Committee, you approved the Final Report for Fiscal Year 
2018-2019, subject to legislative audit.  The contracted legislative auditor completed their work 
in mid-September; a copy of the audited financial statement was filed with the administrative and 
legislative agencies required to receive that report.  The Executive Committee reviewed that 
report during their meeting yesterday and a copy was posted to the Boardroom Library.  You 
also adopted an amendment to your budget for the current fiscal year.  We will file that 
amendment with the various administrative and legislative agencies required to receive your 
budget documents. 
 
During the reports from the Violations, Impairment and Reinstatement Committees and General 
Counsel, as well as during the Administrative Hearing, you took disciplinary action against a 
number of credentials.  We entered those decisions in the eLicense system which enables their 
public access in the credential verification module of the Board’s website.  We filed the required 
reports on those actions to the NABP Disciplinary Clearinghouse and the National Practitioner 
Data Bank.  We also published your actions in the quarterly newsletter, with the exception of 
those cases exempted from such publication by your policies. 
 
During the report from the Violations Committee, you approved revisions to the current 
procedure for handling alleged violations of the CE rules.  We have updated your policy and 
procedure manual, and the staff has implemented those new procedures. 
 
During the report from the Regulation Revision Committee, you evaluated the comments and 
testimony from the June 26 public hearing, renewed an existing pilot project relative to 
automated medication systems for another year, approved one regulatory proposal for 
promulgation, and approved proposed revisions to the Board’s inspection blueprints. 
 With respect to the comments and testimony from the June 26 public hearing, you 

evaluated each of the 48 requested items.  You determined that 5 of the items had 
already been approved by the Board and were pending before the Occupational 
Licensing Review Commission, and that 3 of the items were already under consideration 
by the Regulation Review Commission.  You also agreed to clarify the 4 items for which 
clarification was requested, and you declined to change 15 of the rules requested.  You 
then assigned the remaining 21 items to the Regulation Revision Committee for their 
development of regulatory proposals.  We replied to both commentators filing written 
comments on Sept. 2, 2019.  The Regulation Revision Committee met on October 17 to 
consider the 21 items referred to the committee, and noted that two of the items are 
duplicates, leaving 20 different topics for their consideration.  They reviewed draft 
proposals for all 20 topics, then voted to send draft proposals for 15 of the topics to the 
Board for its consideration later today.  The remaining 5 topics were deferred to their next 
meeting.  A copy of the Project 454-2019 Summary Report is attached to this report. 

 With respect to your extension of the approval for the Highgate Apothecary pilot project, 
we communicated that extension to the pharmacy and alerted the compliance officer for 
that territory.  The project supervisor forwarded suggested rule amendments to the 
committee based on their experiences and observations during the project. 

 With respect to your approval of Regulatory Proposal 2019-E ~ Cannabis Metered-Dose 
Inhaler, we initiated Regulatory Project 2019-18 by filing the required documents with the 
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Occupational Licensing Review Commission on August 26.  On Sept. 3, the commission 
issued a waiver from the requirement for a formal hearing and authorized continuation of 
the promulgation process.  We forwarded our proposed fiscal note to the Legislative 
Fiscal Office that same day.  The fiscal office approved our fiscal note and impact 
statements.  The state register has accepted our Notice of Intent for publication in the 
November 2019 edition; that publication will contain notice of the Dec. 27 public hearing 
to receive comments and testimony on the proposed rule.  We will forward those 
comments for your consideration during your next meeting on Feb. 5, 2020.  A copy of 
the Project Promulgation Record is attached to this report. 

 With respect to your approval of proposed revisions to the Board’s inspection blueprints, 
we communicated those proposed revision to NABP staff.  USP announced an appeal 
for certain provisions of USP Chapters 795 and 797, within which Chapter 800 is 
referenced.  During the appeal, the status of Chapter 800 is informational as opposed to 
applicable.  NABP indicated they will defer action on the inspection blueprint until the 
resolution of the appeal. 

 
During the report from the Executive Committee, you took action on a number of different types 
of documents.   
 You approved proposed action plans for 16 new laws adopted by the 2019 Legislature. A 

copy of the Legislative Action Plan Implementation Report is attached to this report. 
 With respect to the three requests for interpretations of your laws and rules, we 

communicated your decisions to the parties filing the request.  We posted those 
statements on your website. 

 With respect to the three policy document revisions, we have updated your respective 
policy and procedure manuals.  With respect to the decision to rescind the previous 
guidance document relative to retail sale of CBD products, we communicated that 
decision to all of your licensees. 

 You approved two pharmacy technician training programs.  We informed the programs of 
your requirements, posted the revised roster on our website and alerted the licensing 
staff. 

 
During the report from the Assistant Executive Director, you approved requests from 14 
pharmacies for waivers from the PMP reporting requirement contingent upon their execution of 
the standard consent agreement for that purpose.  The staff has forwarded those consent 
agreements to the requesting pharmacies and recorded the exceptions for those pharmacies 
properly executing those agreements. 
 
During the report from the Executive Director, you approved the Final Report for Fiscal Year 
2018-2019.  We filed that report with the Office of the Governor as well as the Senate & House 
Committees on Health & Welfare.  We then posted the report on the Board’s website. 
 
Pursuant to their presentation during the meeting, you approved a request from Institutional 
Pharmacies of Louisiana to initiate a pilot project authorizing the placement of an automated 
medication system in a maximum of two correctional facilities.  The Board’s compliance officer is 
monitoring the project. 
 
Respectfully submitted, 
Malcolm J Broussard 
Executive Director 



Louisiana Board of Pharmacy
Regulatory Project 454-2019

Item No. Source Rule
   
1 Nguyen, K. (none) Requested mandatory lunch breaks for pharmacists Assigned to Cmte Item 1 11/13/2019 Board to consider Draft #2
2 NACDS §511 Remove requirement to notify Board of employment changes Board declined to change Item 2 9/3/2019 Board gave notice
3 §521.B Eliminate separate Authority to Administer document, allowing Assigned to Cmte Item 3 11/13/2019 Board to consider Draft #1

the prescription for the medication to allow that activity,
for the life of the prescription.

4 §709.B Eliminate ratios for pharmacy interns. Assigned to Cmte Item 4 10/17/2019 Cmte deferred consideration
5 §901 Amend definition of pharmacy technician training program to Board declined to change Item 5 9/3/2019 Board gave notice

allow the Board to approve programs that are not nationally
accredited. 

6 §903.A.2.c.i Change proof of enrollment requirement for pharmacy Board declined to change Item 6 9/3/2019 Board gave notice
technician training program, to allow either nationally
accredited or board approved, but not both.

7 §903.A.3.f Remove requirement for pharmacy technicians and pharmacy Board declined to change Item 7 9/3/2019 Board gave notice
technician candidates to notify the Board of pharmacy
employment changes.

8 §903.B.2 Eliminate requirement for pharmacy technician training Board declined to change Item 8 9/3/2019 Board gave notice
programs to notify the Board when pharmacy technician
candidates separate from the program.

9 §903.D.1 Remove board approval of pharmacy technician certification Board declined to change Item 9 9/3/2019 Board gave notice
examinations and specify such examinations must be 
accredited by National Commission for Certifying Agencies.

10 §903.D.2 Remove time delay on re-examination for technicians. Project 2019-9 in process Item 10 12/27/2019 Public hearing
11 §905.A.3.a Amend eligibility for pharmacy technician certificate to allow Board declined to change Item 11 9/3/2019 Board gave notice

for completion of either a nationally-accredited or a board-
approved training program.

12 §905.A.3.b Reduce the experiential training requirement for pharmacy Assigned to Cmte Item 12 10/17/2019 Cmte deferred consideration
technician candidates, from 600 hours to 320 hours (8 weeks),
or in the alternative, 400 hours as required by PTCB.

13 §907.A.2 Eliminate staffing ratios for pharmacy technician candidates Assigned to Cmte Item 13 10/17/2019 Cmte deferred consideration
and pharmacy technicians.

Request Status of Request



Louisiana Board of Pharmacy
Regulatory Project 454-2019

Item No. Source Rule

14 §907.A.3 Re-frame the scope of practice for pharmacy technicians and Board declined to change Item 14 9/3/2019 Board gave notice
pharmacy technician candidates from a list of prohibited tasks
to a list of permitted tasks, citing a list of activities associated
with medication dispensing and assisting with clinical duties.

15 §1101.C Remove the requirement for the signature of the PIC on the Board declined to change Item 15 9/3/2019 Board gave notice
application for a new pharmacy permit, and require only the 
name of the PIC on the form.

16 §1101.C.2 Change the pharmacy permit renewal cycle, from annual to Assigned to Cmte Item 16 11/13/2019 Board to consider Draft #1
biennial.

17 §1103 Remove structural requirements such as square footage, Assigned to Cmte Item 17 11/13/2019 Board to consider Draft #1
counter space, and aisle space.

18 §1103.H.1 Remove the first sentence specifying storage space. Assigned to Cmte Item 18 11/13/2019 Board to consider Draft #1
19 §1103.K Remove the requirement for a printed law book. Project 2019-17 in process Item 19 12/27/2019 Public hearing
20 §1105.A.1.b Reduce the amount of practice experience to qualify for a PIC Board declined to change Item 20 9/3/2019 Board gave notice

privilege, from 2 years to either 6 months or one year.
21 §1105.A.2 Remove the minimum number of hours a PIC must be physically Board declined to change Item 21 9/3/2019 Board gave notice

present and practicing in the pharmacy.
22 §1105.I Change the amount of time a pharmacy has to give notice of Assigned to Cmte Item 22 11/13/2019 Board to consider Draft #1

a change in the PIC of the pharmacy.
23 §1109 Clarify that a pharmacist assisting a patient in a clinical capacity Board agreed to clarify Item 23 9/3/2019 Board issued clarification

does not create a pharmacist absence from the pharmacy.
24 §1111 Clarify that a pharmacist assisting a patient in a clinical capacity Board agreed to clarify Item 24 9/3/2019 Board issued clarification

does not create a temporary absence from the pharmacy.
25 §1113 Repeal the prohibition on mechanical dispensing devices, or Proposal 2019-C in Cmte Item 25 11/13/2019 Board to consider Draft #7

allow when approved by the Board.
26 §1123.K.2 Remove the requirement to store hardcopy prescription forms Assigned to Cmte Item 26 11/13/2019 Board to consider Draft #2

for one year, in favor of allowing imaging systems to retain
those records for at least two years.

27 §1131.A.1 Remove the requirement for a PIC signature, in favor of the Board declined to change Item 27 9/3/2019 Board gave notice
signature of an authorized representative.

28 §1131.A.4 For pharmacy opening procedures, remove the language Assigned to Cmte Item 28 11/13/2019 Board to consider Draft #1
relative to a federal DEA registration.

Request Status of Request



Louisiana Board of Pharmacy
Regulatory Project 454-2019

Item No. Source Rule

29 §1201 Amend the definition of 'final check of work' to allow for Proposal 2019-C in Cmte Item 29 11/13/2019 Board to consider Draft #7
technology solutions in lieu of mandatory human checks.

30 §1207.A Amend the rule to designate the PIC or verifying pharmacist Proposal 2019-C in Cmte Item 30 11/13/2019 Board to consider Draft #7
as accountable for the accuracy of the automated medication
system, with additional clarification that counting machines are
not considerered as automated medication systems.

31 §2307.A.1.c Remove the two-year practice requirement for the PIC privilege. Board declined to change Item 31 9/3/2019 Board gave notice
32 §2425.A.1 Reduce the mileage distance for telepharmacy dispensing sites, Project 2019-4 in process Item 32 12/27/2019 Public hearing

from 20 miles to 10 miles.
33 §2425.A.6 Remove the requirement for a telepharmacy dispensing site to Project 2019-4 in process Item 33 12/27/2019 Public hearing

close if a new community pharmacy opens within 20 miles of
the telepharmacy dispensing site.

34 §2425.E.2.c Remove references to staffing parameters and staffing ratios. Assigned to Cmte Item 34 10/17/2019 Cmte deferred consideration
35 §2425.E.3.g Amend patient counseling rule in telepharmacy dispensing site Assigned to Cmte Item 35 10/17/2019 Cmte deferred consideration

to require such counseling only on new prescriptions and only
require an offer to counsel for prescription refills.

36 §2511.C.1 Remove the minimum size of a prescription form. Board declined to change Item 36 9/3/2019 Board gave notice
37 §2511.C.5 Allow for electronic capture of facsimile prescriptions. Assigned to Cmte Item 37 11/13/2019 Board to consider Draft #1
38 §2511.C.5.d Remove the 2016 expiration date. Assigned to Cmte Item 38 11/13/2019 Board to consider Draft #1
39 §2511.D.1 Allow a pharmacy intern or pharmacy technician to enter a Assigned to Cmte Item 39 11/13/2019 Board to consider Draft #1

transcription of a verbal prescription directly into a pharmacy
information system, with the pharmacist held accountable.

40 §2513 Repeal the section on receipt and verification of prescriptions Assigned to Cmte Item 40 11/13/2019 Board to consider Draft #2
as redundant and unnecessary.

41 §2519.B.2 Remove C-V prescriptions, in alignment with 21 CFR 1306.22. Assigned to Cmte Item 41 11/13/2019 Board to consider Draft #1
42 §2521 Extend the 72-hour allowance for emergency refills to a 30-day Assigned to Cmte Item 42 11/13/2019 Board to consider Draft #1

supply, or in the alternative, an exception for unit-of-use items.
43 §2525.B.2 Remove the 6-month expiration for C-V prescriptions Assigned to Cmte Item 43 11/13/2019 Board to consider Draft #1
44 §2733.C.1.a Remove the annual inventory requriement for controlled Board declined to change Item 44 9/3/2019 Board gave notice

substances in pharmacies as unnecessary.
45 §2747.B.5 Allow for the partial dispensing of Schedule II prescriptions Project 2019-12 in process Item 45 12/27/2019 Public hearing

when requested by patients.

Request Status of Request



Louisiana Board of Pharmacy
Regulatory Project 454-2019

Item No. Source Rule

46 CVS Health §907 Eliminate staffing ratios for pharmacy technician candidates Assigned to Cmte Item 46 10/17/2019 Cmte deferred consideration
and pharmacy technicians. [Duplicate of Item 13]

47 §1109 Clarify that a pharmacist assisting a patient in a clinical capacity Board agreed to clarify Item 47 9/3/2019 Board issued clarification
does not create a pharmacist absence from the pharmacy.

48 §1111 Clarify that a pharmacist assisting a patient in a clinical capacity Board agreed to clarify Item 47 9/3/2019 Board issued clarification
does not create a temporary absence from the pharmacy.

Request Status of Request



Louisiana Board of Pharmacy
Regulatory Projects - Promulgation Record

Last update: 11-10-2019

Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2019-18 Cannabis MDI 12/27/2019
OLRC issued waiver from 1st review

2019-17 Pharmacy Records 12/27/2019
OLRC approved initiation of promulgation

2019-16 Pharmacy Compounding 12/27/2019
OLRC approved initiation of promulgation

2019-15 Drug Disposal by Pharmacies 12/27/2019
OLRC approved initiation of promulgation

454-2019 Comments on Entirety of Rules 6/26/2019

2019-14 Rulemaking Procedures 12/27/2019
OLRC issued waiver from 1st review

2019-13 CDS License for 3PL Providers 12/27/2019
OLRC issued waiver from 1st review

2019-12 Partial Fill of C-II Prescriptions 12/27/2019
OLRC issued waiver from 1st review

2019-11 Continuing Education Records 12/27/2019
OLRC approved initiation of promulgation

2019-10 License Transfer for Pharmacy Technicians 12/27/2019
OLRC approved initiation of promulgation

2019-9 Delays of Licensure Examinations 12/27/2019
OLRC approved initiation of promulgation

2019-8 Dispensing of Prescription Refills 12/27/2019
OLRC issued waiver from 1st review

8/29/2019

11/20/2019

8/29/2019

11/20/2019

Project Name Notice of Intent Hearing Record Completion

8/29/2019

11/20/2019

5/20/2019

4/22/2019

4/22/2019

11/20/2019

11/20/2019

8/29/2019

8/29/2019

8/29/2019

11/20/2019
9/3/2019

11/20/2019
4/12/2019

1st Report 2nd Report 3rd Report

11/20/2019

11/20/2019

11/20/2019

11/20/2019
4/22/2019



Louisiana Board of Pharmacy
Regulatory Projects - Promulgation Record

Last update: 11-10-2019

Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2019-7 Veterinary Hospital Pharmacy 12/27/2019
OLRC issued waiver from 1st review

 
2019-6 Prescription Monitoring Program With additional regulatory proposals for the PMP, this project was deferred in lieu of a single future project.

OLRC issued waiver from 1st review

2019-5 Correctional Center Pharmacies 12/27/2019
OLRC issued waiver from 1st review

2019-4 Telepharmacy Dispensing Sites 12/27/2019
OLRC approved initation of promulgation

2019-3 Investigational Drugs 12/27/2019
OLRC issued waiver from 1st review

2019-2 Pharmacy Immunizations 12/27/2019
OLRC issued waiver from 1st review

2019-1B Licensing of Marijuana Pharmacies 12/27/2019
OLRC approved initiation of promulgation

2019-1A Marijuana Pharmacies 5/29/2019 [none] 10/20/2019
OLRC issued waiver from 1st review
OLRC issued waiver from 2nd review 

2018-3 Drugs of Concern - Naloxone 10/26/2018 [none] 1/20/2019 2019

2018-2 La. Uniform Prior Authorization 9/28/2018 [none] 12/20/2018 2019
Delayed effective date: 1/1/2019

2018-1 Pharmacy Benefit Managers 6/25/2018 10/8/2018 Sen. H&W Cmte rejected proposed rule.

2017-2 Equivalent Drug Product Interchange 5/30/2017 [none] 11/20/2017 11/20/2017

8/29/2019

11/20/2019
4/12/2019

4/12/2019

11/20/2019
4/12/2019

9/3/2019

9/3/2019

9/20/2018

10/25/2018

12/3/2018

2/26/2019

Project Name Notice of Intent Hearing Record Completion
2nd Report 3rd Report

11/20/2019

1st Report

2/26/2019

4/20/2019

11/20/2019

11/20/2019

3/20/2019

11/20/2019
8/29/2019

4/12/2019

4/12/2019

5/20/2018 9/11/2018

4/20/2017 9/27/2017 2/6/2018

8/20/2018



Louisiana Board of Pharmacy
Regulatory Projects - Promulgation Record

Last update: 11-10-2019

Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2017-1 Internship Requirements 5/30/2017 [none] 11/20/2017 1/1/2018
Delayed effective date: 1/1/2018

2016-6 Marijuana Pharmacy 3/2/2017 Comments prompted substantive revision, requiring a second public hearing
6/26/2017 [none] 8/20/2017 2017

2016-5 Reinstatement of CDS License Emergency Rule #1 issued; it expired 3/17/2017.
Emergency Rule #2 issued; it was cancelled upon publication of the Final Rule.

3/1/2017 [none] 5/20/2017 2017

2016-4 Standing Orders for Distribution of Naloxone Emergency Rule #1 issued; it expired 12/8/2016.
Emergency Rule #2 issued; it expired 4/6/2017.
Emergency Rule #3 issued; it was cancelled upon publication of the Final Rule.

3/1/2017 [none] 5/20/2017 2017

2016-3 Medication Synchronization 5/25/2016 [none] 9/20/2016 2016

2016-2 Pharmacist-in-Charge of Nonresident Pharma 5/25/2016 [none] 1/20/2017 2017

2016-1 CDS Prescriptions  5/25/2016 [none] 7/20/2016 2016

2015-9 Accreditation of Technician Training Program Emergency Rule #1 issued; it expired 3/28/2016.
Emergency Rule #2 issued; it expired 7/22/2016.
Emergency Rule #3 issued; it expired 11/18/2016.
Revised Emergency Rule issued; it expired 3/17/2017
Emergency Rule #5 issued; it expired 7/13/2017
Emergency Rule #6 issued; it will expire 11/7/2017
Emergency Rule #7 issued; it was cancelled upon publication of the Final Rule.

 
3/1/2017 Comments prompted substantive revision, requiring a second public hearing

6/26/2017 [none] 12/20/2017 1/1/2018
Delayed effective date: 1/1/2018

Project Name Notice of Intent Hearing Record Completion
1st Report 2nd Report 3rd Report

2/6/2018

4/20/2016 6/3/2016 2/1/2017

11/30/2015
3/24/2016
7/21/2016
11/17/2016

8/10/2016

1/20/2017
2/6/2018

4/20/2017 9/27/2017 2/6/2018

7/5/2017

11/6/2017

1/20/2017
11/6/2017 2/6/2018

11/17/20/16
3/15/2017

1/20/2017 3/27/2017 2/6/2018

12/7/2016
4/5/2017

1/20/2017 3/27/2017 2/6/2018

4/20/2016 8/1/2016 2/1/2017

3/15/2017

4/20/2016 11/14/2016

7/10/2017



Louisiana Board of Pharmacy
Regulatory Projects - Promulgation Record

Last update: 11-10-2019

Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2015-8 Remote Access to Medical Orders 8/26/2015 [none] 10/20/2015 2016

2015-7 Remote Processor Pharmacy Permit 8/26/2015 [none] 10/20/2015 2016

2015-6 Telepharmacy Services Permit 8/26/2015 [none] 10/20/2015 2016

2015-5 Electronic Signature on Fax Prescription Emergency Rule; will expire on 09/30/2015
Emergency Rule re-issued; will expire on publication of Final Rule.

 
8/26/2015 [none] 10/20/2015 2016

2015-4 Compounding for Office Use for Veterinarians Emergency Rule; will expire on 09/28/2015
Emergency Rule re-issued; will expire on 01/19/2016
Emergency Rule re-issued; will expire on 05/14/2016
Emergency Rule re-issued; will expire on publication of Final Rule

8/26/2015 Comments prompted substantive revision, requiring a second public hearing
4/19/2016 [none] 6/20/2016 2016

2015-3 Electronic Product Verification 6/25/2015 [none] 8/20/2015 2016

2015-2 Expiration Date of Schedule II Prescriptions 1/28/2015 [none] 4/20/2015 2016

2015-1 Dispenser Reporting to PMP 1/28/2015 [none] 4/20/2015 2016

2014-6 Special Event Pharmacy Permit 10/30/2014 [none] 1/20/2015 3/15/2015

2014-5 Prescriptions 7/28/2014 Comments prompted substantive revision, requiring a second public hearing
10/30/2014 [none] 1/20/2015 3/15/2015

2014-4 Pharmacy Compounding Emergency Rule - valid for 120 days
Emergency Rule re-issued; expired on publication of Final Rule on 1/20/2015.

 
10/30/2014 [none] 1/20/2015 3/15/2015

Project Name Notice of Intent Hearing Record Completion

9/21/2015

7/20/2015 9/8/2015

2/1/2017

4/20/2015 6/29/2015 2/22/2016

9/21/2015
1/15/2016
2/24/2016
7/20/2015

2/22/2016

6/1/2015

6/20/2014
11/18/2014 2/22/2016

8/8/2014
12/5/2014

9/20/2014 11/18/2014 2/22/2016

7/20/2015 9/8/2015 2/22/2016

7/20/2015 9/8/2015 2/22/2016

1st Report 2nd Report 3rd Report

12/20/2014 3/3/2015 2/22/2016

12/20/2014 3/3/2015 2/22/2016

9/20/2014 11/18/2014 2/22/2016

5/10/2016

6/1/2015

7/20/2015 9/8/2015 2/22/2016



Louisiana Board of Pharmacy
Regulatory Projects - Promulgation Record

Last update: 11-10-2019

Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2014-3 Pharmacy Records 4/29/2014 Comments prompted substantive revision, requiring a second public hearing
 9/30/2014 [none] 11/20/2014 3/15/2015

2014-2 Veterinarian Exclusion from PMP 4/29/2014 [none] 6/20/2014 3/15/2015

2014-1 PMP Delegates 4/29/2014 [none] 6/20/2014 3/15/2015

2013-06 Penal Pharmacy Permit Revision 8/27/2013 [none] 11/20/2013 1/15/2014

2013-05 Collaborative Drug Therapy Management 8/27/2013 [none] 12/20/2013 1/15/2014

2013-04 Preferential Licensing for Military Personnel 8/27/2013 [none] 11/20/2013 1/15/2014

2013-03 Technician Training Programs [Chap. 9] 5/30/2013 [none] 7/20/2013 1/15/2014

2013-02 Hospital Off-Site Satellite Pharmacies [Chap. 2/27/2013 [none] 5/20/2013 1/15/2014

2013-01 Compounding for Prescriber Use ~ ER-1 Emergency Rule - valid for 120 days 1/18/2013   Sen H&W Cmte rejected Emergency Rule

Compounding for Prescriber Use ~ ER-2 Replacement Emergency Rule - valid for 120 days
Replacement Emergency Rule re-issued - valid for 120 days
Replacement Emergency Rule re-issued - valid for 120 days
Replacement Emergency Rule re-issued - valid for 120 days
Replacement Emergency Rule re-issued - expired 8/4/2014; see Project 2014-4 abovce for new ER

  
Compounding for Prescriber Use [Chap 25] 2/27/2013 Comments prompted substantive revision, requiring a second public hearing

5/30/2013 Comments prompted substantive revision; additional hearing required
Time has expired for the 2013 Notice of Intent - New Project & Notice of Intent required.

2012-11 DME Permit [Chapter 24] 12/27/2012 [none] 3/20/2013 4/15/2013

2012-10 PMP [Chapter 29] 8/27/2012 [none] 2/20/2013 4/15/2013

2012-09 CDS in EDK [§1713, 2743] 8/27/2012 [none] 2/20/2013 4/15/2013

1st Report 2nd Report 3rd Report
Project Name Notice of Intent Hearing Record Completion

3/20/2014 5/8/2014 3/13/2015

7/20/2013 10/3/2013 2/7/2014

3/20/2014 5/8/2014 3/13/2015

4/20/2013 6/4/2013 2/7/2014

1/20/2013 3/15/2013 2/7/2014

7/20/2013 11/8/2013 2/7/2014

7/20/2013 9/23/2013 2/7/2014

1/20/2014

11/20/2012 1/5/2013 2/7/2014

12/13/2012

1/31/2013
5/29/2013
9/27/2013
2/6/2014
4/4/2014

7/20/2012 1/2/2013 3/8/2013

7/20/2012 1/2/2013 3/8/2013

1/20/2013

3/20/2014
10/3/2014 3/13/2015



Louisiana Board of Pharmacy
Regulatory Projects - Promulgation Record

Last update: 11-10-2019

Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2012-08 CDS Lic. For Non-Resident Distributor [§2705 8/27/2012 [none] 2/20/2013 4/15/2013

2012-07 Security of Rx Dept [§1103] 8/27/2012 [none] 2/20/2013 4/15/2013

2012-06 Interstate Remote Processing [§1139, 1143] 8/27/2012 [none] 2/20/2013 4/15/2013

2012-05 Institutional Pharmacy [§1705, 1727] 8/27/2012 [none] 2/20/2013 4/15/2013

2012-04 Chapter 24 - DME Permits ~ Emergency Rule Emergency Rule - valid for 120 days
Emergency Rule re-issued - valid for 120 days
Emergency Rule re-issued - valid for 120 days

2012-03 Remote Processing [§1143, 1525] 2/28/2012 [none] 5/20/2012 4/15/2013

2012-02 Hospital Pharmacy [§1501, 1512, 1513] 2/28/2012 [none] 5/20/2012 4/15/2013

2012-01 E-Communications [§505, 905, 1203] 2/28/2012 [none] 5/20/2012 4/15/2013

2011-07 Penal Pharmacy [Chapter 18] 2/28/2012 [none] 5/20/2012 4/15/2013

2011-02 Cognitive Services [§525] 2/28/2012 [none] 5/20/2012 4/15/2013

2011-01 PIC Requirements [§1105] 2/28/2012 [none] 5/20/2012 4/15/2013

2009-04 Digital Imaging of Prescriptions [§1123] 1/27/2010 [none] 4/20/2010 1/31/2011

2009-03 Prescription Transfers [§2523] 1/27/2010 [none] 4/20/2010 1/31/2011

2009-02 Pharmacy Interns [§709] 1/27/2010 [none] 4/20/2010 1/31/2011

2009-01 Drugs of Concern [§2901] 1/27/2010 [none] 4/20/2010 1/31/2011

2008-03 CDS [Chapter 27] 7/30/2008 [none] 10/20/2008 1/31/2011

1st Report 2nd Report 3rd Report
Project Name Notice of Intent Hearing Record Completion

3/8/2013

7/20/2012 1/2/2013 3/8/2013

7/20/2012 1/2/2013 3/8/2013

7/20/2012 1/2/2013 3/8/2013

4/5/2011

1/20/2012 3/19/2012 3/8/2013

6/20/2008 8/21/2008 3/16/2009

12/20/2009 2/26/2010 4/5/2011

12/20/2009 2/26/2010 4/5/2011

12/20/2009 2/26/2010

1/20/2012 3/19/2012 3/8/2013

1/20/2012 3/19/2012 3/8/2013

1/20/2012 3/19/2012 3/8/2013

1/20/2012 3/19/2012 3/8/2013

1/20/2012 3/19/2012 3/8/2013

7/20/2012 1/2/2013

12/20/2009 2/26/2010 4/5/2011

5/2/2012 2/7/2014
8/31/2012 2/7/2014
12/28/2012 2/7/2014



Louisiana Board of Pharmacy
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Project Public Oversight Final Rule Law Book
  No. Hearing Hearing Published Published

2008-02 Pharmacies [§1107.B + §1727] 5/28/2008 [none] 7/20/2008 1/31/2011

2008-01 Pharmacy Interns [ §521.G + §705.C] 5/28/2008 [none] 7/20/2008 1/31/2011

2007-01 Prescription Monitoring Program [Chapter 29] 5/30/2007 [none] 7/20/2007 1/31/2011

2006-03 Pharmacy Practice 12/27/2006 Comments prompted substantive revision, requiring a second public hearing
4/20/2007 [none] 6/20/2007 1/31/2011

2006-02 Proposal No. 2006-11 - Certified Preceptors 10/30/2006 [none] 12/20/2006 1/31/2011

2006-01 Proposal No. 2006-11 - Certified Preceptors Emergency Rule - valid for 120 days [none] N/A N/A

2005-03 §705 - Practical Experience for Interns 1/25/2006 [none] 4/20/2006 9/1/2006

2005-02 §705 - Practical Experience for Interns Emergency Rule - valid for 120 days [none] N/A N/A

2005-01 §907 - Scope of Practice for Technicians 7/27/2005 Refiled report due to disruption caused by Hurricanes Katrina & Rita
2/14/2006 6/20/2006 9/1/2006

2004-01 Chapter 8 →Chapter 9: Pharmacy Technician 9/27/2004 [none] 11/20/2004 1/1/2005

2003-01 Complete Revision of Board Rules 8/26/2003 [none] 10/20/2003 1/1/2004

2001-01 §1109 - Prescription Forms 10/25/2001 [none] 11/20/2001 1/1/2002

2000-04 Chapter 7 - Pharmacy Interns 7/27/2000 [none] 10/20/2000 12/1/2000

2000-03 Chapter 8 - Pharmacy Technicians 5/30/2000 Comments prompted substantive revisions, requiring a 2nd hearing
8/24/2000 [none] 10/20/2000 12/1/2000

2000-02 §3517 - Drug Donations / Charitable Pharmac 5/30/2000 [none] 8/20/2000 10/1/2000

2000-01 §3517 - Drug Donations / Charitable Pharmac Emergency Rule - valid for 120 days [none] N/A N/A

Project Name Notice of Intent Hearing Record Completion

6/20/2005 8/25/2005
1/30/2006 3/30/2007

8/20/2004 10/5/2004 3/18/2005

3/30/2007

7/20/2003 8/28/2003 2/27/2004

9/20/2001 11/5/2001

1st Report 2nd Report 3rd Report

6/20/2000 8/28/2000 N/A

4/20/2000 7/5/2000
7/20/2000 8/28/2000 N/A

4/20/2000 6/20/2000 N/A

3/20/2000 N/A

N/A

12/20/2005 3/30/2007

11/20/2006
3/30/2007 5/3/2007 2/13/2008

9/20/2006 11/1/2006

9/1/2006 3/30/2007

12/20/2005 1/30/2006 3/30/2007

4/20/2008 6/2/2008 3/16/2009

4/20/2007 6/5/2007 2/13/2008

4/20/2008 6/2/2008 3/16/2009
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Regulatory Projects - Promulgation Record

Last update: 11-10-2019
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1999-01 Chapter 12 - Automated Medication Systems 11/29/1999 [none] 6/20/2000 6/1/2000

1st Report 2nd Report 3rd Report
Project Name Notice of Intent Hearing Record Completion

9/20/1999 3/13/2000 N/A



Louisiana Board of Pharmacy
Action Plans to Implement Legislation

Bill Act Topic Citation(s) Law Book Rules PPM Guidance Forms Completion
HB 138 2019-354 Revised definitions; new drugs in Schedule I 40:961 and 964 8/1/2019 8/1/2019
HB 243 2019-423 Reporting of opioid-related overdoses 40:978.2.1 8/1/2019 8/1/2019
HB 284 2019-426 Prescriber overrides of 7-day supply 40:978(G)(2) 8/1/2019 8/1/2019
HB 358 2019-284 Cannabis metered-dose inhalers 40:1046(A)(1) 8/1/2019 Reg. Project 2019-18 in process
HB 375 2019-219 CBC for CDS license applicants 40:973.1 8/1/2019 Assigned to Cmte
HB 423 2019-227 Repeal of student loan disqualifications 37:2951 repealed 8/1/2019 8/1/2019
HB 433 2019-161 Pharmacist may decline to fill prescription 37:1219(D through F) 8/1/2019 Board determined no rule needed 8/14/2019
HB 452 2019-231 Scheduling of mitragynine 40:964 and 40:989.3 8/1/2019 8/1/2019
HB 491 2019-164 Hemp-derived CBD oil products 40:961.1 8/1/2019 8/14/2019 8/14/2019
HB 507 2019-331 7% tax on gross sales of marijuana products 40:1046(H)(8)(a) 8/1/2019 8/1/2019
HB 614 2019-256 Public notice for public records 44:33.1(B) 8/1/2019
SB 41 2019-124 Licensure and regulation of PBMs 37:1252 et seq; 40:2861 et seq 8/1/2019 Reg. Proposal 2019-G in Cmte
SB 53 2019-080 Access to PMP by federal jurisdictions 40:1007(G) 8/1/2019 Reg. Proposal 2019-F in Cmte
SB 99 2019-052 Board member qualifications 37:1174(A)(4) 8/1/2019 Board determined no rule needed 8/14/2019

SB 119 2019-351 Palliative Care Advisory Council 40:2018.6 PPM.I.B.6 8/14/2019
SB 241 2019-204 Revision of APA re small business impact 49:953 et seq OSR 10/7/2019



Louisiana Board of Pharmacy
Action Plans to Implement Legislation

Bill Act Topic Citation(s) Law Book Rules PPM Guidance Forms Operations Completion
HB 45 2018-186 CDS license for 3rd party logistics providers 40:961(42); 972(B)(7); 973(A)(1) 8/1/2018 Reg Project 2019-13 in process

HB 150 2018-063 Military spouse renewal fee waiver 37:1208.1 8/1/2018 No rule required PST-MS #12-MS 11/1/2018
HB 151 2018-064 Definition of 'approved school of pharmacy' 37:1164(2) 8/1/2018 No rule required 11/1/2018
HB 153 2018-119 New substances to Schedules I and II 40:964 8/1/2018 8/1/2018
HB 165 2018-677 Penalties for CS violations 40:966; 967 8/1/2018 8/1/2018
HB 186 2018-199 Penalties for CS violations 40:979 8/1/2018 8/1/2018
HB 188 2018-200 Acceptance of gifts by public servants 42:1115.2 anticipated
HB 189 2018-454 Rulemaking procedures 49:953(C) 8/1/2018 Reg Project 2019-14 in process
HB 224 2018-203 Penalties for legend drug violations 40:1060(13); (15) 8/1/2018 8/1/2018
HB 326 2018-206 Technical corrections to practice acts 37:1164; 1182; 1226.1; 1226.2 8/1/2018 8/1/2018
HB 372 2018-623 Occupational licensing review commission 37:41-47 1/31/2019 1/31/2019
HB 579 2018-708 New indications for therapeutic marijuana 40:1046 8/1/2018 8/1/2018
HB 627 2018-496 New indications for therapeutic marijuana 40:1046 8/1/2018 8/1/2018
HB 748 2018-693 Occupational licensing review by Gov office 49:903 3/14/2019
HB 823 2018-715 Delay termination date of marijuana program 40:1046(J) 8/1/2018 8/1/2018
HCR 70 Review of military licensing procedures anticipated
SB 27 2018-644 Nominations to Medicaid P&T Cmte 46:153.3(D) 8/15/2018 8/15/2018
SB 28 2018-219 Exemptions for veterinarians 37:1251(D); 40:978(F)(3); 978.3(E) 8/1/2018 8/1/2018
SB 29 2018-423 Uniform prior authorization form 22:1006.1; 1651(J); 46:460.33 1/20/2018 §1129 & 1130 1/1/2019
SB 40 2018-515 Consumer members to licensing boards 37:1172(A); 1174(B) 8/1/2018 8/1/2018
SB 75 2018-405 Prescriber licensing  boards re PMP access 40:978(F)(2) 8/1/2018 8/1/2018
SB 90 2018-028 Voluntary nonopioid directive form 40:1156.1 8/1/2018 LDH 11/1/2018

SB 109 2018-232 Epidemiologist access to PMP 40:1007(E)(8) 8/1/2018 Reg Project 2019-6 in process
SB 110 2018-146 PMP definition of 'drugs of concern' 40:1003(10) 8/1/2018 §2901 1/20/2019
SB 131 2018-031 Pharmacist licensure by reciprocity 37:1202; 1203 8/1/2018 No rule required 11/1/2018
SB 134 2018-032 Partial fills for all Schedule II drugs 40:978(A) 8/1/2018 Reg Project 2019-12 in process
SB 241 2018-317 Pharmacist communication with patients 22:1657; 37:1219 8/1/2018 No rule required 11/1/2018
SB 260 2018-655 Complaints re board actions or procedures 37:23.1; 23.2 11/1/2018 11/1/2018
SB 391 2018-669 Internet filters in state agency offices 8/1/2018 8/1/2018
SB 477 2018-602 Chart orders for institutional patients 37:1164(59); 1226.4 8/1/2018 Reg Project 2019-17 in process
SCR 83 Military licensing info on website 10/1/2018
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Louisiana Board of Pharmacy
FY 2019-2020

Statement of Assets, Liabilities, Equity
FY 18-19 FY 19-20
Final (A) Q1 09/30/2019

ASSETS & DEFERRED OUTFLOWS
     Assets

> Current Assets
   *   Cash
           General Operations

HancockWhitney Bank 228,043.77 228,101.26
Iberia Bank 1,692,446.15 582,552.13

           Investment Accounts - Iberia Bank
Money Market Funds 268,913.41 262,014.40
Funds Maturing Within One Year 297,229.20 1,194,537.27

   *   Total Cash & Cash Equivalents 2,486,632.53 2,267,205.06

   *   Accounts Receivable
Grants 210,667.00 0.00
End of Year Deposits 20,100.00 0.00
CPSC Inspections 3,000.00 0.00
Returned Checks & Consent Orders 1,195.00 225.00

   *   Total Accounts Receivable 234,962.00 225.00

   *   Accrued Interest Receivable 11,671.80 6,967.40

   *   Prepaid Expenses
Critical Point Staff Education 1,995.00 0.00
Metrc Oriduct ID Module 15,000.00 0.00
Appriss Additional Deliverables 33,850.00 0.00
Essential Solutions 2,989.10 374.59
PMP Gateway Integration Project 390,643.04 1,426,392.05
Drug Price Transparency Website 16,907.72 16,907.72
Information Systems 1,906.85 1,906.85

   *   Total Prepaid Expenses 463,291.71 1,445,581.21

Total Current Assets 3,196,558.04 3,719,978.67

             > Noncurrent Assets
   *   Investment Accounts
           Iberia Bank - General Reserve Fund 1,071,526.95 453,677.61
           Iberia Bank - OPEB Reserve Fund 960,691.67 722,707.44
           Iberia Bank - Pension Reserve Fund 1,711,007.96 1,713,987.70

3,743,226.58 2,890,372.75
   *   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 1,354,876.72 1,354,876.72
           Office Equipment 230,345.19 230,345.19
           Furniture 177,074.08 177,074.08
           Software: Licensure & Website 408,560.00 408,560.00
           Accumulated Depreciation (995,793.19) (1,009,692.91)

2,180,002.70 2,166,102.98

Total Noncurrent Assets 5,923,229.28 5,056,475.73



Louisiana Board of Pharmacy
FY 2019-2020

Statement of Assets, Liabilities, Equity
FY 18-19 FY 19-20
Final (A) Q1 09/30/2019

     Total Assets 9,119,787.32 8,776,454.40

     Deferred Outflows of Resources
OPEB Reserve Fund 71,452.00 71,452.00
Pension Reserve Fund 972,930.00 972,930.00

     Total Deferred Outflows of Resources 1,044,382.00 1,044,382.00

TOTAL ASSETS & DEFERRED OUTFLOWS 10,164,169.32 9,820,836.40

LIABILITIES, DEFERRED INFLOWS, & EQUITY
     Liabilities

> Current Liabilites
     Unearned grant revenue 1,443,299.76 1,443,299.76
     Accrued salaries and benefits 45,716.43 0.00
     Unemployment taxes payable 184.03 89.33
     State taxes withheld 4,820.00 4,739.00
     Accounts payable 12,482.87 0.00
     Compensated absences (ST) 44,648.86 44,648.86
     PES fee payable 200.00 300.00
     Other post employment benefits (OPEB) payable 47,351.00 47,351.00
Total Current Liabilities 1,598,702.95 1,540,427.95

> Long Term Liabilities
     Compensated absences (LT) 90,377.73 90,377.73
     Other post employment benefits (OPEB) payable 1,881,586.00 1,881,586.00
     Net pension liability 5,297,583.00 5,297,583.00
Total Long Term Liabilities 7,269,546.73 7,269,546.73

     Total Liabilities 8,868,249.68 8,809,974.68

     Deferred Inflows of Resources
OPEB Reserve Fund 154,202.00 154,202.00
Pension Reserve Fund 80,208.00 80,208.00

     Total Deferred Inflows of Resources 234,410.00 234,410.00

     Equity
Fund Balance at End of Prior Year (1,600,918.63) (1,345,631.34)
Fund Balance - designaated 241,038.00 241,038.00
Invested in Capital Assets 2,180,002.70 2,166,102.98
Net Income 241,387.57 (285,057.92)

     Total Equity 1,061,509.64 776,451.72

TOTAL LIABILITIES, DEFERRED INFLOWS, & EQUITY 10,164,169.32 9,820,836.40



Louisiana Board of Pharmacy
Fiscal Year 2019-2020

Statement of Equity
FY 18-19 FY 19-20
Final (A) Q1 09/30/2019

Balance of Equity at Beginning of Year 820,122.07 1,061,509.64

Restatement due to implementation of 
GASB Statement 75 ~ Accounting &
Financial Reporting for OPEB 0.00 0.00

Net Income 241,387.57 (285,057.92)

Balance of Equity at End of Year 1,061,509.64 776,451.72

Components of Equity:
Fund Balance at End of Prior Year (1,600,918.63) (1,345,631.34)

Fund Balance - designated 241,038.00 241,038.00

Invested in Fixed Assets 2,180,002.70 2,166,102.98
820,122.07 1,061,509.64



Louisiana Board of Pharmacy
FY 2019-2020 

Statement of Revenue, Expenses, and Budget Performance

FY 18-19 FY 19-20 FY 19-20
Final (A) Q1 09/30/2019 Budget (A#1)

Licensing Fees
PST License Application Fee 170,400.00 33,300.00 170,000.00
PST License Reciprocity Application Fee 48,750.00 11,850.00 49,000.00
PST License Renewal Fee 872,200.00 (650.00) 872,000.00
PNT Registration Application Fee 3,520.00 1,570.00 3,500.00
PTC Registration Application Fee 27,125.00 7,125.00 28,000.00
CPT Certificate Application Fee 55,400.00 12,000.00 55,000.00
CPT Certificate Renewal Fee 340,500.00 9,000.00 340,000.00
PHY Permit Application & Renewal Fee 280,925.00 8,225.00 281,000.00
AMS Registration Application & Renewal Fee 21,750.00 3,150.00 23,000.00
DME Permit Application & Renewal Fee 85,350.00 76,150.00 87,000.00
EDK Permit Application & Renewal Fee 11,725.00 1,200.00 13,000.00
CDS License Application & Renewal Fee 531,170.00 124,355.00 532,000.00
Credential Reinstatement Fee 25,340.00 6,750.00 26,000.00
Delinquent Renewal Fee for PST & CPT 14,500.00 6,957.50 14,000.00
Delinquent Renewal Fee for PHY & CDS 11,647.50 937.50 12,000.00

Sales of Goods & Services
Product Charge for Duplicate Credentials 4,350.00 1,035.00 4,500.00
Product Charge for Pharmacist Original Certificate 5,475.00 2,100.00 6,000.00
Product Charge for Pharmacist Silver Certificate 500.00 0.00 500.00
Product Charge for Law Book & Supplement 375.00 300.00 500.00
Product Charge for Official List of Licensees 25,650.00 5,400.00 26,000.00
Product Charge for Document Copies 272.00 22.50 500.00
Service Charge for Document Certification 4,240.00 1,200.00 5,000.00
Service Charge for Inspection Services for U.S. CPSC 6,000.00 0.00 3,000.00
Service Charge for PNT Practical Experience 350.00 100.00 500.00
Disposal of Assets 0.00 0.00 0.00

Administrative Fees
Recovery of Bank Charges for NSF Fees 200.00 100.00 500.00
Handling & Mailing Fees 377.00 70.00 500.00

Enforcement Activities
Administrative Hearing Fee 22,750.00 4,750.00 23,000.00
Fines 268,250.00 81,500.00 265,000.00
Cost Recoveries 25,653.33 16,830.79 25,000.00

Prescription Monitoring Program (PMP)
PMP Assessments 591,220.00 134,950.00 591,000.00

Grants
Private Grants 81,200.00 0.00 42,000.00
Government Grants 367,367.24 0.00 0.00

Miscellaneous Revenue 283.06 0.00 1,000.00

TOTAL REVENUE 3,904,815.13 550,278.29 3,500,000.00

Revenue



Louisiana Board of Pharmacy
FY 2019-2020 

Statement of Revenue, Expenses, and Budget Performance

FY 18-19 FY 19-20 FY 19-20
Final (A) Q1 09/30/2019 Budget (A#1)

Operations
Equipment Rentals 14,974.91 3,690.92 15,000.00
Equipment Maintenance 2,201.88 2,239.92 2,200.00
Telephone 18,034.76 4,268.33 29,000.00
Printing 18,099.33 6,934.06 17,000.00
Postage 60,055.00 20,000.00 60,000.00
Dues & Subscriptions 10,671.61 8,054.49 12,000.00
Financial Service Charges 52,713.75 2,830.56 53,000.00
Office Meeting Expenses 5,067.38 1,066.81 5,000.00
Office Supply Expenses 21,956.05 5,116.72 22,000.00
Utilities 10,422.52 1,720.98 11,000.00
Civil Service Assessments (DSCS) 7,966.00 8,321.00 8,400.00
Office Insurance (ORM) 16,980.00 21,269.00 22,000.00
Depreciation of Fixed Assets 55,621.06 13,899.72 55,000.00
Acquisitions 5,676.36 0.00 100,000.00
Miscellaneous Expenses 0.00 0.00 0.00
Personal Services
Salaries for Employees 1,669,429.89 360,166.90 1,789,000.00
Wages for Temporary Labor 12,420.31 3,508.70 20,000.00
Payroll Taxes (FICA & FUTA) 28,503.45 5,871.43 36,000.00
Health Insurance Premiums (SEGBP) 170,746.80 43,579.44 197,000.00
Pension Plan Premiums (LASERS) 655,213.95 146,484.39 727,000.00
Other Post-Employment Benefits (OPEB) 13,687.00 0.00 15,000.00
Board Member Per Diem 30,000.00 4,050.00 30,000.00
Professional Services
Accounting & Expense Reimbursement 28,129.50 16,117.00 30,000.00
Legal & Expense Reimbursement 47,564.60 562.50 50,000.00
Information Systems 117,017.59 98,100.00 154,000.00
Prescription Monitoring Program 137,915.04 58,781.68 208,000.00
PMP Statewide Integration Project 384,274.96 0.00 0.00
Drug Price Transparency Website 64,292.28 0.00 42,000.00
Property Management 22,091.28 6,417.54 30,000.00
Staff Expenses
Executive Director 4,822.99 147.00 5,000.00
General Counsel 9,868.05 0.00 10,000.00
Assistant Executive Director 4,853.17 425.00 5,000.00
Compliance Officer - Travel 6,995.39 788.95 7,000.00
Compliance Officer - Rental Cars 8,991.96 929.40 9,000.00
Compliance Officer - Fuel for Rental Cars 3,328.07 542.09 4,000.00
Compliance Officer - Conference Travel Expenses 2,710.29 6,182.55 14,000.00
House Staff Travel & Education 25.00 0.00 400.00
Mileage 28,049.76 8,212.80 30,000.00
Board Expenses
Board Meetings 17,492.94 4,215.59 18,000.00
Committee Meetings 9,520.15 488.52 10,000.00
Conference Travel Expenses 19,782.78 0.00 20,000.00
President's Expenses 7,233.21 560.00 8,000.00
Mileage - Members & President 19,831.98 2,830.40 20,000.00
TOTAL EXPENSES 3,825,233.00 868,374.39 3,900,000.00

Expenses



Louisiana Board of Pharmacy
FY 2019-2020

Summary of Income Fund Balance Changes

FY 18-19 FY 19-20 FY 19-20
Final (A) Q1 09/30/2019 Budget (A#1)

Income Statement

Total Revenue 3,904,815.13 550,278.29 3,500,000.00

Total Expenses 3,825,233.00 868,374.39 3,900,000.00

Net Ordinary Income 79,582.13 (318,096.10) (400,000.00)

Other Income & Expenses

     Investments 161,805.44 33,038.18 0.00

Net Income 241,387.57 (285,057.92) (400,000.00)

FY 18-19 FY 19-20 FY 19-20
Final (A) Q1 09/30/2019 Budget (A#1)

Fund Balance

Beginning Fund Balance 820,122.07 1,061,509.64 1,061,509.64

Total Income 4,066,620.57 583,316.47 3,500,000.00

Total Expenses 3,825,233.00 868,374.39 3,900,000.00

GASB-75 Restatement 0.00 0.00 0.00

Ending Fund Balance 1,061,509.64 776,451.72 661,509.64

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

Unreserved Fund Balance (688,490.36) (973,548.28) (1,088,490.36)

Notes on Reservation of Fund Balance
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 150,000.00 200,000.00 150,000.00
Building Renovation & Repair 100,000.00 50,000.00 0.00

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

Summary
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Louisiana Board of Pharmacy
FY 2020-2021 ~ Original Budget Worksheet

 FY 18-19 FY 19-20 FY 19-20 FY 20-21
Final (A) Q1 9/30/2019 Budget (A#1) Proposed Notes

Licensing Fees
4206 PST License Application Fee 170,400.00 33,300.00 170,000.00 170,000.00 1
4153 PST License Reciprocity Fee 48,750.00 11,850.00 49,000.00 49,000.00 2
4201 PST License Renewal Fee 872,200.00 (650.00) 872,000.00 872,000.00 3
4350 PNT Registration Application Fee 3,520.00 1,570.00 3,500.00 3,500.00 4
4208 PTC Registration Application Fee 27,125.00 7,125.00 28,000.00 28,000.00 5
4152 CPT Certificate Application Fee 55,400.00 12,000.00 55,000.00 55,000.00 6
4204 CPT Certificate Renewal Fee 340,500.00 9,000.00 340,000.00 340,000.00 7
4301 PHY Permit Fees 280,925.00 8,225.00 281,000.00 281,000.00 8
4304 AMS Registration Fees 21,750.00 3,150.00 23,000.00 22,000.00 9
4306 DME Permit Fees 85,350.00 76,150.00 87,000.00 85,000.00 10
4303 EDK Permit Fees 11,725.00 1,200.00 13,000.00 12,000.00 11
4302 CDS License Fees 531,170.00 124,355.00 532,000.00 532,000.00 12

4205+ Credential Reinstatement Fees 25,340.00 6,750.00 26,000.00 25,000.00 13
4252+ Delinquent Renewal Fees (people) 14,500.00 6,957.50 14,000.00 14,000.00 14
4251+ Delinquent Renewal Fees (places) 11,647.50 937.50 12,000.00 12,000.00 15

Sales of Goods and Services
4452 Duplicate Credential 4,350.00 1,035.00 4,500.00 4,500.00 16
4459 PST Original Certificate 5,475.00 2,100.00 6,000.00 6,000.00 17
4453 PST Silver Certificate 500.00 0.00 500.00 500.00 18
4402 Law Book & Supplement 375.00 300.00 500.00 500.00 19
4461 Official List of Licensees 25,650.00 5,400.00 26,000.00 26,000.00 20
4462 Document Copies 272.00 22.50 500.00 500.00 21
4460 Document Certification 4,240.00 1,200.00 5,000.00 4,000.00 22
4458 Inspection Services 6,000.00 0.00 3,000.00 3,000.00 23
4466 PNT Practical Experience Reports 350.00 100.00 500.00 250.00 24
4457 Disposal of Assets 0.00 0.00 0.00 0.00 25

Administrative Fees
4454 NSF Items 200.00 100.00 500.00 250.00 26
4463 Handling & Mailing 377.00 70.00 500.00 500.00 27

Enforcement Actions
4102 Administrative Hearing Fee 22,750.00 4,750.00 23,000.00 22,000.00 28
4501 Fines 268,250.00 81,500.00 265,000.00 250,000.00 29
4502 Cost Recoveries 25,653.33 16,830.79 25,000.00 25,000.00 30

Prescription Monitoring Program
4660 Assessments 591,220.00 134,950.00 591,000.00 591,000.00 31

Grants
4730 Private Grants 81,200.00 0.00 42,000.00 42,000.00 32
4710 Government Grants 367,367.24 0.00 0.00 0.00 33

4455 Miscellaneous 283.06 0.00 1,000.00 500.00 34

TOTAL REVENUE 3,904,815.13 550,278.29 3,500,000.00 3,477,000.00 35

Revenue

DRAFT



Louisiana Board of Pharmacy
FY 2020-2021 ~ Original Budget Worksheet

FY 18-19 FY 19-20 FY 19-20 FY 20-21
Final (A) Q1 9/30/2019 Budget (A#1) Proposed Notes

Operations
5321 Equipment Rentals 14,974.91 3,690.92 15,000.00 15,000.00 36
5330 Equipment Maintenance 2,201.88 2,239.92 2,200.00 2,200.00 37
5370 Telephone 18,034.76 4,268.33 29,000.00 20,000.00 38
5305 Printing 18,099.33 6,934.06 17,000.00 18,000.00 39
5300 Postage 60,055.00 20,000.00 60,000.00 60,000.00 40
5190 Dues & Subscriptions 10,671.61 8,054.49 12,000.00 11,000.00 41
5381 Financial Service Charges 52,713.75 2,830.56 53,000.00 53,000.00 42
5260 Office Meeting Expenses 5,067.38 1,066.81 5,000.00 5,000.00 43
5280 Office Supplies 21,956.05 5,116.72 22,000.00 22,000.00 44
5390 Utilities 10,422.52 1,720.98 11,000.00 11,000.00 45
5125 Civil Service Assessment (DSCS) 7,966.00 8,321.00 8,400.00 8,300.00 46
5230 Office Insurance (ORM) 16,980.00 21,269.00 22,000.00 22,000.00 47
5180 Depreciation of Fixed Assets 55,621.06 13,899.72 55,000.00 56,000.00 48
5105 Acquisitions 5,676.36 0.00 100,000.00 20,000.00 49
5270 Miscellaneous 0.00 0.00 0.00 0.00 50

Personal Services
5350 Salaries for Employees 1,669,429.89 360,166.90 1,789,000.00 1,856,000.00 51
5296 Wages for Temporary Labor 12,420.31 3,508.70 20,000.00 20,000.00 52
5290 Payroll Taxes (FICA + FUTA) 28,503.45 5,871.43 36,000.00 32,000.00 53
5220 Health Insurance (SEGBP) 170,746.80 43,579.44 197,000.00 175,000.00 54
5340 Pension Plan (LASERS) 655,213.95 146,484.39 727,000.00 660,000.00 55
5400 OPEB 13,687.00 0.00 15,000.00 15,000.00 56
5152 Board Member Per Diem 30,000.00 4,050.00 30,000.00 30,000.00 57

Professional Services
5110 Accounting 28,129.50 16,117.00 30,000.00 30,000.00 58
5250 Legal 47,564.60 562.50 50,000.00 30,000.00 59
5295 Information Systems 117,017.59 98,100.00 154,000.00 160,000.00 60
5600 Prescription Monitoring Program 137,915.04 58,781.68 208,000.00 215,000.00 61
5700 Drug Price Transparency Website 64,292.28 0.00 42,000.00 42,000.00 62
5658 Statewide Integration PMP Gateway 384,274.96 0.00 0.00 0.00 63
5297 Property Management 22,091.28 6,417.54 30,000.00 30,000.00 64

Staff Expenses
5361 Executive Director 4,822.99 147.00 5,000.00 5,000.00 65
5373 Assistant Executive Director 4,853.17 425.00 5,000.00 5,000.00 66
5365 General Counsel 9,868.05 0.00 10,000.00 10,000.00 67
5363 Compliance Officer - Field Travel 6,995.39 788.95 7,000.00 7,000.00 68
5371 Compliance Officer - Rental Cars 8,991.96 929.40 9,000.00 9,000.00 69
5372 Compliance Officer - Fuel 3,328.07 542.09 4,000.00 4,000.00 70
5368 Compliance Officer - Conference 2,710.29 6,182.55 14,000.00 14,000.00 71
5366 House Staff - Education & Travel 25.00 0.00 400.00 500.00 72

5362++Mileage - entire staff 28,049.76 8,212.80 30,000.00 30,000.00 73
Board Expenses

5153 Meeting Expenses 17,492.94 4,215.59 18,000.00 18,000.00 74
5155 Committee Expenses 9,520.15 488.52 10,000.00 10,000.00 75
5154 Conference Travel Expenses 19,782.78 0.00 20,000.00 20,000.00 76

5286++President's Expenses 7,233.21 560.00 8,000.00 8,000.00 77
5151+ Mileage - Members & President 19,831.98 2,830.40 20,000.00 20,000.00 78
TOTAL EXPENSES 3,825,233.00 868,374.39 3,900,000.00 3,779,000.00 79

Expenses

DRAFT



Louisiana Board of Pharmacy
FY 2020-2021 ~ Original Budget Worksheet

FY 18-19 FY 19-20 FY 19-20 FY 20-21
Final (A) Q1 9/30/2019 Budget (A#1) Proposed Notes

Income Statement

Total Revenue 3,904,815.13 550,278.29 3,500,000.00 3,477,000.00 80

Total Expenses 3,825,233.00 868,374.39 3,900,000.00 3,779,000.00 81

Net Ordinary Income 79,582.13 (318,096.10) (400,000.00) (302,000.00) 82

Other Income & Expenses
6003 Investment 161,805.44 33,038.18 0.00 0.00 83

Net Income 241,387.57 (285,057.92) (400,000.00) (302,000.00)

FY 18-19 FY 19-20 FY 19-20 FY 20-21
Final (A) Q1 9/30/2019 Budget (A#1) Proposed

Fund Balance

Beginning Fund Balance 820,122.07 1,061,509.64 1,061,509.64 661,509.64

Total Income 4,066,620.57 583,316.47 3,500,000.00 3,477,000.00

Total Expenses 3,825,233.00 868,374.39 3,900,000.00 3,779,000.00

GASB-75 Restatement 0.00 0.00 0.00 0.00

Ending Fund Balance 1,061,509.64 776,451.72 661,509.64 359,509.64

Reservations of Fund Balance (1,750,000.00) (1,750,000.00) (1,750,000.00) (350,000.00)

Unreserved Fund Balance (688,490.36) (973,548.28) (1,088,490.36) 9,509.64

FY 18-19 FY 19-20 FY 19-20 FY 20-21
Final (A) Q1 9/30/2019 Budget (A#1) Proposed

Notes on Reservation of Fund Balance
Unfunded Pension Liability 1,000,000.00 1,000,000.00 1,000,000.00 100,000.00
Unfunded OPEB Liability 500,000.00 500,000.00 600,000.00 100,000.00
Compensated Absences 150,000.00 200,000.00 150,000.00 150,000.00
Building Renovation & Repair 100,000.00 50,000.00 0.00 0.00

TOTAL 1,750,000.00 1,750,000.00 1,750,000.00 350,000.00

Summary

DRAFT



Louisiana Board of Pharmacy
FY 2020-2021 ~ Original Budget Worksheet

Revenue

1 Estimate 240 new graduates and 326 reciprocity applicants, for 566 new pharmacists, at $300/ea
2 Estimate 326 reciprocity applicants, at $150 each
3 Estimate 8,720 pharmacists to renew their license, at $100 each
4 Estimate 350 applications for pharmacy intern registration, at $10 each
5 Estimate 1,120 applications for pharmacy technician candidate registration, at $25 each
6 Estimate 550 applications for technician certificate, at $100 each
7 Estimate 6,800 technicians to renew their certificates, at $50 each
8 Estimate 2,000 permits to renew at $125 each, plus 206 new permits at $150 each
9 Estimate 146 AMS registrations, at $150 each
10 Estimate 680 DME permits, at $125 each
11 Estimate 480 EDK permits, at $25 each
12 Using historical data for CDS license activity
13 Using historical data for reinstatement fee activity
14 Using historical data for penalty fees applied to renewal of lapsed credentials for people
15 Using historical data for penalty fees applied to renewal of lapsed credentials for places
16 Using historical data for duplicate credential requests, at $5 each
17 Estimate 80 pharmacists to order wall certificates, at $75 each
18 Estimate 5 pharmacists to order silver certificates, at $100 each
19 Using historical data for law book supplements
20 Using historical data for sales of official lists, at $150 each
21 Using historical data for sales of document copies
22 Using historical data for document certification, at $20 each
23 Anticipate renewal of agreement with U.S. CPSC for inspections, at $150 each
24 Using historical data for intern requests to certify hours to other jurisdictions, at $10 each
25 When Board assets are surplused back to the state, revenue recorded here
26 Using historical data for NSF incidents
27 Using historical data for handling and mailing fees
28 Using historical data, estimate 88 cases for violations, impairment, and reinstatement hearings
29 Using historical data for fines
30 Using historical data for cost recoveries
31 Using historical data, estimate 23,640 PMP access privileges, at $25 each
32 Private grant from PhRMA to fund drug price transparency website managed by ULM
33 No government grants anticipated for this fiscal year
34 Using historical data for miscellaneous revenue
35 Projected revenue is 0.7% lower than current budget and 11% less than the previous fiscal year;

however, when non-recurring grant revenue is neutralized, only 0.6% less than previous fiscal year.

NOTES
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Louisiana Board of Pharmacy
FY 2020-2021 ~ Original Budget Worksheet

Expenses
36 Using historical data for equipment rental plus slight increase in rental rate for two office copiers
37 Using historical data for equipment maintenance agreements
38 Using historical data for telephone expenses
39 Using historical data for printing expenses
40 Using historical data for postage expenses
41 Using historical data for dues and subscriptions
42 Using historical data for service charges applied to credit cards used for online renewals
43 Using historical data for office meeting expenses
44 Using historical data for office supply expenses
45 Using historical data for utilities
46 Agency assessment from Dept. of Civil Service, related to number of employees
47 Agency assessment from Office of Risk Management, related to safety inspections and procedures
48 Using historical data for depreciation of fixed assets
49 Routine replacement of computer hardware at end-of-life
50 Using historical data for miscellaneous expenses
51 Includes performance adjustments for staff as allowed by Civil Service (range 2-4%)
52 Using historical data for students (temp) labor
53 Calculated value: 1.7% of salaries + temp labor
54 Using historical data for health insurance premiums
55 Using historical data for retirement contributions
56 Actual obligation provided to agency at end of fiscal year; this entry is historical data
57 Using historical data for board member per diem payments
58 Using historical data, for accountant and legislative auditor
59 Using historical data for legal expenses
60 Annual maintenance fee for eLicense + special reports as well as network support services
61 3rd year of PMP contract + implementation of RxCheck connection
62 Maintenance price for drug price transparency website managed by ULM College of Pharmacy
63 No additional expenditures anticipated for this project this fiscal year
64 Using historical data for property management
65 Traditional allowance for travel expenses for executive director
66 Traditional allowance for travel expenses for assistant executive director
67 Traditional allowance for travel expenses for general counsel
68 Using historical data for compliance officers' field travel
69 Using historical data for rental cars for compliance officers
70 Using historical data for fuel for rental cars for compliance officers
71 Traditional allowance for conference travel expenses for compliance officers
72 For educational development of office staff
73 Using historical data for mileage expenses for entire staff
74 Using historical data for member expenses at board meetings
75 Using historical data for member expenses at committee meetings
76 Using historical data for member expenses at conferences
77 Using historical data for the president's expenses
78 Using historical data for mileage expenses for all members, including president
79 Projected expenses are 3.1% lower than current budget and 1.2% lower than previous fiscal year

Summary
80 Projected revenue is 0.6% less than FY 18-19 actual revenue (with non-recurrent grants excluded)
81 Projected expenses are 1.2% lower than FY 18-19 actual expenses
82 Projected loss is 24% lower than projected loss for current fiscal year
83 Investment revenue is recorded here, but is not budgeted

NOTES
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New Pharmacist Credentials Issued by Reciprocity
Issued Since 07/31/2019

Applicant Interviewer Result
1 Adrian DeShae Shook (KY) Waived PST.023123 issued 08/08/19
2 Natasha Dawn Adkins (AR) Waived PST.023124 issued 08/08/19
3 John Justa Hunter Jr. (MS) Waived PST.023125 issued 08/08/19
4 Lillian Ting-Ting Maria Molina Bellfi (IL) Waived PST.023134 issued 08/10/19
5 Ellen Lee Judd (WI) Waived PST.023136 issued 08/16/19
6 Valeana Dawn Ruffin (GA) Waived PST.023139 issued 08/16/19
7 Lei Wu (TX) Waived PST.023151 issued 08/16/19
8 Oluwafemi Ayinla Adegboyega (PA) Waived PST.023157 issued 08/19/19
9 Darren Charles Riley (MS) Waived PST.023161 issued 08/19/19
10 Christopher Gray Holler (NC) Waived PST.023167 issued 08/19/19
11 Kristie Ann Martinez (PA) Waived PST.023169 issued 08/19/19
12 Charles Christopher Clifton (KY) Waived PST.023170 issued 08/19/19
13 Robbie Lee Anne Christian (FL) Waived PST.023173 issued 08/19/19
14 Robert Wilson Benedict (MO) Waived PST.023174 issued 08/19/19
15 Kathryn Marie Lenz (MI) Waived PST.023175 issued 08/19/19
16 Andrew Moore Burton (AL) Waived PST.023176 issued 08/19/19
17 Cynthia Ellis Mate (TX) Waived PST.023177 issued 08/19/19
18 Malachi Le`Cole Johnson (FL) Waived PST.023181 issued 08/30/19
19 Spencer Ronald Blohowiak (NC) Waived PST.023194 issued 08/30/19
20 Jay Ralph Bryant-Wimp (MO) Waived PST.023196 issued 09/03/19
21 Matthew Grant Burdett (NE) Waived PST.023199 issued 09/03/19
22 Cari Lynn Davis (SD) Waived PST.023203 issued 09/03/19
23 Laura Pounders Coleman (MS) Waived PST.023204 issued 09/03/19
24 Jordan Matthew Chiasson (SC) Waived PST.023206 issued 09/05/19
25 Richard Jeffrey Harris (AL) Waived PST.023209 issued 09/05/19
26 Brittney Nicole Lager (MO) Waived PST.023216 issued 09/09/19
27 Harold Todd Toole (KY) Waived PST.023219 issued 09/20/19
28 Amanda Kaye Cherry (GA) Waived PST.023220 issued 09/20/19
29 Jorie Lynne Kerl (TX) Waived PST.023221 issued 09/20/19
30 Matthew Ryan Brown (TX) Waived PST.023224 issued 09/20/19
31 Gary Keith Kaczka (NJ) Waived PST.023225 issued 09/20/19
32 Dana Chaisiri (TX) Waived PST.023226 issued 09/25/19
33 Kiranben Nirmal Patel (TX) Waived PST.023227 issued 09/25/19
34 Dudley Iles Klatt, II (TX) Waived PST.023228 issued 09/25/19
35 Leslie Chance Harvey (AL) Waived PST.023229 issued 09/25/19
36 Casey East Trest (FL) Waived PST.023230 issued 09/25/19
37 Stacy Woltman Flynn (OH) Waived PST.023233 issued 09/25/19
38 Rachel Rebecca Holloway (GA) Waived PST.023234 issued 09/25/19
39 Diana Marie Cerami (PA) Waived PST.023238 issued 10/03/19
40 Deborah Lynn Schwartz (IL) Waived PST.023239 issued 10/03/19
41 Jonathan Scott Doles (MS) Waived PST.023240 issued 10/03/19
42 Sergio Barranco-Medina (MO) Waived PST.023241 issued 10/03/19
43 Vinh Xuan Dam (CA) Waived PST.023242 issued 10/03/19
44 Jackson Guy Dove (GA) Waived PST.023243 issued 10/03/19
45 Clara Hoang Vinh (GA) Waived PST.023244 issued 10/03/19
46 Christina Eliazbeth Devlin (CA) Waived PST.023245 issued 10/03/19
47 Angela Chi Alvarez (TX) Waived PST.023246 issued 10/03/19
48 Sarah Marie Anders (TN) Waived PST.023247 issued 10/03/19
49 Christopher Stephen Jurma (TX) Waived PST.023248 issued 10/03/19
50 Gwendolyn Gail Burgess (TX) Waived PST.023249 issued 10/03/19
51 Shamaela Kidwai Zaidi (CA) Waived PST.023251 issued 10/11/19
52 Mindy Yen Hyunh (FL) Waived PST.023256 issued 10/11/19
53 Christina Marie Paniccia (NC) Waived PST.023259 issued 10/11/19
54 Janet Louise Yelin White (NV) Waived PST.023260 issued 10/11/19
55 Cheryl Ann Raju (TX) Waived PST.023261 issued 10/11/19
56 Sundeep Thakrar (NJ) Waived PST.023263 issued 10/11/19
57 Jennie Cheng (NV) Waived PST.023266 issued 10/15/19
58 Toccara Shaunee Whitaker (TX) Waived PST.023267 issued 10/15/19
59 Ashley Louise Paluta (OH) Waived PST.023268 issued 10/15/19
60 Amy Suzette Williams (GA) Waived PST.023270 issued 10/18/19
61 Tina Shah (MD) Waived PST.023271 issued 10/18/19
62 Allison Lee Martin (OH) Waived PST.023272 issued 10/21/19
63 Kevin Lin (TX) Waived PST.023274 issued 10/25/19
64 John Peter Sullivan (NE) Waived PST.023276 issued 10/30/19
65 Catherine Rose Cirrincione (PA) Waived PST.023277 issued 10/30/19

Total: 65
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 12.  Automated Medication Systems 7 
 8 
§1201.  Definitions 9 

 Automated Medication System – includes, but is not limited to, a mechanical system that performs 10 
operations or activities, other than compounding or administration, relative to the storage, packaging, or 11 
delivery of medications, and which collects, controls, and maintains all transaction information.  An 12 
automated medication system may be profile-driven, non-profile driven, or a combination of both. 13 

Final Checks of Work – the requirement that only a pharmacist supervises and releases the 14 
completed product prepared by a pharmacy technician. 15 

Floor Stock/First Dose Cabinet – a medication storage device, which shall be used by personnel, 16 
authorized by a protocol established by the pharmacist-in-charge, to gain access to doses as needed and first 17 
doses in patient care areas.  In addition, a floor stock/first dose cabinet may be used to store medications in 18 
such specialty areas including, but not limited to, emergency room, surgery suite, and endoscopy suites. 19 

Healthcare Setting – a place where healthcare services are rendered on a routine basis by 20 
credentialed healthcare professionals. 21 

Non-Profile Driven – system does not require prior or concomitant pharmacist review of 22 
medication order/prescriptions in order to gain access to the system for medication administration.  A non-23 
profile driven system may include, but is not limited to, a night drug cabinet, emergency drug kits, or floor 24 
stock/first dose cabinet. 25 

Off-Site Facility – the location of a building that houses a licensee of the Department of Health 26 
and Hospitals, but which does not house a board permitted pharmacy. 27 

On-Site Facility – the location of a building that houses a board permitted pharmacy. 28 
Profile Driven – system requires that medication orders/prescriptions be reviewed by the 29 

pharmacist for appropriateness, dosage, and contraindications prior to, or concomitantly with, being entered 30 
into the system, and before access is allowed into the system for medication administration. 31 

Remote Dispensing System – a profile driven automated medication dispensing system employing 32 
bidirectional audio-visual technology to facilitate pharmacist communication with a patient or caregiver.  33 

 34 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 35 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 36 
(June 2000) effective July 1, 2000, amended by the Department of Health, Board of Pharmacy, LR 37 
 38 
§1203.  Automated Medication System(s) Registration 39 

A. The entire system shall be registered with the board and facilities shall meet the following conditions: 40 
1. Facility shall possess a: 41 

a. license from the Health Standards Section of the Department of Health and 42 
Hospitals, or 43 

b. Controlled Dangerous Substance License from the Health Standards Section of the 44 
Department of Health and Hospitals, or 45 

c. permit from the board. 46 
2. Registration fee for a facility not permitted by the board is as identified in R.S. 37:1184.C.xii. 47 
3. No registration fee will be assessed a board permitted pharmacy. 48 
4. Registration expires annually on June 30. 49 
5. Initial application shall be completed and signed by the registrant of the facility and the 50 

pharmacist-in-charge of the system(s).  The completed, signed application and required fee 51 
shall be submitted to the board office no later than 30 days prior to installation of the system. 52 
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6. Annual Renewal.  The board shall make available an application for renewal to each registrant 53 
on or before May 1 each year.  Said application shall be completed, signed, and, with annual 54 
fee, returned to the board office to be received on or before June 1 each year. 55 

7. Expired Registration.  A registration that is not renewed shall be null and void.  A renewal 56 
application for an expired registration shall be requested by the registrant and the completed, 57 
signed application may be referred to the board’s reinstatement committee for disposition in 58 
accordance with R.S. 37:1230. 59 

8. Reinstatement.  The holder of a registration that has expired may be reinstated only upon 60 
written application to the board and upon payment of all lapsed fees and a penalty to be fixed 61 
by the board.  Other conditions of reinstatement may be required at the discretion of the 62 
board. 63 

 64 
A. Requirement for Registration 65 

1. A pharmacy intending to supply medications for use within an automated medication system, as 66 
defined at R.S. 37:1164, shall obtain an AMS registration prior to engaging in such activity. 67 

2. The placement of medications within an automated medication system in the absence of an AMS 68 
registration shall substantiate a violation of  R.S. 37:1241(A)(12) and shall subject the pharmacy 69 
to disciplinary action by the board. 70 

3. A pharmacy intending to supply controlled substances for use within an automated medication 71 
system shall obtain a controlled dangerous substance (CDS) license in addition to the AMS 72 
registration.  The pharmacy shall also obtain a federal registration from the U.S. Drug 73 
Enforcement Administration (DEA) prior to placing controlled substances within the AMS. 74 

4. The placement of controlled substances within an automated medication system in the absence of 75 
an AMS registration, CDS license, and DEA registration shall substantiate a violation of R.S. 76 
37:1241(A)(12) and R.S. 40:973 and shall subject the pharmacy to disciplinary action by the 77 
board. 78 

5. The operation of a remote dispensing system without an AMS registration shall substantiate a 79 
violation of R.S. 37:1241(A)(12) and shall subject the pharmacy to disciplinary action by the 80 
board. 81 

B. Eligibility for Registration 82 
1. A pharmacy intending to supply medications for use within an automated medication system may 83 

do so when the AMS is placed at any of the following locations: 84 
a.   within a facility in possession of a controlled dangerous substance license issued by the board. 85 
b.   within a hospital or other institutional facility in possession of an operating license issued by 86 
the state department of health. 87 
c.   within a detention or correctional facility operated by or under contract with the state 88 
      department of public safety and corrections or other local governmental entity. 89 

2. A pharmacy may operate a remote dispensing system when the system is placed within a 90 
healthcare setting where the pharmacist-in-charge can ensure the security and environmental 91 
integrity of the medications and devices placed within the system as well as the security and 92 
confidentiality of the protected health information used therein. 93 

C. Application for Initial Issuance of Registration 94 
1. The board shall develop an application form suitable for the AMS registration.  The board may 95 

revise that application form on its own initiative in order to collect the information it deems 96 
necessary to properly evaluate an applicant. 97 

2. The application shall be accompanied by payment of the registration fee authorized by R.S. 98 
37:1184.   99 

3. The board shall not process applications received by facsimile, or that are incomplete, or 100 
submitted with the incorrect fee. 101 

4. The submission of a false or fraudulent application shall substantiate a violation of R.S. 102 
37:1241(A)(2) and shall subject the applicant to disciplinary action by the board. 103 

5. When determined appropriate by the board, the applicant may be required to meet with a 104 
committee or agent of the board prior to the issuance of the registration. 105 

 106 
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D. Maintenance of Registration 107 
1. A registration shall be valid only for the pharmacy to which it was issued and the physical location 108 

of the AMS identified on the application.  The registration shall not be subject to sale, assignment 109 
or other transfer, voluntary or involuntary, nor shall the registration be valid for any premises 110 
other than the physical location for which it was issued. 111 

2. A duplicate or replacement registration shall be issued upon the written request of the owner of the 112 
registration and payment of the fee authorized by R.S. 37:1184.  A duplicate or replacement 113 
registration shall be marked as such, and it shall not serve or be used as an additional or second 114 
registration. 115 

3. In the event a pharmacy intends to relocate an automated medication system to a different address, 116 
the pharmacy shall notify the board of its intent to do so, providing both current and new 117 
addresses.  A change in business address may require an inspection by the board or its designee. 118 

E. Application for Renewal of Registration 119 
1. The pharmacy shall complete an application for the renewal of the registration and submit it to the 120 

board prior to the expiration date of the registration.  The application shall be accompanied by the 121 
fee authorized by R.S. 37:1184. 122 

2. The board shall not process applications received by facsimile, or that are incomplete, or 123 
submitted with the incorrect fee. 124 

3. An AMS registration not renewed by the expiration date shall be classified as expired.  The 125 
operation of an automated medication system with an expired registration shall substantiate a 126 
violation of R.S. 37:1241(A)(12) and shall subject the pharmacy to disciplinary action by the 127 
board. 128 

F. Relinquishment of Registration 129 
1. In the event a pharmacy intends to cease supplying medications or devices to an automated 130 

medication system, it shall relinquish the registration to the board no later than 10 days following 131 
the effective date of such decision.   132 

2. A pharmacy may not transfer a registration to another pharmacy.   133 
G. Application for Reinstatement of Suspended or Revoked Registration 134 

1. An application for the reinstatement of an AMS registration previously suspended or revoked by 135 
the board may only be approved in compliance with R.S. 37:1249. 136 

2. The applicant shall complete an application form for this specific purpose supplied by the board 137 
and shall attach any documentation and fees identified in R.S. 37:1184. 138 

 139 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 140 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 141 
(June 2000) effective July 1, 2000, amended LR 38:1235 (May 2012), amended by the Department of Health, Board 142 
of Pharmacy, LR 143 
 144 
§1205.  Pharmacist-in-Charge Responsibilities 145 

A. The pharmacist-in-charge shall be a Louisiana licensed pharmacist and has with the following 146 
responsibilities: 147 

1. assuring that the system is in good working order and accurately provides the correct strength, 148 
dosage form, and quantity of the drug prescribed while maintaining appropriate record-149 
keeping and security safeguards. 150 

2. establishment of a quality assurance program prior to implementation of a system and the 151 
supervision of an ongoing quality assurance program that monitors appropriate use and 152 
performance of a system, which is evidenced by written policies and procedures developed by 153 
the pharmacist-in-charge. 154 

3. provide 30 days written notice to the board of removal of the system. 155 
4. define access to the system in policy and procedures of the pharmacy, in compliance with 156 

state and federal regulations. 157 
5. assign, discontinue, or change access to the system. 158 
6. ensure that access to the medications complies with state and federal regulations as 159 

applicable. 160 
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7. ensure that the system is stocked/restocked accurately and in accordance with established 161 
written pharmacy policies and procedures. 162 

8. maintain or have access to all records of documentation specified in this Section for two years 163 
or as otherwise required by law. 164 

9. notify each licensed prescriber that his medication orders/prescriptions are not restricted to the 165 
limited number of medications which are stocked within a facility’s automated medication 166 
system by placing a prominent notice to that effect on the cover of or near the beginning of 167 
such patient’s medical chart or medical record. 168 

10. continuous monitoring and documentation of temperature in the drug storage areas including 169 
a mechanism to alert the pharmacist when defined parameters are out of range as well as an 170 
action plan to address such excursions.  A pharmacy’s failure to document the integrity of the 171 
drug supply or remediate for excursions as appropriate shall substantiate a violation of R.S. 172 
37:1241(A)(18) and shall subject the pharmacy to disciplinary action by the board. 173 

 174 
AUTHORITY NOTE:  Promulgated in accordance with R.S.  37:1182.A. 175 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 176 
(June 2000) effective July 1, 2000, amended by the Department of Health, Board of Pharmacy, LR 177 
 178 
§1207.  Pharmacist Review 179 

A. System shall be used in settings that ensure medication orders are reviewed by a pharmacist prior to 180 
administration and in accordance with established policies and procedures and good pharmacy 181 
practice.  A policy and procedure protocol shall be adopted for non-profile driven systems to 182 
retrospectively review medications orders which cannot be reviewed prior to medication 183 
administration, as provided in LAC 46:LIII.1209.2. 184 

 185 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 186 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 187 
(June 2000) effective July 1, 2000, amended by the Department of Health, Board of Pharmacy, LR 188 
 189 
§1209.  Policies and Procedures 190 

A. The development of an automated medication system policy and procedures is the responsibility of the 191 
pharmacist-in-charge, who shall submit the complete automated medication system policy and 192 
procedures to the board for approval, on request.  These policies and procedures shall be reviewed by 193 
the pharmacist-in-charge, at least annually and modified if needed, and such review documented.  194 
They shall include, but are not limited to, the following: 195 

1. criteria for selection of medications to be stored in each system, provided that in facilities 196 
licensed by the Department of Health and Hospitals, but not by the board, the selection 197 
criteria shall not include the substitution by the pharmacist of a product that is not an 198 
equivalent drug product to the product originally prescribed by the physician or practitioner 199 
without the explicit consent of the physician or practitioner; 200 

2. criteria for medications qualifying for use with a non-profile driven system and the locations 201 
and situations that this type of system can be used in; and 202 

3. information on the system as outlined below: 203 
a. access. 204 

i. system entry. 205 
ii. access codes. 206 
iii. system access privileges. 207 
iv. changing access privileges. 208 
v. termination of user. 209 
vi. temporary access codes. 210 
vii. password assignment. 211 

b. controlled substances. 212 
i. chain of custody. 213 
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ii. discrepancy resolution. 214 
c. data. 215 

i. archiving. 216 
ii. stored/uploading to database. 217 
iii. backup. 218 

d. definitions. 219 
e. downtime procedures (see malfunction). 220 
f. emergency procedures. 221 
g. information security/confidentiality. 222 

i. patient information. 223 
ii. medication information. 224 
iii. transaction files. 225 
iv. information update plan. 226 
v. patient update plan. 227 
vi. information access. 228 

h. inspection. 229 
i. installation requirements. 230 
j. maintenance, e.g., service and repair protocols. 231 
k. medication administration. 232 

i. medication and patient validation. 233 
ii. administration verification. 234 

l. medication security. 235 
i. acquisition and disposition records. 236 
ii. proof of delivery. 237 
iii. chain of custody of controlled substances (institutions). 238 
iv. security management and control. 239 
v. medication loading and storage. 240 
vi. medication loading records. 241 
vii. medication containers. 242 
viii. cross contamination. 243 
ix. lot number control. 244 
x. inventory. 245 
xi. utilization review. 246 
xii. research. 247 

m. malfunction. 248 
i. troubleshooting. 249 
ii. power failure. 250 

n. quality assurance/quality improvement 251 
i. documentation and verification of proper loading and refilling of 252 

device. 253 
ii. removal of drugs for administration, return, or waste. 254 
iii. recording, resolving, and reporting of discrepancies. 255 
iv. periodic audits to assure compliance with policies and procedures. 256 

o. reports. 257 
i. system maintenance. 258 
ii. administrative functions. 259 
iii. inventory. 260 
iv. error. 261 
v. discrepancies. 262 
vi. activity. 263 
vii. problem. 264 

p. medication inventory management. 265 
q. staff education and training. 266 
r. system set-up. 267 
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 268 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 269 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 270 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 271 
 272 
§1211.  Documentation 273 

A. Documentation as to type of equipment, serial number, content, policies and procedures and location 274 
shall be maintained on-site in the pharmacy for review by the board.  Such documentation shall 275 
include, but is not limited to: 276 

1. name, address, and permit number of the pharmacy or licensed health care facility and the 277 
location where the system is operational; 278 

2. manufacturer’s name and model; 279 
3. quality assurance policies and procedures to determine continued appropriate use and 280 

performance of the system; 281 
4. policies and procedures for system operation, safety, security, accuracy, patient 282 

confidentiality, access, controlled substances, data retention, definitions, downtime 283 
procedures, emergency or first dose procedures, inspection, installation requirements, 284 
maintenance security, quality assurance, medication inventory, staff education and training, 285 
system set-up, and malfunction procedures; and 286 

5. security procedures sufficient to prevent unauthorized access or use, prevent the illegal use or 287 
disclosure of protected health information, and comply with any applicable federal or state 288 
regulations. 289 

B.     A current copy of all pharmacy policies and procedures related to the use of the system shall be 290 
        maintained at all off-site facility locations where the system is being used, as well as the pharmacy of 291 
        the pharmacist-in-charge. 292 

 293 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 294 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 295 
(June 2000) effective July 1, 2000, amended by the Department of Health, Board of Pharmacy, LR 296 
 297 
§1213.  Records 298 

A. Records and/or electronic data kept by the system shall meet the following requirements: 299 
1. All events involving access to the contents of the system shall be recorded electronically. 300 
2. In the event controlled substances are stored in the system, the records shall include the 301 

positive identification (as defined in Section 1119 of the Board’s rules this Part) of the 302 
personnel retrieving and administering the controlled substances to the patient. 303 

3. These internal records shall be maintained for one year by the pharmacist-in-charge and shall 304 
be readily available to the board.  Such records shall include: 305 

a. identity of system accessed; 306 
b. identification of the individual accessing the system; 307 
c. type of transaction; 308 
d. name, strength, dosage form, and quantity of the drug accessed; 309 
e. name or identification number of the patient, or identification numbers for whom 310 

the drug was ordered; 311 
f. identification of the certified pharmacy technician or pharmacist stocking or 312 

restocking the medications in the system; and 313 
g. such additional information as the pharmacist-in-charge may deem necessary. 314 

 315 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 316 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 317 
(June 2000) effective July 1, 2000, amended LR 40:2256 (November 2014), effective January 1, 2015, amended by 318 
the Department of Health, Board of Pharmacy, LR 319 
 320 
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§1215.  Security System(s) 321 
A. System shall have adequate security system and procedures, evidenced by written pharmacy policies 322 

and procedures, to: 323 
1. prevent unauthorized access or use; 324 
2. comply with any applicable federal and state regulations; and 325 
3. maintain patient confidentiality. 326 
 327 

AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 328 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 329 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 330 
 331 
§1217.  Stocking and Restocking 332 

A. On-Site Facility System(s).  The stocking and restocking of all medications in the on-site system shall 333 
be accomplished by Louisiana licensed pharmacists, and/or Louisiana certified pharmacy technicians 334 
under the supervision of Louisiana licensed pharmacists.  A pharmacist must conduct final checks of 335 
work performed by a pharmacy technician.   The pharmacy shall have a mechanism in place to identify 336 
the certified pharmacy technician stocking or restocking and the pharmacist checking the accuracy of 337 
the medications to be stocked or restocked in the automated medication systems. 338 

B. Off-Site Facility System(s).  The stocking and restocking of all medications in the off-site system shall 339 
be accomplished by Louisiana licensed pharmacists; however, the certified pharmacy technician may 340 
stock or restock an off-site facility system provided a pharmacist is physically present at the off-site 341 
facility and supervises and verifies the stocking and/or restocking prior to use.  The pharmacy shall 342 
have a mechanism in place to identify the certified pharmacy technician stocking or restocking and the 343 
pharmacist checking the accuracy of the medications to be stocked or restocked in the system. 344 

A. The stocking and restocking of medications and devices within an automated medication system shall 345 
be performed by a pharmacist, or in the alternative, a pharmacy intern, pharmacy technician, or 346 
pharmacy technician candidate under the supervision of a pharmacist. 347 

B. When the pharmacy employs electronic product verification procedures as described within this 348 
Subsection, the stocking and restocking of medications and devices within an automated medication 349 
system may be performed by other personnel approved by the pharmacist-in-charge. 350 

C. Electronic Product Verification 351 
1. A bar code verification, electronic verification, or similar verification process which prohibits 352 

any human intervention following pharmacist verification of the product may be utilized to 353 
assure the correct selection of drugs to be placed into an automated medication system. 354 

2. The use of a bar code, electronic, or similar verification process shall require an initial quality 355 
assurance validation followed by ongoing quality assurance reviews at intervals no greater 356 
than 90 days since the previous review, all conducted by a pharmacist. 357 

3. When a bar code verification, electronic verification, or similar verification process is utilized 358 
as specified in the Paragraph, and in the absence of any human intervention in the product 359 
selection process, the stocking and restocking functions in systems located either on-site or 360 
off-site may be performed by a pharmacy technician without the necessity of direct 361 
pharmacist supervision. 362 

  363 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 364 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 365 
(June 2000) effective July 1, 2000, amended LR 41:1488 (August 2015), amended by the Department of Health, 366 
Board of Pharmacy, LR 367 
 368 
§1219.  Packaging and Labeling 369 

A. All containers of medications stored in the system shall be packaged and labeled in accordance with 370 
federal and state laws and regulations and contain an established satisfactory beyond use date based on 371 
U.S.P. standards. 372 

 373 
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AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 374 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 375 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 376 
 377 
§1221.  Proof of Use 378 

A. For medication removed from the system for patient administration, the system shall document, at a 379 
minimum, the following: 380 

1. name of the patient or resident; 381 
2. patient’s or resident’s medical record number or identification number, or room and bed 382 

number; 383 
3. date and time medication was removed from the system; 384 
4. name, initials, or other unique identifier of the person removing the drug; and 385 
5. name, strength, and dosage form of the medication or description of the medical device 386 

removed. 387 
 388 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 389 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 390 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 391 
 392 
§1223.  Wasted, Discarded, or Unused Medications 393 

A. The system shall provide a mechanism for securing and accounting for wasted, discarded, or unused 394 
medications removed from the system according to policies and procedures, and existing state and 395 
federal law. 396 

 397 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 398 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 399 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 400 
 401 
§1225.  Inspection 402 

A. System records shall be available and readily retrievable for board inspection and review during 403 
regular working hours of operation.  The system itself is also subject to inspection at that time. 404 

 405 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 406 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 407 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 408 
 409 
§1227.  Out-of-State Pharmacies 410 

A. Out-of-state pharmacies must have applied for and been issued an out-of-state pharmacy permit by the 411 
board as identified in regulations.  Out-of-state pharmacies must have the proper pharmacy permit 412 
issued by the state in which they reside in order to utilize a system in Louisiana. 413 

 414 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 415 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 416 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 417 
 418 
§1229.  Violations; Penalties 419 

A. The board may refuse to issue or renew, or may revoke, summarily suspend, suspend, place on 420 
probation, censure, reprimand, issue a warning against, or issue a cease and desist order against, the 421 
licenses or the registration of, or assess a fine/civil penalty or costs/administrative costs against any 422 
person pursuant to the procedures set forth in R.S. 37:1245, for any violation of the provisions of this 423 
Section. 424 

 425 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 426 
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HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 427 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 428 
 429 
§1231.  Revised Statutes and Louisiana Administrative Code 430 

A. These regulations shall be read and interpreted jointly with Chapter 14 of Title 37 of the Revised 431 
Statutes and Part LIII of Title 46 of the Louisiana Administrative Code. 432 

 433 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182.A. 434 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 26:1271 435 
(June 2000) effective July 1, 2000, repealed by the Department of Health, Board of Pharmacy, LR 436 
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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 
Administer or Administration – the direct application of a drug to the body of a patient by 14 
 injection, inhalation, ingestion, or any other means. 15 
Advisory Council – the entity established in R.S. 40:1005. 16 
Board – the Louisiana Board of Pharmacy. 17 
Controlled Substance – any substance or drug defined, enumerated, or included in federal or state 18 

statute or rules, 21 CFR 1308.11-15 or R.S. 40:964, or any substance which may hereafter be 19 
designated as a controlled substance by amendment or supplementation of such regulations or 20 
statute.  Controlled Substance shall not include distilled spirits, wine, malt beverages, or tobacco. 21 

        Delegate – a person authorized by a prescriber or dispenser who is also an authorized user (as 22 
described in § Section 2917 of this Chapter) to access and retrieve program data for the purpose of 23 
assisting the prescriber or dispenser, and for whose actions the authorizing prescriber or dispenser 24 
rains accountability. 25 

        Dispense or Dispensing – the interpretation, evaluation, and implementation of a prescription drug 26 
order, including the preparation and delivery of a drug or device to a patient or patient’s agent in a 27 
suitable container appropriately labeled for subsequent administration to, or use by, a patient. 28 

       Dispenser – a person authorized by this state to dispense or distribute to the ultimate user any 29 
controlled substance or drug monitored by the program, but shall not include any of the following: 30 

  a.     a pharmacy permitted by the board as a hospital pharmacy that dispenses or distributes any 31 
controlled substance or drug monitored by the program for the purposes of inpatient health 32 
care; 33 

  b.     a practitioner who dispenses or distributes no more than a single forty-eight hour supply of 34 
such controlled substance or drug to a patient prior to, or subsequent to, performing an actual 35 
procedure on that patient; 36 

  c.     a practitioner or other authorized person who administers such controlled substance or drug 37 
        upon the lawful order of a practitioner; 38 
d. a wholesale distributor of such controlled substance or drug that is credentialed by the 39 

Louisiana Board of Drug and Device Distributors; 40 
e. (Repealed) 41 

       Distribute or Distribution – the delivery of a drug or device other than by administering or dispensing. 42 
       Drug – any of the following: 43 

a. any substance recognized as a drug in the official compendium, or supplement thereto, 44 
designated by the board for use in the diagnosis, cure, mitigation, treatment, or prevention of 45 
disease in humans or animals; 46 

  b.     any substance intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 47 
        disease in humans or other animals; 48 
c. any substance other than food intended to affect the structure or any function of the body of 49 
        humans or other animals. 50 

       Drugs of Concern – drugs other than controlled substances as defined by rule whose use requires 51 
tracking for public health purposes or which demonstrate a potential for abuse, including any 52 
material, compound, mixture, or preparation containing any quantity of the following substances, 53 
including its salts, esters, ethers, isomers, and salts of isomers [whenever the existence of such 54 
salts, esters, ethers, isomers, and salts of isomers is possible within the specific chemical 55 
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designation]: 56 
a. butalbital when in combination with at least 325 milligrams of acetaminophen per dosage 57 

unit. 58 
b. naloxone. 59 

       Patient – the person or animal who is the ultimate user of a controlled substance or drug monitored 60 
by the program for whom a prescription is issued and for whom a controlled substance or drug is 61 
dispensed. 62 

       Prescriber – a licensed health care professional with prescriptive authority. 63 
       Prescription Monitoring Information – data submitted to and maintained by the prescription 64 

monitoring program. 65 
       Prescription Monitoring Program or PMP – the program established in R.S. 40:1004. 66 
       Procedure – any dental or medical practice or process described in the current year’s version of the 67 

American Dental Association’s Current Dental Terminology or the American Medical 68 
Association’s Code of Procedural Terminology. 69 

 70 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 71 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1345 72 
(July 2007), amended LR 36:755 (April 2010), effective September 1, 2010, amended LR 39:314 (February 2013), 73 
amended LR 40:1096 (June 2014), amended LR 41:684 (April 2015), amended by the Department of Health, Board 74 
of Pharmacy, LR 45:42 (January 2019), amended LR 75 
 76 
§2903.  Authority for Program Operation 77 

A. The board shall establish and maintain, in consultation with and upon the recommendation of the 78 
advisory council, an electronic system for the monitoring of controlled substances and drugs of 79 
concern dispensed in the state or dispensed to an address in the state. 80 

 81 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1004. 82 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1345 83 
(July 2007), repealed by the Department of Health, Board of Pharmacy, LR 84 
 85 
§2905.  Authority to Engage Staff 86 

A. The board shall have the authority to engage a program director and sufficient number of other 87 
personnel as may be necessary to accomplish the mission of the program. 88 

 89 
AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1179.F.(6). 90 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 91 
(July 2007), repealed by the Department of Health, Board of Pharmacy, LR 92 
 93 
§2907.  Authority to Contract with Vendors 94 

A. The board shall have the authority to engage vendors to facilitate the collection of the prescription 95 
monitoring program data and to facilitate access to the program data by authorized users. 96 

 97 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1012. 98 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 99 
(July 2007), repealed by the Department of Health, Board of Pharmacy, LR 100 
 101 
§2909.  Advisory Council 102 

A. The advisory council shall consist of the following members, each of whom may appoint a designee: 103 
1. the president of the Louisiana State Board of Medical Examiners; 104 
2. the president of the Louisiana State Board of Dentistry; 105 
3.  the president of the Louisiana State Board of Nursing; 106 
4. the president of the Louisiana State Board of Optometry Examiners; 107 
5. the president of the Louisiana Academy of Physician Assistants; 108 
6. the president of the Louisiana Board of Pharmacy; 109 
7. the superintendent of the Louisiana State Police; 110 
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8. the administrator of the United States Drug Enforcement Administration; 111 
9. the speaker of the Louisiana House of Representatives; 112 
10. the president of the Louisiana Senate; 113 
11. the chairman of the House Committee on Health and Welfare; 114 
12. the chairman of the Senate Committee on Health and Welfare; 115 
13. the secretary of the Department of Health and Hospitals; 116 
14. the president of the Louisiana State Medical Society; 117 
15. the president of the Louisiana Dental Association; 118 
16. the president of the Louisiana Association of Nurse Practitioners; 119 
17. the president of the Optometry Association of Louisiana; 120 
18. the president of the Louisiana Pharmacists Association; 121 
19. the president of the Louisiana Independent Pharmacies Association; 122 
20. the president of the National Association of Chain Drug Stores; 123 
21. the president of the Louisiana Sheriffs’ Association; 124 
22. the president of the Louisiana District Attorneys Association; 125 
23. the president of the Pharmaceutical Research and Manufacturers of America; 126 
24. the president of the Louisiana Academy of Medical Psychologists; 127 

B. The members of the advisory council shall serve at the pleasure of their respective appointing 128 
authorities, eleven of whom shall constitute a quorum for the transaction of business.  The members 129 
shall elect a chairman and vice chairman whose duties shall be established by the advisory council.  130 
The board shall fix a time and place for regular meetings of the advisory council, which shall meet at 131 
least quarterly.  The advisory council shall establish policies and procedures necessary to carry out its 132 
duties. 133 

C. The board shall seek, and the advisory council shall provide, information and advice regarding the 134 
development and operation of the electronic monitoring system, including but not limited to the 135 
following: 136 
1. which controlled substances should be monitored; 137 
2. which drugs of concern demonstrate a potential for abuse and should be monitored; 138 
3. design and implementation of educational courses identified in R.S. 40:1008; 139 
4. the methodology to be used for analysis and interpretation of prescription monitoring information; 140 
5. design and implementation of a program evaluation component; 141 
6. identification of potential additional members to the advisory council. 142 

 143 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1005. 144 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 145 
(July 2007), amended LR 39:314 (February 2013), amended LR 40:1096 (June 2014), repealed by the Department 146 
of Health, Board of Pharmacy, LR 147 
 148 

Subchapter B. Data Collection 149 
 150 
§2911.  Reporting of Prescription Monitoring Information 151 

A. Each dispenser shall submit to the board information regarding each prescription dispensed for a 152 
controlled substance or drug monitored by the program. 153 

B. Each dispenser shall submit the required information by electronic means no later than the next 154 
business day after the date of dispensing. 155 

C. If the dispenser is unable to submit prescription information by electronic means, he may apply to the 156 
board for a waiver.  The board may grant a waiver to that requirement; if so, the waiver shall state the 157 
format and frequency with which the dispenser shall submit the required information.  The waiver shall 158 
expire one year after the date of issue, unless terminated sooner by the board. 159 

 160 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 161 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 162 
(July 2007), amended LR 39:314 (February 2013), amended LR 41:684 (April 2015), amended by the Department 163 
of Health, Board of Pharmacy, LR 164 
 165 
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§2913.  Required Data Elements 166 
A. The information submitted for each prescription shall include data relative to the identification of the 167 

following elements of the transaction, or alternative data as identified in the board’s program user 168 
manual.  To the extent possible, the data shall be transmitted in the format established by the American 169 
Society for Automation in Pharmacy (ASAP) Telecommunications Format for Prescription Monitoring 170 
Programs Standard Version 4.2 or a successor. 171 
1.     Prescriber Information; 172 

a.     last and first name of prescriber; 173 
b.     United States Drug Enforcement Administration (DEA) registration number, and suffix if 174 

applicable, or in the alternative, the national provider identifier (NPI) number, as issued by 175 
the United States Centers for Medicare and Medicaid Services (CMS). 176 

        2.     Patient Information; 177 
  a.     last and first name of human patient and middle initial or name if available, or in the event of 178 
                                    a veterinary prescription, the client’s name and patient’s animal species; 179 
  b.     complete address of patient; 180 
  c.     date of birth of patient; 181 
  d.     identification number of patient; 182 

e.     gender code; 183 
f.     species code. 184 

        3.     Prescription Information; 185 
  a.     identification number of prescription; 186 
  b.     date of issuance; 187 
  c.     date of fulfillment; 188 
  d.     number of refills authorized on original prescription and refill number; 189 
  e.     method of payment for prescription (cash, insurance, or government subsidy). 190 
        4.     Drug Information; 191 
  a.     National Drug Code (NDC) number; 192 
  b.     quantity dispensed; 193 
  c.     days supply. 194 
        5.     Dispenser Information; 195 
  a.     DEA registration number, or in the alternative, the national provider identifier (NPI) number. 196 
 197 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 198 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 199 
(July 2007), amended LR 39:314 (February 2013). 200 
 201 
§2914. Record Retention of Prescription Transaction Information  202 

A.   The board shall retain a minimum of five years of prescription transaction information for review by  203 
persons authorized to access such information.  204 

B.   The board shall archive all prescription transaction information not available for direct or indirect 205 
access.  206 

C.   The board shall respond to requests for archived prescription transaction information.  207 
 208 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1006(G).  209 
HISTORICAL NOTE: Promulgated by the Department of Health, Board of Pharmacy, LR 210 

§2915.  Failure to Report Prescription Information 211 
A. A dispenser who fails to submit prescription monitoring information to the board as required shall be 212 

referred to the appropriate professional licensing, certification, or regulatory agency for administrative 213 
sanctions as deemed appropriate by that agency. 214 

 215 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 216 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 217 
(July 2007). 218 
 219 
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Subchapter C. Access to Prescription Monitoring Information 220 
 221 
§2917.  Authorized Direct Access Users of Prescription Monitoring Information 222 

A. The following persons may access prescription monitoring information in the same or similar manner, 223 
and for the same or similar purposes, as those persons are authorized to access similar protected health 224 
information under federal and state law and regulation: 225 
1. persons authorized to prescribe or dispense controlled substances or drugs of concern, and their 226 

delegates, for the purpose of providing medical or pharmaceutical care for their patients, or for 227 
verifying their prescription records; 228 

2. designated representatives from the professional licensing, certification, or regulatory agencies of 229 
this state or another state charged with administrative oversight of those professionals engaged in 230 
the prescribing or dispensing of controlled substances or other drugs of concern; 231 

3. designated representatives from the Louisiana Medicaid program regarding Medicaid program 232 
recipients; 233 

4. designated representatives of the board or any vendor or contractor establishing or maintaining the 234 
 prescription monitoring program; 235 

5.     a medical examiner or coroner, or a delegate thereof, for the purpose of investigating an 236 
individual’s death. 237 

6.     a licensed substance abuse addiction counselor providing services as part of a state-licensed 238 
        substance abuse or addiction treatment program. 239 
7.     an epidemiologist with the Louisiana Department of Health for the purpose of assisting the board 240 

in analyzing prescription monitoring information in order to conduct public health evaluations to 241 
support public policy and education pursuant to an agreement with the board. 242 

5 8.  prescription monitoring programs, electronic health information systems, and pharmacy 243 
information systems located in other states, territories, federal districts, and federal jurisdictions, 244 
through a secure interstate data exchange system or health information exchange system approved 245 
by the board, but only in compliance with the provisions of R.S. 40:1007(G). 246 
 247 

  248 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 249 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 250 
(July 2007), amended LR 39:315 (February 2013), amended LR 40:1095 (June 2014), amended by the Department 251 
of Health, Board of Pharmacy, LR 252 
 253 
§2919.  Registration Procedures for Authorized Direct Access Users 254 

A. Authorized users of prescription monitoring information, and their delegates, shall comply with the 255 
following requirements to register with the board, in order to receive the appropriate credentials to 256 
access prescription monitoring information. 257 
1.     The applicant shall successfully complete the program’s orientation course, and attach evidence 258 

of same to his application to the program. 259 
2 1. The applicant shall file an application with the program, using the form supplied by the program  260 

for that purpose. 261 
a.    A prescriber or dispenser, excluding veterinarians, shall be automatically registered as a 262 

participant in the program and shall authenticate their identity through an online process in 263 
order to activate their account.  264 

b.    An agency applicant shall file an application with the program, using the form supplied by the 265 
program for that purpose.  266 

3 2.  The board shall verify the practitioner prescriber or dispenser applicant is in possession of a valid 267 
 license to prescribe or dispense controlled substances, or in the case of an agency applicant, the   268 
board shall verify agency representation. 269 

4 3.  Upon verification of all requirements, the board shall issue the appropriate credential necessary to 270 
        access prescription monitoring information.  271 
5 4.  Upon receipt of information that an authorized user no longer possesses authority to prescribe or 272 

dispense controlled substances, the program shall terminate the user’s credentials to access 273 
prescription monitoring information.  If or when the user’s authority to prescribe or dispense 274 
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controlled substances is reinstated, the program may reinstate the user’s credentials to access 275 
prescription monitoring information. 276 

6 5.   Prescribers and dispensers approved for access shall be responsible for the enabling and/or 277 
         disabling of access privileges for their delegates, as well as the supervision of their activities.   278 

 279 
AUTHORITY NOTE: Promulgated by R.S. 40:1011. 280 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 281 
(July 2007), amended LR 40:1095 (June 2014), amended by the Department of Health, Board of Pharmacy, LR 282 
 283 
§2921.  Methods of Access to Prescription Monitoring Information and Audit Trail 284 
  Information 285 

A. Prescribers and dispensers, as well as their delegates, once properly registered, may solicit 286 
prescription monitoring information from the program concerning their patients, or for verifying their 287 
prescription records.  The program may require such users to certify the legitimacy of their inquiry 288 
prior to furnishing the requested information. 289 

B. Designated representatives from agencies charged with administrative oversight of prescribers and 290 
dispensers of controlled substances may solicit prescription monitoring information and audit trail 291 
information from the program concerning specific investigations of prescribers or dispensers.  The 292 
program may require such users to certify the legitimacy of their inquiry prior to furnishing the 293 
requested information. 294 

C. Designated representatives of the Louisiana Medicaid program, once properly registered, may solicit 295 
prescription monitoring information from the program concerning specific recipients.  The program 296 
may require such users to certify the legitimacy of their inquiry prior to furnishing the requested 297 
information. 298 

D. Designated representatives of the board, or any vendor or contractor establishing or maintaining the 299 
program, once properly registered, may solicit prescription monitoring information from the program 300 
for the purpose of establishing or maintaining the program’s database. 301 

E. Upon receipt of one of the following methods of application by local, state, out-of-state, or federal law 302 
enforcement or prosecutorial officials, including judicially supervised specialty courts within the 303 
criminal justice system that are authorized by the Louisiana Supreme Court, the program may provide 304 
prescription monitoring information and audit trail information: 305 
1.     a court order or court-ordered warrant, or a subpoena or summons issued by a judicial officer; 306 
2.     a grand jury subpoena; or 307 
3.     an administrative request, including an administrative subpoena or summons, a civil or an 308 

authorized investigative demand, or similar process authorized under law, provided by law 309 
enforcement to the board, and further, provided all of the following: 310 
a. the information sought is relevant and material to a legitimate law enforcement inquiry; 311 
b. the request is specific and limited in scope to the extent reasonably practicable in light of the 312 

purpose for which the information is sought; 313 
c. de-identified information, or limited information that does not identify or could not 314 

reasonably lead to the identification of an individual patient, could not reasonably be used. 315 
F.     A medical examiner or coroner, or a delegate thereof, once properly registered, may solicit 316 

prescription monitoring information from the program for the purpose of investigating an individual’s 317 
death. The program may require such users to certify the legitimacy of their inquiry prior to furnishing 318 
the requested information.  319 

G.    A licensed substance abuse addiction counselor, once properly registered, may solicit prescription 320 
monitoring information from the program for the purpose of providing services as part of a state-321 
licensed substance abuse or addiction treatment program. The program may require such users to 322 
certify the legitimacy of their inquiry prior to furnishing the requested information.  323 

H. Upon receipt of an administrative request from a probation or parole officer, the program may provide 324 
prescription monitoring information.  The probation or parole officer must certify the request for 325 
prescription monitoring information is for the purpose of monitoring an offender’s compliance with 326 
participation in a drug diversion program or with other conditions of probation or parole related to 327 
monitored drugs. 328 
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 I.     An epidemiologist with the Louisiana Department of Health, once properly registered, may solicit 329 
prescription monitoring information from the program for the purpose of assisting the board in 330 
analyzing prescription monitoring information in order to conduct public health evaluations to support 331 
public policy and education pursuant to an agreement with the board.  332 

F J.   Individuals may solicit their own prescription monitoring information and audit trail information from  333 
         the program.  To prevent inappropriate access to such information, the requestor shall personally 334 
         appear at the program office and produce positive photo identification at the time of their request.             335 
         The program shall furnish a single copy of the report responding to such request at no charge to the  336 
         individual. 337 
K.     A parent, legal guardian, or legal healthcare agent may solicit prescription monitoring information 338 

and audit trail information from the program for the purpose of reviewing the history of monitored 339 
drugs dispensed to a child or an individual for whom the agent makes healthcare decisions, to the 340 
extent consistent with federal and state confidentiality laws and regulations. To prevent inappropriate 341 
access to such information, the requestor shall personally appear at the program office and produce 342 
positive photo identification at the time of their request. The program shall furnish a single copy of 343 
the report responding to such request at no charge to the individual.  344 

L.     An executor of a will or a court-appointed succession representative of an estate may solicit 345 
prescription monitoring information and audit trail information from the program for the purpose of 346 
reviewing the history of monitored drugs dispensed to a deceased individual. To prevent inappropriate 347 
access to such information, the requestor shall personally appear at the program office and produce 348 
positive photo identification at the time of their request. The program shall furnish a single copy of 349 
the report responding to such request at no charge to the individual. 350 

G M.  Program personnel, once properly registered, may solicit prescription monitoring information from 351 
the program’s database for the purpose of maintaining the database, analysis and reporting of data, 352 
compliance reviews,  and responding to legitimate inquiries from authorized users or other 353 
individuals. 354 

H N.  Prescription monitoring programs, electronic health information systems, and pharmacy information 355 
         systems located in other states, territories, federal districts, and federal jurisdictions may access 356 
         prescription monitoring information from the program through a secure interstate data exchange 357 
         system or health information exchange system approved by the board., but only in compliance with 358 
         the provisions of R.S. 40:1007(G).  359 
O.    The board may provide prescription monitoring information to authorized users of the prescription 360 

monitoring program via a state health information exchange or other third party conduit that has been 361 
approved by the board.  362 
 363 

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 364 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 365 
(July 2007), amended LR 39:315 (February 2013), amended LR 40:1095 (June 2014), amended by the Department 366 
of Health, Board of Pharmacy, LR 367 
 368 
§2923.  Unlawful Use or Disclosure of Prescription Monitoring Information 369 

A. If the program receives evidence of inappropriate or unlawful use or disclosure of prescription 370 
monitoring information by an authorized user or his delegate, the program shall refer that user to the 371 
appropriate professional licensing, certification, or regulatory agency for administrative sanctions as 372 
deemed appropriate by that agency.  373 

 374 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 375 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1348 376 
(July 2007), amended LR 40:1095 (June 2014). 377 
 378 

Subchapter D. Reports 379 
 380 
§2925.  Release of Prescription Monitoring Information to Other Entities 381 

A. The program shall provide prescription monitoring information to public or private entities, whether 382 
located in or outside of the state, for public research, policy, or educational purposes, but only after 383 
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removing information that identifies or could reasonably be used to identify prescribers, dispensers, 384 
and individual patients or persons who received prescriptions from prescribers. 385 

 386 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 387 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1348 388 
(July 2007), amended LR 39:315 (February 2013). 389 
 390 
§2927.  Legislative Oversight 391 

A. The board shall report to the appropriate legislative oversight committee on a periodic basis, but in no 392 
case less than annually, the cost benefits and other information relevant to policy, research, and 393 
education involving controlled substances and other drugs of concern monitored by the program. 394 

 395 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 396 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1348 397 
(July 2007). 398 
 399 
§2929.  Program Evaluation 400 

A. The board shall, in consultation with and upon recommendation of the advisory council, design and 401 
implement an evaluation component to identify cost benefits of the prescription monitoring program 402 
and other information relevant to policy, research, and education involving controlled substances and 403 
drug monitored by the prescription monitoring program. 404 

 405 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 406 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1348 407 
(July 2007). 408 
 409 

Subchapter E. Exemptions 410 
 411 
§2931. Exemptions 412 
Repealed. 413 
 414 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011. 415 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1348 416 
(July 2007), repealed LR 39:315 (February 2013). 417 
 418 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 5.  Pharmacists 7 
 8 
§505.  Licensure 9 

A. The board shall issue a license upon payment of appropriate fees when the board is satisfied the 10 
applicant is competent to practice pharmacy in the state. 11 

1. Renewal.  The board shall make the annual pharmacist license renewal application available 12 
to all currently licensed Louisiana pharmacists prior to November 1.  The completed 13 
application along with the appropriate fee shall be submitted to the board by December 31 of 14 
each year.  A pharmacist’s renewal of licensure shall be displayed in the principal location 15 
where the pharmacist is engaged in the practice of pharmacy and in such a manner that said 16 
renewal may be seen by patrons.  A renewal of licensure shall serve as proof of licensure and 17 
a pharmacist’s license to practice pharmacy for that year of issuance. 18 

A.1.a – A.2.  … 19 
 20 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 21 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 22 
(October 1988), effective January 1, 1989, amended LR 29:2083 (October 2003), effective January 1, 2004, 23 
amended LR 33:1124 (June 2007), amended LR38:1234 (May 2012), amended by the Department of Health, Board 24 
of Pharmacy, LR 25 
 26 

DRAFT



Regulatory Project 454-2019 ~ Item 01                                                                                     Draft #2 
 

 

Louisiana Administrative Code 
 

Title 46 – Professional and Occupational Standards 
 

Part LIII:  Pharmacists 
 
Chapter 11.  Pharmacies 
  
§1107.  Pharmacy Operation 
 A. – B.  … 

C. No person credentialed by the board shall be required to engage in the practice of pharmacy for a 
period of time longer than six hours without a rest break. 

 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 23:1310 
(October 1997), amended LR 29:2088 (October 2003), effective January 1, 2004, amended LR 34:1408 (July 2008), 
amended by the Department of Health, Board of Pharmacy, LR 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 5.  Pharmacists 7 
 8 
§521.  Prescription Orders to Administer Administration of Medications 9 

A. Purpose.  The rules of this section describe the minimum requirements for the administration of 10 
medications to patients by Louisiana-licensed pharmacists. 11 

B. A licensed pharmacist may administer medication directly to a patient upon the prescription or order of 12 
a practitioner.  Such a prescription or order shall be known as an “Authority to Administer.” 13 

1. An Authority to Administer is valid only for the pharmacist meeting the requirements herein 14 
and is not transferable. 15 

2. An Authority to Administer, once granted, is valid for a period of time not to exceed six 16 
months, unless revoked sooner by the practitioner granting the order. 17 

C. A properly executed Authority to Administer shall: 18 
1. identify the licensed practitioner’s name, office address, and telephone number; 19 
2. bear the patient’s name, address, gender, and date of birth; 20 
3. identify the medication, dose, and route of administration; 21 
4. identify the pharmacist authorized to administer the medication; and 22 
5. bear the date of the original order and the date of any authorized subsequent dose 23 

administrations. 24 
D. Requirements.  Unless otherwise specifically authorized by the board, a pharmacist shall meet the 25 

following minimum standards to qualify for an Authority to Administer: 26 
1. obtain and maintain a license to practice pharmacy from the board; 27 
2. successfully complete a board-approved course of study from a board-approved provider that: 28 

a. requires documentation by the pharmacist of current certification in the American 29 
Heart Association’s Basic Cardiac Life Support for Healthcare Providers, its 30 
successor, or board-approved equivalent; 31 

b. is an evidence-based didactic course that meets current Centers for Disease 32 
Control and Prevention (CDC) training guidelines, or other guidelines as 33 
designated by the board, and provides a minimum of twenty hours of instruction 34 
and experiential training in the following content areas: 35 

i. standards for medication administration practices; 36 
ii. basic immunology; 37 
iii. recommended medication administration schedules; 38 
iv. vaccine storage and management; 39 
v. informed consent; 40 
vi. physiology and techniques for medication administration; 41 
vii. pre- and post-administration assessment and counseling; 42 
viii. medication administration record management; and 43 
ix. management of adverse events, including identification and appropriate 44 

response, as well as documentation and reporting; and 45 
c. provides documentation of the successful completion of the course to the 46 

participant. 47 
i. The pharmacist shall display the certificate of completion in the 48 

primary practice site. 49 
ii. The pharmacist shall submit a copy of said certificate to the board 50 

office for placement in the pharmacist’s permanent file. 51 
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E. The pharmacist shall maintain continuing competency to accept an Authority to Administer, as 52 
evidenced by: 53 

1. a current certification by the American Heart Association’s Basic Cardiac Life Support for 54 
Healthcare Providers, its successor, or board-approved equivalent; and 55 

2. successful completion of at least one hour of continuing education per year related to this area 56 
of practice. 57 

A. Pharmacists, pharmacy interns, and pharmacy technicians who intend to administer medications to 58 
their patients shall obtain a Medication Administration Registration from the board prior to engaging in 59 
such activity.  Pharmacy interns and pharmacy technicians in possession of the Medication 60 
Administration Registration may only administer medications while under the supervision of a 61 
pharmacist in possession of a Medication Administration Registration. 62 

B. Medication Administration Registration 63 
1. Eligibility 64 

a.   The applicant shall possess a pharmacist license, intern registration, or pharmacy technician 65 
      certificate issued by the board; and further, such credential shall be active and valid for  66 
      practice. 67 
b.   The applicant shall demonstrate current life safety certification by the American Heart 68 
      Association through its Basic Life Support (BLS) for Healthcare Providers course, or its 69 
      successor, or by a board-approved equivalent. 70 
c.   The applicant shall demonstrate successful completion of a certificate program for medication 71 

administration which has been approved by the board.  The board may approve any program 72 
which is an evidence-based didactic course that meets current Centers for Disease Control and 73 
Prevention (CDC) training guidelines, or other guidelines as designated by the board, and 74 
provides a minimum of 20 hours of instruction and experiential training in the following 75 
content areas: 76 
i.     standards for medication administration practices; 77 
ii.    basic immunology; 78 
iii.   recommended medication administration schedules; 79 
iv.   vaccine storage and management; 80 
v.    informed consent; 81 
vi.   physiology and techniques for medication administration; 82 
vii.  pre- and post-administration assessment and counseling; 83 
viii. medication administration record management; and 84 
ix.   management of adverse events, including identification and appropriate response, as well 85 
       as documentation and reporting. 86 

2. Application for Initial Issuance 87 
a.   The applicant shall complete the application form supplied by the board and furnish the 88 
      information requested. 89 
b.   The applicant shall retain evidence of their education, training, and continuing competency; 90 
      and further, shall furnish copies of such documentation upon request by the board. 91 
c.   The board shall issue the registration with an expiration date matching the expiration date of 92 
      the life safety certification card supplied with the application.  93 

3. Renewal 94 
a.   In the event the pharmacist license, intern registration, or technician certificate expires before 95 
      the expiration date of the Medication Administration Registration, then the authority to 96 
      administer medications shall terminate.  The authority to administer medications requires the 97 
      primary credential as well as the Medication Administration Registration to be active at the 98 
      same time. 99 
b.   The renewal of an expired Medication Administration Registration requires demonstration of a 100 
      current life safety certification as described above. 101 
c.   To maintain continuing competency for medication administration, the pharmacist or the 102 
      pharmacy technician shall acquire at least one hour of continuing education per year related to 103 
      this topic.  Continuing education activities obtained for this purpose shall be acquired from a 104 
      provider accredited by the Accreditation Council for Pharmacy Education (ACPE); and 105 
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      further, the credit earned for such programs may be included within the total number of credits 106 
      required to renew the pharmacist license or technician certificate. 107 

F. Vaccines.   108 
1. The pharmacist shall maintain and furnish the following information to the practitioner within 109 

twenty-four 24 hours of the administration: 110 
a. – i.  …  111 

2.    The immunizing pharmacist or his designee shall report the immunization to the state 112 
       immunization registry within 72 hours of the administration of the immunization. 113 

G. A pharmacist certified to administer medications may train a pharmacy intern to administer 114 
medication, provided the pharmacy intern meets the same educational requirements and minimum 115 
standards identified in Subsections D.2 and E of this Section.  The intern shall be under the direct and 116 
immediate supervision of the certified pharmacist at all times during such training activities. 117 

H. Pharmacies hosting immunization medication administration activities, as well as pharmacists 118 
administering immunizations medications in a location other than a pharmacy, shall comply with the 119 
following minimum standards: 120 

1. There shall be sufficient staffing available for the pharmacist to administer the immunization 121 
medication and monitor the patient afterward without distraction from other responsibilities. 122 

2. To facilitate emergency management of anaphylactic reactions, there shall be adequate 123 
supplies of medication and equipment, as well as pre-determined procedures for the 124 
arrangement of emergency medical services. 125 

 126 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 127 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 128 
(October 1988), effective January 1, 1989, amended LR 29:2085 (October 2003), effective January 1, 2004, 129 
amended LR 34:1409 (July 2008), amended by the Department of Health, Board of Pharmacy, LR 130 
 131 
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Louisiana Revised Statutes of 1950 1 
 2 

Title 37 – Professions and Occupations 3 
 4 

Chapter 14 – Pharmacy Practice Act 5 
 6 
§1184.  Fees 7 

Notwithstanding any other provision of this Chapter, the fees and costs established by the board in accordance 8 
with R.S. 37:1182(A) shall not be less than the following schedule: 9 
 Minimum 10 

(1) … 11 
(2) Licenses, permits, certification, registrations and examinations for pharmacists 12 

(a)(i) Annual renewal fee for license, per year $100.00 13 
     (ii) Pharmacy education support fee, per year                                                                    $100.00 14 
(b) Delinquent fee in addition to renewal fee, per year $50.00 15 
(c) – (i) …  16 

 (3) Licenses, permits, certification, registration, and any other designations for pharmacy locations 17 
(a)(i) … 18 
    (ii) Pharmacy education support fee, per year                                                                     $100.00 19 
(b) – (c)  20 
(d) Pharmacy permit renewal fee, per year $125.00 21 
(e) Delinquent permit renewal fee, per year $62.50 22 
(f) Pharmacy CDS permit fee, per year $25.00 23 
(g) Delinquent pharmacy CDS permit fee, per year $12.50 24 
(h) …  25 
(i) Automated medication system registration, per year $150.00 26 
(j) Emergency drug kits for long-term care facilities, per year $25.00 27 

(4) Certification and examination for pharmacy technicians 28 
(a) …  29 
(b) Annual renewal certification fee, per year $50.00 30 
(c) – (d) …  31 

                             (e) Delinquent certificate renewal fee, per year $25.00 32 
                             (f) …  33 

(5) … 34 
 35 
§1207.  Renewal of license, registration, and certification; expiration; reinstatement 36 

A.   (1)   Each person licensed, registered, or certified by the board shall apply for renewal annually at a time 37 
designated by the board and pay a fee specified by the board. A person who desires to continue in the 38 
practice of pharmacy or assist in the practice of pharmacy in this state shall file with the board an 39 
application in such form and contain such data as the board may require, and complete such other 40 
requirements as deemed necessary by the board, for renewal. 41 

        (2)   (a)   (i)   The board shall assess on each annual pharmacist license renewal as required by this Section 42 
an additional fee of one hundred dollars per year to be designated as the “pharmacy education 43 
support fee.”  This fee shall be dedicated and allocated as specified in this Paragraph to an 44 
accredited school of pharmacy of a public university in this state.  The board shall include on 45 
each license renewal form issued to a pharmacist an optional election whereby the person 46 
may elect not to remit the one hundred dollar pharmacy education support fee. 47 

 A(2)(a)(ii) – D.  … 48 
 49 
§1208.  Waiver of licensure or certification renewal while in military service 50 

Upon written request of any licensed pharmacist or certified technician serving in active duty in the military 51 
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service of the United States or any of its allies, the board may waive the requirement for the annual renewal of 52 
pharmacist license or technician certificate, including the annual renewal fees. 53 
 54 
§1209.  Waiver of renewal fee when licensed fifty years; award  55 

The board, in recognition of contributions to the practice of pharmacy, shall waive the annual renewal fee 56 
requirement for annual renewal of licensure for licensed pharmacists who have been duly registered and licensed to 57 
practice in Louisiana for not less than fifty years; in lieu thereof the board shall award to such pharmacists an honorary 58 
gold-embossed certificate.  Such pharmacists desiring to continue to practice pharmacy shall file the annual renewal 59 
application and shall meet all other requirements for active licensure. 60 
 61 
§1230. Renewal of permits; expiration; reinstatement  62 

A.   (1)   Each pharmacy issued a permit by the board shall apply for renewal annually, at the time designated 63 
  by the board and pay a fee specified by the board. 64 
       (2)   (a)   (i)   The board shall assess on each annual pharmacy permit renewal required by this Section an 65 

additional fee of one hundred dollars per year to be designated as the “pharmacy education 66 
support fee.”  This fee shall be dedicated and allocated as specified in this Paragraph to an 67 
accredited school of pharmacy of a public university in this state.  The board shall include on 68 
each permit renewal form issued to a pharmacy an optional election whereby the pharmacy 69 
may elect not to remit the one hundred dollar pharmacy education support fee. 70 

 A(2)(a)(ii) – D.  … 71 
 72 
§1232.  Nonresident pharmacy 73 

A.   …  74 
B.   A nonresident pharmacy granted a nonresident pharmacy permit by the board shall disclose to the 75 

board the location, names, and titles of all principal corporate officers, as well as the owner’s managing 76 
officer and pharmacist-in-charge. A report containing this information shall be made to the board on an 77 
annual basis with each renewal application and within thirty business days after any change of office, 78 
corporate officer, or within ten business days of the departure of the prior owner’s managing officer or 79 
pharmacist in charge. 80 

 C. – E.  … 81 
 82 
§1253.  Pharmacy benefit managers; permit; annual report; fees 83 
 A.   … 84 
 B.   The board may promulgate rules and regulations to specify the annual reporting requirements for the 85 

       pharmacy benefit manager. 86 
 87 DRAFT
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 11.  Pharmacies 7 
  8 
§1101.  Pharmacy Permit 9 

A. Qualification.  Individuals, partnerships, corporations, limited liability companies, or associations 10 
desiring to operate a pharmacy in Louisiana, or outside the state where prescriptions drugs/devices are 11 
dispensed and delivered to Louisiana residents, shall execute an application for a pharmacy permit for 12 
their particular classification of pharmacy. 13 

B. Appearance.  The applicants, including the pharmacist-in-charge, may be required to personally appear 14 
before the board prior to a board decision on the permit application. 15 

C. Pharmacy Permit. 16 
1.   The initial pharmacy permit application shall be completed and signed by the pharmacist-in-charge 17 

and the owner of the pharmacy and submitted to the board for approval.  An application for a 18 
pharmacy permit shall expire one year after the date of receipt in the board office. 19 

2.   Renewal.  A pharmacy permit that has not been renewed by December 31 of each year shall expire     20 
      and be null and void. 21 

 B.    Application for Initial Issuance of Permit 22 
         1.   The board shall develop an application form suitable for the pharmacy permit.  The board may 23 
                          revise that application form on its own initiative in order to collect the information it deems 24 
                          necessary to properly evaluate an applicant. 25 
         2.   The application form shall be signed by the pharmacist-in-charge of the pharmacy applying for the 26 
                          permit.    27 

        3.   The application shall be accompanied by payment of the fee(s) authorized by R.S. 37:1184. 28 
         4.   The board shall not process applications received by facsimile, or that are incomplete, or submitted 29 
                          with the incorrect fee. 30 
         5.   An application for a pharmacy permit shall expire one year after the date of its receipt in the board 31 
                         office. 32 
                      6.   The submission of a false or fraudulent application shall substantiate a violation of R.S. 33 
                         37:1241(A)(2) and subject the applicant to disciplinary action by the board. 34 
         7.   When determined appropriate by the board, the applicant may be required to meet with a 35 
                        committee or agent of the board prior to the issuance of the permit. 36 

C.    Application for Renewal of Permit  37 
        1.   The pharmacy shall complete an application for the renewal of the permit and submit it to the 38 
               board prior to the expiration date of the permit.  The application shall be accompanied by the 39 
  fee(s) authorized in R.S. 37:1184. 40 
        2.   The board shall not process applications received by facsimile, or that are incomplete, or submitted 41 

with the incorrect fee. 42 
        3.   A pharmacy permit not renewed by the expiration date shall be classified as expired.  The 43 

operation of a pharmacy with an expired pharmacy permit shall substantiate a violation of R.S. 44 
37:1241(A)(12) and shall subject the pharmacy to disciplinary action by the board. 45 

D. Application for Reinstatement of Suspended or Revoked Permit 46 
1.   An application for the reinstatement of a pharmacy permit previously suspended or revoked by the 47 
      board may only be approved in compliance with R.S. 37:1249. 48 
2.   The applicant shall complete an application for this specific purpose supplied by the board and 49 
      shall attach any documentation required by the board as well as fee(s) authorized in R.S. 37:1184.   50 

 51 
 AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 52 
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HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 53 
(October 1988), effective January 1, 1989, amended LR 23:1310 (October 1997), amended LR 29:2087 (October 54 
2003), effective January 1, 2004, amended LR 33:1131 (June 2007), amended by the Department of Health, Board 55 
of Pharmacy, LR 56 
 57 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 11.  Pharmacies 7 
  8 
§1103.  Prescription Department Requirements 9 

A. A prescription department of a pharmacy shall provide sufficient floor space, fixtures, equipment and 10 
supplies commensurate with the nature and scope of the pharmacy’s practice allocated to ensure that 11 
drugs are compounded and dispensed in a well lighted, ventilated, climate controlled, and safely 12 
enclosed structure. 13 

B. … 14 
C. Square Footage.  A prescription department that is new or remodeled on or after January 1, 2004 shall 15 

be not less than three hundred (300) total square feet, and shall be inaccessible to the public. 16 
D. Prescription Counter.  A prescription counter on which to compound or dispense medications shall 17 

have a working surface of not less than a minimum of twenty-four (24) total square feet.  The 18 
minimum unobstructed free working surface shall be kept clear at all times for the compounding or 19 
dispensing of prescriptions. 20 

E. Prescription Aisle Space.  The aisle space behind the prescription counter shall be not less than thirty 21 
(30) inches in width. 22 

F. – G.  … 23 
H. Drug Inventory. 24 

1.    Storage.  The pharmacy shall provide sufficient space on-site for proper storage of labels, 25 
prescription containers, and an adequate prescription inventory in order to compound and dispense 26 
prescription orders.  Drugs that require special storage shall be properly stored. 27 

2.   … 28 
         3.   Equipment.  The pharmacy shall provide sufficient fixtures, equipment, and utensils to ensure that 29 
                            drugs are properly compounded and dispensed. 30 
 I. – J.  … 31 

K. References.  A printed copy of the Louisiana Board of Pharmacy Laws and Regulations shall be 32 
maintained and readily available within the prescription department of a pharmacy.  The pharmacy 33 
shall maintain access to current and appropriate reference materials pertinent to the pharmacy practice, 34 
including but not limited to, pharmacology, drug interactions, dosing, toxicity, and patient counseling. 35 

 36 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 37 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 23:1310 38 
(October 1997), amended LR 29:2087 (October 2003), effective January 1, 2004, amended LR 39:315 (February 39 
2013), amended by the Department of Health, Board of Pharmacy, LR 40 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 11.  Pharmacies 7 
  8 
§1105.  Pharmacist-in-Charge 9 
 A. – H.  … 10 

A. Change of Pharmacist-in-Charge.  Written notice to the board shall be required when the pharmacist-11 
in-charge designation for a pharmacy has changed. 12 
1.    The permit holder shall notify the board within ten 30 days of the prior pharmacist-in-charge’s 13 

departure date.  The permit holder shall designate a new pharmacist-in-charge within ten 10 days 14 
of the departure of the prior pharmacist-in-charge. 15 

2.    The new pharmacist-in-charge shall afford the board written notice of his newly designated 16 
        pharmacist-in-charge status within ten 30 days of the departure of the prior pharmacist-in-charge. 17 
3.    A pharmacist-in-charge who voluntarily leaves a pharmacy shall give written notice to the board 18 

and the owner of the permit at least ten 10 days prior to this voluntary departure, unless replaced in 19 
a shorter period of time. 20 

B. Affidavit of Responsibility and Duties.  The designated pharmacist-in-charge shall sign an affidavit on 21 
a form supplied by the board indicating his understanding and acceptance of the duties and 22 
responsibilities of a pharmacist-in-charge.  This notarized document shall be submitted to the board for 23 
inclusion in the pharmacy’s pharmacist’s record in the board office. 24 

C. … 25 
 26 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 27 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 23:1310 28 
(October 1997), amended LR 29:2088 (October 2003), effective January 1, 2004, amended LR 38:1239 (May 2012), 29 
amended by the Department of Health, Board of Pharmacy, LR 30 
 31 

DRAFT



Regulatory Project 454-2019 ~ Item 26                                                                                     Draft #2 
 

 

Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 11.  Pharmacies 7 
  8 
§1123.  Records 9 
 A. – A.4.  … 10 

B. A pharmacy may use one of the following types of pharmacy information systems: 11 
1.    A system that utilizes the original hard copy prescription to document the initial dispensing of a 12 

prescription, but utilizes a computerized system to dispense refills that does not document the 13 
positive identification of the pharmacist responsible for the practice of pharmacy.  In order to 14 
document positive identification, this system shall require the manual signature or initials of a 15 
pharmacist on a hard copy record as specified in Paragraph Subsection E of this Section. 16 

2.    … 17 
C. All pharmacy information systems shall be capable of providing immediate retrieval (via display and 18 

hard copy printout or other mutually agreeable transfer media) of patient profile information for all 19 
prescriptions dispensed within the previous two years.  This information shall include the following 20 
minimum data: 21 
1. – 8.  … 22 
9.    The pharmacist responsible for prescription information entered into the computer system, the 23 
       pharmacist responsible for prospective drug utilization review as defined in Section 515 of these 24 
       rules this Part, and the pharmacist responsible for dispensing; 25 
10.  … 26 
11.  The refill history of the prescription as defined in Paragraph Subsection D of this Section. 27 

D. The refill history of the prescription record maintained in the pharmacy information system shall 28 
include, but is not limited to: 29 
1. – 4.  … 30 
5.    The pharmacist responsible for prospective drug utilization review as defined in Section 515 of 31 
        these rules this Part, and the pharmacist responsible for dispensing each refill; 32 

D.6. – I.3.  … 33 
J. With respect to oral prescriptions received in the pharmacy and then transcribed to written form in the 34 

pharmacy, or written prescriptions received by facsimile in the pharmacy, or written prescriptions 35 
presented to the pharmacy, a pharmacy may use an electronic imaging system to preserve such 36 
prescriptions, but only if: 37 
1. – 4.  … 38 
5.    The prescription is not for a controlled dangerous substance listed in Schedule II. 39 

K. Filing and Retention of Prescription Forms 40 
1. …  41 
2. For those pharmacies utilizing an electronic imaging system as described in Paragraph Subsection 42 

J of this Section, written prescription forms may be assembled and stored in prescription number 43 
sequence, or in the alternative, a date scanned sequence disposed of in a manner which protects the 44 
confidentiality of protected health information.  Further, these original hard copy prescriptions 45 
shall be retained in the prescription department for a minimum of one year following the most 46 
recent transaction. 47 

K.3. – L.1.c.  … 48 
M. Exceptions 49 

The provisions of this Section shall not apply to the following: 50 
1. Pharmacies permitted as hospital pharmacies by the board shall comply with the provisions of 51 

Chapter 15 of these rules this Part. 52 

DRAFT



Regulatory Project 454-2019 ~ Item 26                                                                                     Draft #2 
 

 

2. Other pharmacies providing medications and services to patients within facilities other than 53 
hospitals licensed by the department shall comply with the provisions of Section 1124 of these 54 
rules this Part for those activities.    55 

 56 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 57 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 23:1312 58 
(October 1997), amended LR 29:2090 (October 2003), effective January 1, 2004, amended LR 36:755 (April 2010), 59 
amended LR 40:2253 (November 2014), effective January 1, 2015, amended by the Department of Health, Board of 60 
Pharmacy, LR 61 
 62 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 11.  Pharmacies 7 
  8 
§1131.  Pharmacy Opening Procedures 9 
 A.   The board has established the following procedures as a prerequisite to the opening of any 10 
                      pharmacy: 11 

1. Application Form.  The applicant shall obtain a Pharmacy Permit Application and Louisiana 12 
Controlled Dangerous Substance License Application the appropriate application form(s) from the 13 
board.  The completed form(s) shall be signed by the pharmacist-in-charge and returned to the 14 
board office, with appropriate fees, not less than thirty 30 days prior to the anticipated opening of 15 
the pharmacy. 16 

2. – 3.  … 17 
4. DEA Registration.  If applicable, the applicant shall obtain the appropriate application from the 18 

DEA, and then return said form, with appropriate fees, to the DEA. 19 
   20 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 21 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 29:2091 22 
(October 2003), effective January 1, 2004, amended by the Department of Health, Board of Pharmacy, LR 23 
 24 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 25.  Prescriptions, Drugs, and Devices 7 
 8 
§2511.  Prescriptions 9 
 A. – B.  … 10 

C. Written Prescriptions.  A written prescription shall conform to the following format: 11 
1. – 4.  … 12 
5. Receipt via Facsimile Prescription 13 

a. The receiving facsimile machine of a prescription transmitted by facsimile shall be 14 
located within the pharmacy department. 15 

b. The prescription transmitted by facsimile shall be on a non-fading legible medium. 16 
c. All requirements applicable to written prescriptions in this Subsection shall apply 17 

to facsimile prescriptions, except Subparagraph C.7.c. 18 
d. The provisions of this Section notwithstanding, a prescription for a medication not 19 

listed as a controlled substance which is received in a pharmacy by facsimile and 20 
which bears an electronic signature of the prescriber shall be construed as a 21 
validly-formatted prescription; however, this temporary allowance shall expire at 22 
midnight on December 31, 2016. 23 

a.    Pharmacies may elect to receive written prescriptions via a facsimile machine 24 
located within the prescription department.  The paper used to print such 25 
prescriptions shall produce a non-fading image.  The pharmacy may elect to scan 26 
such documents in compliance with the provisions of Subsection 1123.J of this 27 
Part. 28 

b.   Pharmacies may elect to receive written prescriptions via electronic facsimile 29 
directly within their pharmacy information system.  The pharmacy shall retain such 30 
records in compliance with Subsection 1123.K of this Part.  31 

C.6. – F.  … 32 
 33 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 34 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 35 
(October 1988), amended LR 29:2102 (October 2003), effective January 1, 2004, amended LR 41:98 (January 36 
2015), amended LR 41:2147 (October 2015), amended by the Department of Health, Board of Pharmacy, LR 37 
43:2162 (November 2017), amended LR 38 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 25.  Prescriptions, Drugs, and Devices 7 
 8 
§2511.  Prescriptions 9 
 A. – C.  … 10 

D. Oral Prescriptions. 11 
1. Upon the receipt of an oral prescription from an authorized prescriber, the pharmacist or 12 

pharmacy intern or pharmacy technician shall reduce the order to a written form prior to 13 
dispensing the medication.  As an alternative to recording such prescriptions on paper forms, 14 
a pharmacist may enter the prescription information directly into the pharmacy’s dispensing 15 
information system.  In the event a pharmacy intern or pharmacy technician transcribes such a 16 
prescription, the supervising pharmacist shall initial or countersign the prescription form prior 17 
to processing the prescription.   18 

2. As an alternative to recording such prescriptions on paper forms, a pharmacist or pharmacy 19 
intern or pharmacy technician may enter the prescription information directly into the 20 
pharmacy’s dispensing information system. 21 

E. – F.  … 22 
 23 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 24 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 25 
(October 1988), amended LR 29:2102 (October 2003), effective January 1, 2004, amended LR 41:98 (January 26 
2015), amended LR 41:2147 (October 2015), amended by the Department of Health, Board of Pharmacy, LR 27 
43:2162 (November 2017), amended LR 28 
 29 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 25.  Prescriptions, Drugs, and Devices 7 
 8 
§2513.  Prescription Receipt and Verification 9 

A. Receipt of a Prescription 10 
1. Written.  A pharmacist may receive and dispense a prescription that has been written and/or 11 

signed by the practitioner. 12 
2. Oral.  A pharmacist may receive and dispense a prescription that has been orally 13 

communicated by the practitioner when the prescription has been reduced to hard copy. 14 
3. Electronic Transmission.  A pharmacist may receive a prescription via electronic or other 15 

means, and then reduce to hard copy, if necessary. 16 
B. Verification.  Verification of the accuracy and authenticity of any prescription is the responsibility of 17 

the pharmacist.   18 
A. The receiving pharmacist is responsible for verification of the authenticity of the prescription. 19 
B. The dispensing pharmacist is responsible for the accuracy of the medications or devices dispensed. 20 

 21 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 22 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 23 
(October 1988), effective January 1, 1989, amended LR 29:2103 (October 2003), effective January 1, 2004, 24 
amended by the Department of Health, Board of Pharmacy, LR 25 
 26 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 25.  Prescriptions, Drugs, and Devices 7 
 8 
§2519.  Prescription Refills; Medication Synchronization and Refill Consolidation 9 

A. … 10 
B. Controlled Dangerous Substances. 11 

1.    … 12 
2. A prescription for a drug listed in Schedule III, or IV, or V may be refilled up to five times, if so 13 

indicated at the time issued. 14 
3. A prescription for a drug listed in Schedule V may be refilled without limitation subject to the one 15 

year expiration date of the prescription. 16 
C. Medication Synchronization and Refill Consolidation.  These terms refer to a service which a 17 

pharmacist may perform for his patient, at the request of the patient, wherein he may proactively adjust 18 
the medication dispensing quantity and/or the refill schedule of a prescription in order to manage the 19 
patient’s medication therapy, with the goal of improved medication adherence by the patient. 20 
1.    … 21 
2. With respect to prescriptions for controlled substances where refills have been authorized, 22 

pharmacists may utilize partial fills, as described in Paragraph §2747.C.5 of the board’s rules this 23 
Chapter, but may not exceed the dispensing quantity noted on the original prescription.   24 

 25 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 26 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 27 
(October 1988), effective January 1, 1989, amended LR 29:2104 (October 2003), effective January 1, 2004, 28 
amended LR 33:1133 (June 2007), amended LR 42:1519 (September 2016), amended by the Department of Health, 29 
Board of Pharmacy, LR 30 
 31 
§2525.  Prescription Expiration 32 

A. A prescription for a drug other than a controlled dangerous substance listed in Schedules II through IV 33 
shall expire one year after the date written. 34 

B. A prescription for a controlled dangerous substance shall expire: 35 
1. … 36 
2. 6 months after the date of issue if the drug is listed in Schedule III, or IV, or V. 37 

C. … 38 
 39 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 40 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 41 
(October 1988), effective January 1, 1989, amended LR 29:2104 (October 2003), effective January 1, 2004, 42 
amended by the Department of Health, Board of Pharmacy, LR 42:1090 (July 2016), amended LR 43 
 44 
Chapter 27.  Controlled Dangerous Substances 45 
 46 
§2745.  Prescriptions 47 

A. – F.  …  48 
G.   Controlled Substances Listed in Schedules III, IV, and V 49 

               1.    …  50 
               2.    Expiration Date of Prescriptions 51 
        a.    A prescription for a controlled substance listed in Schedule III, or IV, or V shall expire six 52 
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                                    months after the date of issue, or following the acquisition of the number of refills authorized 53 
                                    by the prescriber on the original prescription, whichever shall first occur.   54 

b.    A prescription for a controlled substance listed in Schedule V shall expire one year after the 55 
       date of issue, or following the acquisition of the number of refills authorized by the prescriber 56 
       on the original prescription, whichever shall first occur. 57 
c.    No pharmacist shall dispense any controlled substance pursuant to an expired prescription. 58 

               3.    Refilling of Prescriptions 59 
         a.    The prescriber may authorize the refilling of a prescription for a controlled substance listed in 60 
                                    Schedule III, or IV, or V by including specific refill instructions on the prescription prior to its 61 
                                    issuance.  The maximum number of refills the prescriber may authorize is five (5).   62 
  b.    The prescriber may authorize the refilling of a prescription for a controlled substance listed in 63 
          Schedule V by including specific refill instructions on the prescription prior to its issuance.  64 

       There is no limitation on the number of refills the prescriber may authorize, subject however 65 
       to the one year expiration date of the prescription. 66 

  c.    In the absence of a specific refill instruction on the original prescription from the prescriber, 67 
       the prescription shall not be refilled. 68 

 69 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:972. 70 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 34:2149 71 
(October 2008), amended LR 41:685 (April 2015), amended by the Department of Health, Board of Pharmacy, LR 72 
42:1090 (July 2016), amended LR 73 
 74 
§2747.  Dispensing Requirements 75 

A. – B.8.b.iii  … 76 
C.   Prescriptions for Controlled Substances Listed in Schedule III, IV, or V 77 

               1. – 2.c.  …     78 
               3.    Expiration Date 79 
  A pharmacist shall not dispense a prescription for a controlled substance listed in Schedule III, IV, 80 

or V more than six months after the date of issue.  Further, when the number of refills authorized 81 
by the prescribing practitioner on the original prescription form have been dispensed, the 82 
prescription has expired; the pharmacist shall not dispense any further medication pursuant to that 83 
expired prescription. 84 

        a.    A prescription for a controlled substance listed in Schedule III, or IV, or V shall expire six 85 
                                    months after the date of issue, or following the acquisition of the number of refills authorized 86 
                                    by the prescriber on the original prescription, whichever shall first occur.   87 

b.    A prescription for a controlled substance listed in Schedule V shall expire one year after the 88 
       date of issue, or following the acquisition of the number of refills authorized by the prescriber 89 
       on the original prescription, whichever shall first occur. 90 
c.    No pharmacist shall dispense any controlled substance pursuant to an expired prescription. 91 

               4.    Refilling of Prescriptions 92 
  a.    No prescription for a controlled substance listed in Schedule III, or IV, or V shall be filled or 93 
          refilled more than six months after the date on which such prescription was issued and no 94 

such prescription authorized to be refilled may be refilled more than five times. No 95 
prescription for a controlled substance listed in Schedule V shall be filled or refilled more than 96 
one year after the date on which such prescription was issued. 97 

  b. – c.v.  …     98 
       5.    Partial Filling of Prescriptions 99 

   The partial filling of a prescription for a controlled substance listed in Schedule III, IV, or V is 100 
permissible, provided that: 101 
a. – b.ii.  … 102 
c. no dispensing shall occur more than six months after the date on which the prescription for a 103 

controlled substance listed in Schedule III or IV was issued, or more than one year after the 104 
date on which the prescription for a controlled substance listed in Schedule V was issued. 105 

       6.    Labeling of Medications and Filing of Prescriptions 106 
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  a. – d.  …     107 
e. All prescription forms shall be maintained in accordance with the requirements of Paragraph  108 

§2731.B.7 of this Chapter. 109 
               7. – 7.a.iv.  …    110 
                8.    Provision of Prescription Information between Retail Pharmacies and Central Fill Pharmacies 111 

Prescription information may be provided to an authorized central fill pharmacy by a retail 112 
pharmacy for dispensing purposes.  The following requirements shall apply: 113 
a. Prescriptions for controlled substances listed in Schedule III, IV, or V may be transmitted 114 

                electronically from a retail pharmacy to a central fill pharmacy, including via facsimile.  The 115 
                      retail pharmacy transmitting the prescription information shall: 116 

i. … 117 
ii. ensure that all information required to on a prescription pursuant to Section §2745.C of 118 

this Chapter is transmitted to the central fill pharmacy (either on the face of the 119 
prescription or in the electronic transmission of information); 120 

         8.a.iii. – 8.b.iii.  … 121 
D.   Dispensing Controlled Substances without a Prescription 122 

A controlled substance listed in Schedule II, III, IV, or V which is not a prescription drug as 123 
determined under the Federal Food, Drug, and Cosmetic Act may be dispensed by a pharmacist 124 
without a prescription to a purchaser at retail, provided that: 125 
1. – 4.  … 126 

                5.    a bound record book for dispensing of controlled substances under this Paragraph is maintained 127 
                             by the pharmacist, which book shall contain the name and address of the purchaser, the name and 128 
                             quantity of controlled substance purchased, the date of each purchase, and the name or initials of 129 
                             the pharmacist who dispensed the controlled substance to the purchaser; further, this book shall be 130 
                             maintained in conformance with the recordkeeping requirements identified in Paragraph 131 
   §2731.B.7 of this Chapter; 132 

D.6. – F.  …    133 
 134 
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:972. 135 
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 34:2152 136 
(October 2008), amended LR 41:685 (April 2015), amended by the Department of Health, Board of Pharmacy, LR 137 
 138 
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Louisiana Administrative Code 1 
 2 

Title 46 – Professional and Occupational Standards 3 
 4 

Part LIII:  Pharmacists 5 
 6 
Chapter 25.  Prescriptions, Drugs, and Devices 7 
 8 
§2521.  Emergency Refills 9 
 A.   Using sound professional judgment, a pharmacist may refill adequate medication for a seventy-two 10 

(72) hour regimen quantity not to exceed a 30 day supply when an emergency for medication has been 11 
adequately demonstrated and the prescribing practitioner is not available.  The 30-day supply limitation 12 
shall not apply to multiple-dose unit-of-use containers. 13 

 14 
AUTHORITY NOTE:  Promulgated in accordance with R.S. 37:1182. 15 
HISTORICAL NOTE:  Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708 16 
(October 1988), effective January 1, 1989, amended LR 29:2104 (October 2003), effective January 1, 2004, 17 
amended by the Department of Health, Board of Pharmacy, LR 18 
 19 
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September 6, 2019 
DIRECT DIAL: 312.521.2482 

MOBILE: 312.656.4153 
nmilenkovich@muchlaw.com 

Via FedEx & Email (info@pharmacy.la.gov) 
Malcolm Broussard 
Executive Director  
Louisiana Board of Pharmacy  
3388 Brentwood Drive  
Baton Rouge, LA 70809-1700 

Re: USP GC <795> Nonsterile Compounding and Flavoring 

Dear Malcolm: 

I am writing this letter as a legal representative of FLAVORx, a company that supplies 
custom-flavoring systems to pharmacies across the United States. I am also a licensed 
pharmacist, attorney, and father concerned about the impact USP’s position will have on 
pediatric healthcare. I am writing to express my concern over a recent change implemented by 
USP regarding nonsterile compounding, and the impact it will have on the practice of pharmacy 
and pediatric healthcare in Louisiana. USP recently indicated they intend to classify all flavoring 
of conventionally manufactured medications as nonsterile compounding. USP has taken this 
position despite the fact that flavorings are tested for potency and proven to be safe and inert 
when added to medications. The practice of flavoring medications has long been an integral and 
valuable part of the pharmacy profession, and USP’s decision would effectively eliminate 
flavoring as an adherence boosting service for patients, which is currently utilized millions of 
times each year without a single reported incident. When community pharmacists need to obtain 
prescriber authorization and follow compounding procedural requirements to simply add a 
flavoring agent to conventionally manufactured medications, it is not surprising that pharmacies 
quickly discontinue offering the service to patients. Fourteen state boards of pharmacy already 
have language on their books excluding flavoring from the definition of compounding and not a 
single board has drafted regulations affirmatively recognizing flavoring as compounding.  

As I’m sure you are aware, medication adherence is a critically important element of 
patient care and an essential determinant of clinical success. Studies conclusively show that the 
palatability of pediatric oral medications is one of the most critical factors influencing adherence 
to therapeutic regimens for children. Having children participate in flavoring their medications at 
their local pharmacy is a safe and proven mechanism for pharmacists to enhance medication 
palatability and is one of the best resources we have to support pediatric medication adherence.  

To ensure community pharmacists and parents are able to continue utilizing this 
valuable service for pediatric patients in Louisiana, I recommend the Board implement a 
regulation excepting the safe administration of flavoring from the definition of compounding. The 



Malcolm Broussard 
September 6, 2019 
Page 2 

Board can achieve this by narrowing the use of flavoring agents to conventionally manufactured 
and commercially available liquid medications and by setting conditions to ensure safe 
administration of flavoring (e.g. flavoring agents must be nonallergenic and inert, not exceeding 
five (5) percent of a drug product’s total volume). I am more than happy to assist the Board in 
crafting language that safeguards the quality and safety of flavoring agents without sacrificing 
their benefit to patients and the public health.   

I appreciate your consideration in this matter. I respectfully request an in-person meeting 
or conference call at your earliest convenience, so we can discuss a common-sense resolution 
to this public health issue. I will contact your office to set up a mutually convenient date and time 
for this discussion. 

Very truly yours, 

Ned Milenkovich, PharmD, JD 

cc: Carlos Finalet, III, General Counsel   



October 30, 2019 

DIRECT DIAL: 312.521.2482 
nmilenkovich@muchlaw.com 

Via Email 
Executive Committee 
Louisiana Board of Pharmacy 
3388 Brentwood Drive  
Baton Rouge, LA 70809 

Re: Re: Applicability of Louisiana Compounding Law to Flavoring 

Dear Executive Committee: 

I understand the Committee is meeting to discuss, among other issues, how to interpret 
Louisiana’s compounding statute with respect to flavoring. I am very grateful to the Committee 
for allowing me the opportunity to briefly discuss flavoring and present my legal interpretation of 
the relevant Louisiana law.  

By way of background, flavoring is a very simple and safe process employed by pharmacists to 
enhance the palatability of medications. It is currently utilized millions of times in thousands of 
pharmacies each year, primarily in the pediatric setting, and there has never been a single 
reported adverse incident. Studies overwhelmingly show that the palatability of pediatric oral 
medications is one of the most critical factors influencing adherence to therapeutic regimens for 
children. Because flavoring has not historically been considered compounding, children are 
currently able to sample various flavors at the pharmacy counter and choose one based on their 
personal preference without a prescription. This process also important because it allows 
children to be more active participants in their healthcare treatment, increasing the likelihood 
they will follow the treatment regimen. If the process of simply flavoring a commercially available 
drug product is subject to compounding requirements, it will inevitably result in the 
discontinuance of the service at retail pharmacies.  

The Louisiana’s Pharmacy Practice Act and the Louisiana Administrative Code both use the 
same definition for compounding. The Louisiana’s Pharmacy Practice Act defines compounding 
as follows:  

“Compounding means the preparation, mixing, assembling, packaging, or labeling of a drug or 
device by a pharmacist for his patient as the result of a practitioner's prescription drug order or 
initiative based on the practitioner/patient/pharmacist relationship in the course of professional 
practice, or including the preparation of drugs or devices in anticipation of prescription drug 
orders to be received by the compounding pharmacist based on routine, regularly observed 
prescribing patterns. Compounding does not include the compounding of drug products that are 
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essentially copies of a commercially available product.” (Emphasis added). (La. Stat. Ann. § 
37:1164).  

Because this statute does not apply to drug products that are “essentially copies of a 
commercially available product,” it follows that Louisiana legislators only intended for these 
requirements to apply to the mixture of active ingredients resulting in the creation of a unique 
drug product. Thus, when flavoring utilizes inert, nonallergenic substances consisting of inactive 
ingredients, it should not fall within the scope of this statute because it does not impact the 
chemical or physical stability of a drug or alter the drug in any pharmacological manner.  For this 
reason, it is axiomatic that the addition of an inert and nonallergenic flavoring agent to a 
commercially available product results in an “essential[] copy of a commercially available 
product”.  

Therefore, I respectfully request the Executive Committee formally adopt the position that the 
addition of an inert and nonallergenic flavoring agent to a commercially available product shall 
not be considered compounding under Louisiana law.  This action by the Committee will support 
pediatric health outcomes without any downside.  

Very truly yours, 

Ned Milenkovich, PharmD, JD 



Louisiana Board of Pharmacy
5615 Corporate Blvd., Suite 8-E, Baton Rouge, LA 70808-2537

Telephone (225) 925-6496 *** Facsimile (225) 925-6499
wwwiabrxcom email: labptälabD.com

Minutes

Regular Meeting

Administrative Hearing

Tuesday, November 28, 2000 at 1:00 p.m.

Louisiana Board of Pharmacy (Conference Room)
5615 Corporate Blvd., Suite 8-2
Baton Rouge, Louisiana

Wednesday, November 29, 2000 at 9:00 a.m.

First Circuit Court of Appeals — Courtroom No. 2
1600 North Third Street
Baton Rouge, Louisiana

—1—



15. Report on NABP District VI 2000 Conference
Mr. Aron called upon Mr. Camp to review the agenda for that conference. Mr. Camp
indicated that major presentations were provided relative to medication error reduction
and Internet pharmacies. Since NABP business was conducted at that seminar, Mr.
Broussard reviewed the two resolutions approved at that conference so that those
members attending the NABP Annual Conference next year would have some basis for
informed action. Mr. Aron indicated that he, Mr. Bond, Mr. Bourg, Mr. Rabb, and Mr.
Broussard had also attended that conference.

16. Report on NABP Health Law Officers Conference 2000
Mr. Aron called upon Mr. Adams to review the agenda for that conference. Mr. Adams
indicated that major presentations were provided relative to street drug updates,
pharmacy benefit managers, the investigation of Internet pharmacy websites, and a
workshop on regulating for pharmaceutical care outcomes. Mr. Aron indicated that he,
Mr. Bourg, Mr. Collins, Mr. Foti, Ms. Gaudet, Mr. Johnson, Mr. Finalet, and Mr.
Broussard had also attended that conference.

17. Request for Opinion from FIaV0RxTM
Mr. Aron asked Mr. Broussard to review the request. After doing so, he responded to
several questions. Mr. Bourg then moved, and Mr. Oubre seconded, that

Resolved, that the addition of flavoring agents to a drug product
constitutes part of the practice of compounding and is therefore
within the scope of practice for pharmacists.

The motion was approved after a majority vote in the affirmative. Negative votes were
recorded for Mr. Adams, Mr. Aucoin, and Mr. Mckay.

18. Request for Exception to LAO 46:LIII. 351 7.A. 2
Mr. Aron presented the request from a pharmacy for an exception to the referenced
regulation. After considerable discussion, Mr. D’Angeio moved, and Mr. Burch
seconded, that

Resolved, that the Board deny the request for an exception from
the Northeast Louisiana War Veterans Home Pharmacy.

The motion was approved after a majority vote in the affirmative. Negative votes were
recorded for Ms. Anderson, Mr. Aucoin, Mr. Lantier, and Mr. Rabb.

19. Request for Exception to LAO 46:LIII.805.4.c
Mr. Aron asked Mr. Broussard to present the request and the background information.
Following a brief discussion, Mr. Bourg moved, and Mr. Camp seconded, that

Resolved, that the Board take no action on the request to extend a
pharmacy technician applicant’s work permit.

The motion was approved after a unanimous vote in the affirmative.

20. Announcements
Mr. Broussard reminded the Board members of several calendar notes, especially the
tentative dates for the 2001 Board meetings.

—11—
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November 28, 2000

Agenda Item 16: Request for Opinion from FIavoRxTM

Petitioner is a pharmacist-founded and pharmacist-owned commercial
enterprise; their primary service is the provision of a medication flavoring formulary
system to pharmacies. The flavors are added to previously manufactured medications
at the time of dispensing. The request arises from an apparent confusion among some
pharmacies as to whether the flavoring of a manufacturer’s product constitutes
compounding or manufacturing.

With respect to potential federal requirements, there are three issues:
(1) does a pharmacy become a drug manufacturer by adding flavors to drug products at

the time of dispensing, thereby losing their exemption to drug manufacturer
registration requirements?

FDA Compliance Policy Guides indicate that (a) FDA generally defers to state
and local officials for the regulation of day-to-day practice of retail pharmacy and
related activities, and (b) drug products that are subjected to additional
processing or other manipulations (including custom flavoring at the time of
dispensing to accommodate individual taste preferences) are performed within
the practice of pharmacy.

(2) by the addition of flavoring agents at the time of dispensing, is the pharmacy
manufacturing an unapproved new drug?

Under the FD&C Act, a new drug product is: (a) a drug that is not generally
recognized among qualified experts to be safe and effective for the conditions of
use contained in the product labeling, or (b) a drug that through investigations is
recognized as safe and effective, but which has not been used for a material
extent of time. The flavors used by the petitioner are commercially available and
are generally recognized as safe (“GRAS”) food additives.

(3) by the addition of flavoring agents at the time of dispensing, is the pharmacist
adulterating an FDA approved product?

The FD&C Act deems a drug product adulterated if, among other reasons: (a) it
contains an unsafe color additive, (b) its strength, quality, or purity falls below
compendia! standards, or (c) it has been mixed or packed so as to reduce its
quality or strength.

Suggested motion:
Resolved, that the addition of flavoring agents to a drug product
constitutes part of the practice of compounding and is therefore within the
scope of practice for pharmacists.

Board Action: fii (to
Moved: ED 4/4’
Second: *110 “ I

Result:

________________



10/14/2019 

John J Morgan Jr., RPh 
409 Shelby Marie Dr 
Madisonville, La 
 
Mr. M Joseph Fontenot and La Board Members 
Assistant Executive Director 
Louisiana Board of Pharmacy 
3388 Brentwood Drive 
Baton Rouge, LA 70809-1700 
 
RE: Request For Clinical Lab Priveleges 

Dear Mr. M Joseph Fontenot and La Board Members: 

I would like to request the La Board of Pharmacy’s consideration to grant me an expansion of my 
current pharmacist scope of practice and allow me the privilege of directly requesting clinical 
laboratory test based on patient-specific and lab-specific factors such as recommending vitamins, 
minerals, nutritional supplements and/or lifestyle practices. Lab privileges would also improve a 
pharmacist’s ability to deliver improved preventive services and improve health outcomes of those 
with chronic disease such as: 

              1.Aspirin use to prevent cardiovascular disease for men and women of certain ages 
 2. Blood Pressure  
 3. Cholesterol screening  
 4. Diabetes (Type 2) with high blood pressure 
 5. Diet counseling for adults at higher risk for chronic disease 
 6. Obesity screening and counseling  
 8. Tobacco screening and cessation interventions 
 

Currently pharmacist recommend nutritional supplementation using a blind, shot gun approach to 
patient requests, not knowing if the patient medically needs supplementation or not. Clinical lab 
test results would enable a pharmacist to more accurately pin point what nutritional supplements 
would benefit a patient’s deficiency and prevent an adverse effect from excessive dosing.     

I am not requesting this privilege from a blind perspective, but rather with an educational 
background to support it. I am currently enrolled in a 200-hour post-graduate certification course in 
Functional Medicine from Functional Medicine University to increase and expand my clinical 
knowledge base and understanding of healthcare practitioners in the principles and practice of 
functional medicine. It is giving me knowledge to develop the skills and competency in planning 



Mr. M Joseph Fontenot and La Board Members 
10/14/2019 
Page 2 

primary and secondary preventive recommendations/interventions using diet, lifestyle, nutrient, 
phytonutrient, mind/body, and pharmaceutical modalities.  The program also is teaching me 
proficiency in the identification of biochemical, physiological, and structural aberrations that have 
shown to lead to clinical pathophysiology which is one of the reasons many patients come asking a 
pharmacist to recommend a vitamin, mineral or nutritional supplement. To successfully pass the 
FMU program, I must complete each module exam with a passing score before moving onto the 
next module then after the completion of all modules, all CFMP® candidates are required to pass 
both Part I and Part II of the CFMP® Final Examination before being allowed to take the Certification 
Exam. 

Once I pass the CFMP final exam I will qualify as a “certification candidate” to take FMU’s 
comprehensive certification exam. The CFMP® Certification Exam is open only to those holding the 
following professional degrees MD, DO, DC, ND, DDS, DPM, OD, OT, PT, RPh, PharmD, DPT, PA, LAc, 
D.O.M., RD, LPNs, a BS in nursing, Mental Health Professionals.  

After completing the program and certification, participants will be able to: 

• Demonstrate, based on peer reviewed, evidence-based information, the clinical diagnosis 
and treatment of chronic diseases and disorder via the functional medicine approach 

• Compare the clinical measuremed lab metrics to assess disease and disorder diseases using 
functional medicine methods and standard medical methods 

• Select and clinically justify both standard and integrative treatments via novel and 
innovative laboratory testing, 

• Proficiency in understanding the working diagnosis, functional medicine testing, treatment 
plan, and protocols implemented by the patient’s physician as well as complications 
resulting from incorrectly recommended nutritional supplements. 

• Evidence based information to correctly refer a patient to the appropriate medical 
practitioner. 

The reason for my request is that the CFMP Certification does not supersede any regulatory board 
regulations and laws for a profession and they require we request any privileges that are outside 
those allowed by a license, be authorized by the professional regulatory board. They specifically 
state “FMU does not grant any additional legal or specialty status. Eligible healthcare 
professionals can only apply their Functional Medicine education within the scope of, granted or 
approved by their current healthcare licensure. 
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For more details on Functional Medicine University and its certification details go to : 
https://www.functionalmedicineuniversity.com/public/698.cfm 

It is my intention to utilize the requested privilege on only a need to know basis and provide the 
best medical options for each patient.  

I would be willing to join you in an in-depth discussion about expanding the pharmacist scope of 
practice and/or allowing authorized collaborative practice agreements a pharmacist would be 
allowed to enter with a physician or another prescriber, further expanding the services they are 
capable of and able to provide. Expanding the practice scope would enable a pharmacist to provide 
a range of services such as initiation, monitoring, and modification of a patient’s drug therapy, OTC 
guidance and recommendations, diet and lifestyle counseling. This is particularly effective with 
patients who have single or multiple chronic conditions 
 
My request is not a novelty since currently in 31 states pharmacists are also allowed to order and 
interpret lab tests. This collaborative approach, using pharmacists for the management of chronic 
conditions, has been utilized by the Indian Health Service for 40 years, as well as the Department of 
Veterans’ Affairs and the Department of Defense.  
 
Pharmacist are capable of much more than we presently do especially with additional post graduate 
education. Please consider enabling pharmacists to practice at the top of their capabilities, 
education and training and be better integrated into the patient’s health care team. This will 
improve patient Health Outcomes, greatly benefit specific populations, raise our professional image 
and regard from other health care practitioners and possibly elevate our profession to the most 
highly respected professions in health care.  
 
 
Please accept my sincere thanks and appreciation for your time and consideration of my request. 
 
I have attachment an outline on guidelines I found from another state in regard to Pharmacist 
Ordering and Use of Laboratory Test and Data if this helps any.  
 
 
Respecfully, 
 
 
 
John J Morgan Jr, RPh, 
(future CFMP) 

https://www.functionalmedicineuniversity.com/public/698.cfm


From: Joe Fontenot
To: Malcolm J. Broussard
Subject: FW: Request for expanded pharmacist privileges
Date: Wednesday, October 16, 2019 8:23:50 AM
Attachments: Letter to La Board of Pharmacy.docx

Guidelines for Pharmacists Ordering and Managing Tests to Ensure Safe and Appropriate Medication
Therapy.docx

Request for Board opinion
 
From: Captain Doc <johnmorganjr953@gmail.com> 
Sent: Tuesday, October 15, 2019 3:57 PM
To: Joe Fontenot <jfontenot@pharmacy.la.gov>
Subject: Request for expanded pharmacist privileges
 
Dear Mr Fontenot,
 
As per out conversation, please find attached my letter to the board requesting that my pharmacy
scope of practice be expanded to include ordering clinical lab blood testing on select patients. If
granted, I would hire a commercial labs certified phlebotomist to draw blood samples on any
patients that are to be sent to a commercial certified laboratory for processing. Orders for blood
work would only be on a as needed basis and not routine.
I am also attaching a copy of "Guidelines for Pharmacists Ordering and Managing Tests
to Ensure Safe and Appropriate Medication Therapy"  I found from a state that allows
pharmacist to order and interprete clinical lab values on patients. I thought it might be a good
information reference towards developing guidelines in our case and a look at what another
juridiction already has implemented.
I also included information about the post-graduate medical program I am enrolled in at FMU as well
as the certification I will be acquiring to clinically, professionally and ethically support my request for
this privilege. I realize the board would want me to have the proper medical knowledge and training
before providing this medical service to patients.
Thank you for your help and support. Please let me know if I can provide any additional information
to assist your submission.
 
Respectfully
 
John J Morgan Jr, RPh

mailto:/O=FIRST ORGANIZATION/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JFONTENOT
mailto:mbroussard@pharmacy.la.gov
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John J Morgan Jr., RPh                                              

409 Shelby Marie Dr

Madisonville, La



Mr. M Joseph Fontenot and La Board Members

Assistant Executive Director

Louisiana Board of Pharmacy

3388 Brentwood Drive

Baton Rouge, LA 70809-1700



RE: Request For Clinical Lab Priveleges

Dear Mr. M Joseph Fontenot and La Board Members:

I would like to request the La Board of Pharmacy’s consideration to grant me an expansion of my current pharmacist scope of practice and allow me the privilege of directly requesting clinical laboratory test based on patient-specific and lab-specific factors such as recommending vitamins, minerals, nutritional supplements and/or lifestyle practices. Lab privileges would also improve a pharmacist’s ability to deliver improved preventive services and improve health outcomes of those with chronic disease such as:

              1.Aspirin use to prevent cardiovascular disease for men and women of certain ages

 2. Blood Pressure 

 3. Cholesterol screening 

 4. Diabetes (Type 2) with high blood pressure

 5. Diet counseling for adults at higher risk for chronic disease

 6. Obesity screening and counseling 

 8. Tobacco screening and cessation interventions



Currently pharmacist recommend nutritional supplementation using a blind, shot gun approach to patient requests, not knowing if the patient medically needs supplementation or not. Clinical lab test results would enable a pharmacist to more accurately pin point what nutritional supplements would benefit a patient’s deficiency and prevent an adverse effect from excessive dosing.    

I am not requesting this privilege from a blind perspective, but rather with an educational background to support it. I am currently enrolled in a 200-hour post-graduate certification course in Functional Medicine from Functional Medicine University to increase and expand my clinical knowledge base and understanding of healthcare practitioners in the principles and practice of functional medicine. It is giving me knowledge to develop the skills and competency in planning primary and secondary preventive recommendations/interventions using diet, lifestyle, nutrient, phytonutrient, mind/body, and pharmaceutical modalities.  The program also is teaching me proficiency in the identification of biochemical, physiological, and structural aberrations that have shown to lead to clinical pathophysiology which is one of the reasons many patients come asking a pharmacist to recommend a vitamin, mineral or nutritional supplement. To successfully pass the FMU program, I must complete each module exam with a passing score before moving onto the next module then after the completion of all modules, all CFMP® candidates are required to pass both Part I and Part II of the CFMP® Final Examination before being allowed to take the Certification Exam.

Once I pass the CFMP final exam I will qualify as a “certification candidate” to take FMU’s comprehensive certification exam. The CFMP® Certification Exam is open only to those holding the following professional degrees MD, DO, DC, ND, DDS, DPM, OD, OT, PT, RPh, PharmD, DPT, PA, LAc, D.O.M., RD, LPNs, a BS in nursing, Mental Health Professionals. 

After completing the program and certification, participants will be able to:

· Demonstrate, based on peer reviewed, evidence-based information, the clinical diagnosis and treatment of chronic diseases and disorder via the functional medicine approach

· Compare the clinical measuremed lab metrics to assess disease and disorder diseases using functional medicine methods and standard medical methods

· Select and clinically justify both standard and integrative treatments via novel and innovative laboratory testing,

· Proficiency in understanding the working diagnosis, functional medicine testing, treatment plan, and protocols implemented by the patient’s physician as well as complications resulting from incorrectly recommended nutritional supplements.

· Evidence based information to correctly refer a patient to the appropriate medical practitioner.

The reason for my request is that the CFMP Certification does not supersede any regulatory board regulations and laws for a profession and they require we request any privileges that are outside those allowed by a license, be authorized by the professional regulatory board. They specifically state “FMU does not grant any additional legal or specialty status. Eligible healthcare professionals can only apply their Functional Medicine education within the scope of, granted or approved by their current healthcare licensure.

For more details on Functional Medicine University and its certification details go to : https://www.functionalmedicineuniversity.com/public/698.cfm

It is my intention to utilize the requested privilege on only a need to know basis and provide the best medical options for each patient. 

I would be willing to join you in an in-depth discussion about expanding the pharmacist scope of practice and/or allowing authorized collaborative practice agreements a pharmacist would be allowed to enter with a physician or another prescriber, further expanding the services they are capable of and able to provide. Expanding the practice scope would enable a pharmacist to provide a range of services such as initiation, monitoring, and modiﬁcation of a patient’s drug therapy, OTC guidance and recommendations, diet and lifestyle counseling. This is particularly effective with patients who have single or multiple chronic conditions



My request is not a novelty since currently in 31 states pharmacists are also allowed to order and interpret lab tests. This collaborative approach, using pharmacists for the management of chronic conditions, has been utilized by the Indian Health Service for 40 years, as well as the Department of Veterans’ Affairs and the Department of Defense. 



Pharmacist are capable of much more than we presently do especially with additional post graduate education. Please consider enabling pharmacists to practice at the top of their capabilities, education and training and be better integrated into the patient’s health care team. This will improve patient Health Outcomes, greatly beneﬁt speciﬁc populations, raise our professional image and regard from other health care practitioners and possibly elevate our profession to the most highly respected professions in health care. 





Please accept my sincere thanks and appreciation for your time and consideration of my request.



[bookmark: _GoBack]I have attachment an outline on guidelines I found from another state in regard to Pharmacist Ordering and Use of Laboratory Test and Data if this helps any. 





Respecfully,







John J Morgan Jr, RPh,

(future CFMP)


Guidelines for Pharmacists Ordering and Managing Tests to Ensure Safe and Appropriate Medication Therapy

  

  

I. Purpose and Objectives 

 

The purpose of this guideline is to identify the professional standards pharmacists should follow when ordering and interpreting tests for the purpose of monitoring the efficacy and safety or drug therapy.  Specific objectives are as follows: 

 

1. Establish best practices for pharmacists ordering and managing tests in the course of monitoring and managing the efficacy and safety of medication therapy in collaboration with the patient’s primary care provider, diagnosing prescriber, medical home, etc.  The priority of these best practices is to ensure that test ordering by pharmacists is performed only when necessary and that results are managed appropriately and promptly.  These best practices are based on research, government reports, and decades of combined experience from California and other states. 2. Provide resources to educate other healthcare professionals, testing organizations, health plans, and other third party payers about the role of pharmacists in ordering and managing tests in coordination with primary care providers and other members of the healthcare team. 3. Describe payment models for test ordering by pharmacists. 

 

II. Background / Rationale 

 

With the signing of Senate Bill 493 by Governor Brown in 2013, California licensed pharmacists are now recognized as healthcare providers and are granted certain authorities in all practice settings that had previously been limited to inpatient settings or integrated systems.  One of these authorities is ordering and interpreting tests for the purpose of monitoring and managing the efficacy and toxicity of drug therapies.  Specifically, the section of SB 493 that describes this authority is as follows:1 

 

4052.(a)(12)   Order and interpret tests for the purpose of monitoring and managing the efficacy and toxicity of drug therapies. A pharmacist who orders and interprets tests pursuant to this paragraph shall ensure that the ordering of those tests is done in coordination with the patient’s primary care provider or diagnosing prescriber, as appropriate, including promptly transmitting written notification to the patient’s diagnosing prescriber or entering the appropriate information in a patient record system shared with the prescriber, when available and as permitted by that prescriber 

 

The basis for this authorization includes decades of published experience and evidence demonstrating that granting pharmacists the clinical privilege to order medication-related tests is associated with improvements in healthcare quality measures, medication safety, and overall healthcare costs.  The literature containing this information is best summarized by the U.S. Public Health Service.2  In addition, the importance of these clinical privileges on patient and health system outcomes is emphasized by many government and interdisciplinary national healthcare organizations such as HRSA, CDC, and the Patient Center Primary Care Collaborative.3,4,5  In fact, the services outlined in SB 493, including ordering tests, are already performed by pharmacists in California health system settings working collaboratively in accordance with physician-endorsed policies and procedures and evidence-based practice guidelines s as well as in other states. For over five decades, pharmacists have been engaged as primary care providers in team-based federal health care models such as the Indian Health Service, Department of Veterans Affairs and Department of Defense.  Kaiser Permanente has similarly integrated pharmacists into their medical practices for over 30 years. 

 The California Right Care Initiative, from the California Department of Managed Healthcare, recognizes pharmacists with clinical privileges as a key to improving health outcomes and is supporting efforts to help health plans and medical groups identify methods for initiating or expanding clinical pharmacy programs.6  Ultimately, a pharmacist’s responsibility as a member of the healthcare team is to consider all relevant information when determining the appropriateness, safety, and effectiveness of medication therapy, and oftentimes test results are essential to make such a determination.  Examples include individualizing dosing for drugs with narrow therapeutic windows or requiring dosage adjustment in renal or hepatic impairment, ruling out an adverse drug reaction, monitoring a chemistry panel for patients receiving medications that can alter electrolytes or renal function markers, or screening patients for untreated medical conditions that may prompt further follow-up with the assigned primary care provider.   

 

III. Guidelines for Test Ordering, Interpretation, and Management by Pharmacists 

 Key principles for test ordering, interpretation, and management by pharmacists are:  Testing should be for ensuring safe and effective medication therapy in coordination with the patient’s primary care provider or diagnosing prescriber.    Tests must only be ordered when necessary.  Test results must be managed appropriately and promptly;   Patients should receive feedback on their tests in a timely manner.  Quality assurance should be integrated into the test ordering, interpretation, and management process. 

 A. Responsibility

 Pharmacists are individually responsible for personal competence in ordering tests and interpreting results. Variables that may impact test results must be considered by pharmacists when interpreting results including timing of testing, medications, renal or hepatic function, fluid status, lab error, etc.  The Advanced Pharmacist Practitioner designation as described in SB493 is designed to establish a minimum level of competence.                                                          

 

 

 

 

Pharmacists are expected to maintain competency demonstrated with ongoing education, training, and experience.  Specific institutions or third party payers may apply their own credentialing and privileging requirements, to enhance requirements for specific needs, within their organizations. 

 

B. Using test results 

In situations where tests could impact medication therapy decisions or medication therapy might alter testing results, pharmacists should review relevant tests that are required to make this determination.  If required tests are not available, e.g., tests that are mandated in current treatment guidelines, FDA recommendations, or medication prescribing information, then the pharmacist should consider ordering or facilitating the ordering of these tests in collaboration with the relevant medical entity (see section III.C.)  Examples where a review of test results is indicated include but are not limited to: 

 

1. Individualizing drug dosing a. Serum drug levels for medications with narrow therapeutic indexes (e.g., lithium, antipsychotics, anticonvulsants) b. INR for warfarin patients c. Renal and hepatic function tests for medications requiring dose adjustment in renal or hepatic impairment. d. Culture and sensitivity results for antibiotic therapy 

 2. Selection of appropriate drug therapy (Note per section III.D. that the pharmacist is not necessarily the individual who will interpret the test results, depending on expertise and training.) a. Patient with unspecified heart failure (e.g., no echo report, PCP and other members of healthcare team unaware of ejection fraction and other information relevant to treatment). b. Adult patient diagnosed with new onset asthma with vague symptoms and no history of spirometry testing. c. Patient with diagnosis of Type 2 diabetes and no response to oral diabetes medications or very widely fluctuating glucose levels with minor changes in insulin doses, no history of insulin antibody and C-peptide testing. d. Chest X-ray to screen for long-term adverse drug effects (e.g., amiodarone) 

 3. Attainment of patient specific treatment goals outlined in established guidelines and government standards a. A1c for diabetes treatments b. Thyroid function tests for thyroid replacement therapy c. Uric acid for gout therapy 

 4. Medication safety and monitoring, as mandated by guidelines and government standards a. INR for change in medications/diet/ health that may affect warfarin therapy  b. Chemistry panel for patients with recent changes in doses of diuretics, ACEinhibitors, ARBs, etc., particularly those at risk for renally-related adverse effects (e.g., heart failure, renal impairment). c. Liver function tests for Tb treatment, methotrexate therapy, etc. d. Urine drug test screening e. EKG for QT interval screening  f. Pregnancy testing for risk evaluation and mitigation programs (urine beta-HCG) g. Lab monitoring for alcohol use disorders (AST, ALT, MCV, GGT) 5. Recognition of untreated health conditions: screen patients at risk of developing various health conditions 

  

 a. Bone density test for individuals at risk for osteoporosis

  b. Patient with Type 2 diabetes for several years and no history of UACR testing

 c. Metabolic panel and weight gain monitoring with antipsychotics

[bookmark: _GoBack] d. Patient assessment with PHQ-9 for depression  

 

C. Ordering tests 



1. If specific tests are important for determining the appropriateness, efficacy, or safety of medication therapy and test results have not been previously ordered or are out of date then pharmacists should order the tests or follow the procedure within their collaborative practice to ensure that the appropriate test is ordered.   

 2. Pharmacists must pursue all reasonable approaches to ensuring that tests are not duplicative prior to ordering, e.g., review of the electronic health record, contact with test technician if such a line of communication is available.  An exception is when a result is questionable and warrants a repeat test (e.g., abnormal potassium level and suspected hemolysis of blood sample based on previous test results). 

3. Pharmacists should only order those tests that they are personally competent to order; otherwise, an appropriate authority should be consulted. 

 4. Tests must be necessary (e.g., per treatment guidelines, government mandates, prescribing information; clinical evaluation requirement) and limited to patients under the care of the pharmacist / pharmacy service. 

 

D. Interpretation of test results 

 

1. Pharmacists should only order tests that they are experienced in interpreting.  An exception is when a test is necessary and, in a pre-arranged collaboration, the test is ordered but planned for interpretation by a qualified healthcare professional.   

2. Pharmacist must use professional judgment and consider all variables when interpreting test results.  For example, tests can be influenced by multiple variables including lab error, gender, other drugs, pregnancy, diet, organ function, genetics, or incorrect timing of tests.  

 

E. Following-up on test results  

1. Pharmacists who order tests must have a procedure established to ensure that results are followed-up appropriately.  Pharmacists should either be available at any time of the day every day or establish an alternative plan for responding to critical test results, e.g., on-call groups, agreements with medical home providers, etc.   

 2. Patients should be informed of what to expect by having the pharmacist order tests, e.g., who will follow-up and how soon.  The timeliness of follow up will depend on multiple variables such as the urgency of the test or the availability of the patient; in some cases (e.g., homeless or transient patients), the next appointment may acceptable for follow up.   

 

It may be reasonable to involve capable patients in following up on their own test results after an appropriate time interval. This does not relieve the pharmacist of their duty to follow up, but add a level of safety to the test follow-up process while engaging patients in their own care.   

  

3. If tests are necessary for treatment decisions and results are not available in a timely manner, it is the pharmacist’s responsibility to follow-up with either the testing organization or patient to determine the status of the test and whether rescheduling / reordering is necessary.     

 

4. Pharmacists must take appropriate action if the result of a lab test ordered is a critical value, defined as, “A laboratory test result that represents a pathophysiologic state at such variance with normal as to be life-threatening unless something is done promptly and for which some corrective action could be taken”.8  No national standard exists for critical value thresholds; these values are best defined by healthcare organizations utilizing the literature, local and national peer institutions or networks, and input from medical service groups or healthcare leadership committees. 

 

5.  At minimum, a pharmacist who receives a critical value should contact the physician responsible for the care of the patient at the time of notification (e.g., PCP, MOD).  Examples of other actions taken by the pharmacist include, but are not limited to:  Repeat the test if the value does not seem plausible based on other subjective and objective findings or consult with the testing organization about the abnormal finding.  Discuss the results with the patient in an attempt to correlate results with clinical presentation  Consult with other members of the healthcare team, in particular informing the assigned primary care provider regardless of the action(s) taken  If the test relates to an existing diagnosis, modify drug therapy or (depending on collaborative practice agreement) recommend modifying drug therapy to the primary care provider in accordance with test results.  If the test suggests a new medical problem, refer the patient to the appropriate member of the healthcare team. 

 

F. Standards for documentation 

 

1. As required by SB 493, all actions related to test ordering, interpretation, and management (including subsequent medication therapy changes and altered treatment or monitoring plans) must be documented within 24 hours in a system readily accessible to all involved healthcare team members involved.  The documentation system of choice, the electronic health record, should be made available to pharmacists who are part of the care team regardless of location / care venue (e.g., integrated into medical home, community pharmacies, remote telehealth clinical pharmacy services).  In addition to supporting real-time communication, EHR access will reduce the likelihood of unnecessary or duplicative testing. 

  2. Documentation of pharmacist decisions involving test results should include:  Interpretation of the result 

                                                     

 

   Rationale for the decision based on the result and any other patient-related information  What was communicated to the patient and other healthcare team members involved in the patient’s care 

 

G. Quality Assurance of Testing Management 

 

1. A quality assurance program is essential for ensuring the reliability of the testing process used by any healthcare professional. It is recommended that pharmacists work with collaborating healthcare organizations to determine the most effective and efficient method of integrating a quality assurance process.  One approach may be to include pharmacists in the organization’s existing peer review process. 

 

2. Tools are available to examine how tests are being managed, from ordering to patient notification of results and any decisions made as a result of the tests.  A recent quality assurance resource for testing from AHRQ requires the following elements for adoption:9  A commitment to improvement   Senior leadership support for quality and safety improvement  Teamwork and an acceptance that everyone is responsible for the success of the process   Commitment to honest and open communication.   Regular peer review and sharing of performance results among staff.   A focus on systems / processes instead of blame on individuals



Guidelines for Pharmacists Ordering and Managing Tests to Ensure 
Safe and Appropriate Medication Therapy 

   

   

I. Purpose and Objectives  

  

The purpose of this guideline is to identify the professional standards pharmacists should follow when 
ordering and interpreting tests for the purpose of monitoring the efficacy and safety or drug therapy.  
Specific objectives are as follows:  

  

1. Establish best practices for pharmacists ordering and managing tests in the course of monitoring and 
managing the efficacy and safety of medication therapy in collaboration with the patient’s primary care 
provider, diagnosing prescriber, medical home, etc.  The priority of these best practices is to ensure that 
test ordering by pharmacists is performed only when necessary and that results are managed 
appropriately and promptly.  These best practices are based on research, government reports, and 
decades of combined experience from California and other states. 2. Provide resources to educate other 
healthcare professionals, testing organizations, health plans, and other third party payers about the role 
of pharmacists in ordering and managing tests in coordination with primary care providers and other 
members of the healthcare team. 3. Describe payment models for test ordering by pharmacists.  

  

II. Background / Rationale  

  

With the signing of Senate Bill 493 by Governor Brown in 2013, California licensed pharmacists are now 
recognized as healthcare providers and are granted certain authorities in all practice settings that had 
previously been limited to inpatient settings or integrated systems.  One of these authorities is ordering 
and interpreting tests for the purpose of monitoring and managing the efficacy and toxicity of drug 
therapies.  Specifically, the section of SB 493 that describes this authority is as follows:1  

  

4052.(a)(12)   Order and interpret tests for the purpose of monitoring and managing the efficacy and 
toxicity of drug therapies. A pharmacist who orders and interprets tests pursuant to this paragraph shall 
ensure that the ordering of those tests is done in coordination with the patient’s primary care provider 
or diagnosing prescriber, as appropriate, including promptly transmitting written notification to the 
patient’s diagnosing prescriber or entering the appropriate information in a patient record system 
shared with the prescriber, when available and as permitted by that prescriber  

  



The basis for this authorization includes decades of published experience and evidence demonstrating 
that granting pharmacists the clinical privilege to order medication-related tests is associated with 
improvements in healthcare quality measures, medication safety, and overall healthcare costs.  The 
literature containing this information is best summarized by the U.S. Public Health Service.2  In addition, 
the importance of these clinical privileges on patient and health system outcomes is emphasized by 
many government and interdisciplinary national healthcare organizations such as HRSA, CDC, and the 
Patient Center Primary Care Collaborative.3,4,5  In fact, the services outlined in SB 493, including 
ordering tests, are already performed by pharmacists in California health system settings working 
collaboratively in accordance with physician-endorsed policies and procedures and evidence-based 
practice guidelines s as well as in other states. For over five decades, pharmacists have been engaged as 
primary care providers in team-based federal health care models such as the Indian Health Service, 
Department of Veterans Affairs and Department of Defense.  Kaiser Permanente has similarly integrated 
pharmacists into their medical practices for over 30 years.  

 The California Right Care Initiative, from the California Department of Managed Healthcare, recognizes 
pharmacists with clinical privileges as a key to improving health outcomes and is supporting efforts to 
help health plans and medical groups identify methods for initiating or expanding clinical pharmacy 
programs.6  Ultimately, a pharmacist’s responsibility as a member of the healthcare team is to consider 
all relevant information when determining the appropriateness, safety, and effectiveness of medication 
therapy, and oftentimes test results are essential to make such a determination.  Examples include 
individualizing dosing for drugs with narrow therapeutic windows or requiring dosage adjustment in 
renal or hepatic impairment, ruling out an adverse drug reaction, monitoring a chemistry panel for 
patients receiving medications that can alter electrolytes or renal function markers, or screening 
patients for untreated medical conditions that may prompt further follow-up with the assigned primary 
care provider.    

  

III. Guidelines for Test Ordering, Interpretation, and Management by 
Pharmacists  

 Key principles for test ordering, interpretation, and management by pharmacists are:  Testing should 

be for ensuring safe and effective medication therapy in coordination with the patient’s primary care 
provider or diagnosing prescriber.    Tests must only be ordered when necessary.  Test results must be 

managed appropriately and promptly;   Patients should receive feedback on their tests in a timely 

manner.  Quality assurance should be integrated into the test ordering, interpretation, and 
management process.  

 A. Responsibility 

 Pharmacists are individually responsible for personal competence in ordering tests and interpreting 
results. Variables that may impact test results must be considered by pharmacists when interpreting 
results including timing of testing, medications, renal or hepatic function, fluid status, lab error, etc.  The 
Advanced Pharmacist Practitioner designation as described in SB493 is designed to establish a minimum 
level of competence.                                                           

  



  

  

  

Pharmacists are expected to maintain competency demonstrated with ongoing education, training, and 
experience.  Specific institutions or third party payers may apply their own credentialing and privileging 
requirements, to enhance requirements for specific needs, within their organizations.  

  

B. Using test results  

In situations where tests could impact medication therapy decisions or medication therapy might alter 
testing results, pharmacists should review relevant tests that are required to make this determination.  
If required tests are not available, e.g., tests that are mandated in current treatment guidelines, FDA 
recommendations, or medication prescribing information, then the pharmacist should consider ordering 
or facilitating the ordering of these tests in collaboration with the relevant medical entity (see section 
III.C.)  Examples where a review of test results is indicated include but are not limited to:  

  

1. Individualizing drug dosing a. Serum drug levels for medications with narrow therapeutic 
indexes (e.g., lithium, antipsychotics, anticonvulsants) b. INR for warfarin patients c. Renal and 
hepatic function tests for medications requiring dose adjustment in renal or hepatic impairment. 
d. Culture and sensitivity results for antibiotic therapy  

 2. Selection of appropriate drug therapy (Note per section III.D. that the pharmacist is not 
necessarily the individual who will interpret the test results, depending on expertise and 
training.) a. Patient with unspecified heart failure (e.g., no echo report, PCP and other members 
of healthcare team unaware of ejection fraction and other information relevant to treatment). 
b. Adult patient diagnosed with new onset asthma with vague symptoms and no history of 
spirometry testing. c. Patient with diagnosis of Type 2 diabetes and no response to oral diabetes 
medications or very widely fluctuating glucose levels with minor changes in insulin doses, no 
history of insulin antibody and C-peptide testing. d. Chest X-ray to screen for long-term adverse 
drug effects (e.g., amiodarone)  

 3. Attainment of patient specific treatment goals outlined in established guidelines and 
government standards a. A1c for diabetes treatments b. Thyroid function tests for thyroid 
replacement therapy c. Uric acid for gout therapy  

 4. Medication safety and monitoring, as mandated by guidelines and government standards a. 
INR for change in medications/diet/ health that may affect warfarin therapy  b. Chemistry panel 
for patients with recent changes in doses of diuretics, ACEinhibitors, ARBs, etc., particularly 
those at risk for renally-related adverse effects (e.g., heart failure, renal impairment). c. Liver 
function tests for Tb treatment, methotrexate therapy, etc. d. Urine drug test screening e. EKG 
for QT interval screening  f. Pregnancy testing for risk evaluation and mitigation programs (urine 



beta-HCG) g. Lab monitoring for alcohol use disorders (AST, ALT, MCV, GGT) 5. Recognition of 
untreated health conditions: screen patients at risk of developing various health conditions  

   

 a. Bone density test for individuals at risk for osteoporosis 

  b. Patient with Type 2 diabetes for several years and no history of UACR testing 

 c. Metabolic panel and weight gain monitoring with antipsychotics 

 d. Patient assessment with PHQ-9 for depression   

  

C. Ordering tests  

 

1. If specific tests are important for determining the appropriateness, efficacy, or safety of medication 
therapy and test results have not been previously ordered or are out of date then pharmacists should 
order the tests or follow the procedure within their collaborative practice to ensure that the appropriate 
test is ordered.    

 2. Pharmacists must pursue all reasonable approaches to ensuring that tests are not duplicative prior to 
ordering, e.g., review of the electronic health record, contact with test technician if such a line of 
communication is available.  An exception is when a result is questionable and warrants a repeat test 
(e.g., abnormal potassium level and suspected hemolysis of blood sample based on previous test 
results).  

3. Pharmacists should only order those tests that they are personally competent to order; otherwise, an 
appropriate authority should be consulted.  

 4. Tests must be necessary (e.g., per treatment guidelines, government mandates, prescribing 
information; clinical evaluation requirement) and limited to patients under the care of the pharmacist / 
pharmacy service.  

  

D. Interpretation of test results  

  

1. Pharmacists should only order tests that they are experienced in interpreting.  An exception is when a 
test is necessary and, in a pre-arranged collaboration, the test is ordered but planned for interpretation 
by a qualified healthcare professional.    

2. Pharmacist must use professional judgment and consider all variables when interpreting test results.  
For example, tests can be influenced by multiple variables including lab error, gender, other drugs, 
pregnancy, diet, organ function, genetics, or incorrect timing of tests.   

  



E. Following-up on test results   

1. Pharmacists who order tests must have a procedure established to ensure that results are followed-
up appropriately.  Pharmacists should either be available at any time of the day every day or establish an 
alternative plan for responding to critical test results, e.g., on-call groups, agreements with medical 
home providers, etc.    

 2. Patients should be informed of what to expect by having the pharmacist order tests, e.g., who will 
follow-up and how soon.  The timeliness of follow up will depend on multiple variables such as the 
urgency of the test or the availability of the patient; in some cases (e.g., homeless or transient patients), 
the next appointment may acceptable for follow up.    

  

It may be reasonable to involve capable patients in following up on their own test results after an 
appropriate time interval. This does not relieve the pharmacist of their duty to follow up, but add a level 
of safety to the test follow-up process while engaging patients in their own care.    

   

3. If tests are necessary for treatment decisions and results are not available in a timely manner, it is the 
pharmacist’s responsibility to follow-up with either the testing organization or patient to determine the 
status of the test and whether rescheduling / reordering is necessary.      

  

4. Pharmacists must take appropriate action if the result of a lab test ordered is a critical value, defined 
as, “A laboratory test result that represents a pathophysiologic state at such variance with normal as to 
be life-threatening unless something is done promptly and for which some corrective action could be 
taken”.8  No national standard exists for critical value thresholds; these values are best defined by 
healthcare organizations utilizing the literature, local and national peer institutions or networks, and 
input from medical service groups or healthcare leadership committees.  

  

5.  At minimum, a pharmacist who receives a critical value should contact the physician responsible for 
the care of the patient at the time of notification (e.g., PCP, MOD).  Examples of other actions taken by 
the pharmacist include, but are not limited to:  Repeat the test if the value does not seem plausible 

based on other subjective and objective findings or consult with the testing organization about the 
abnormal finding.  Discuss the results with the patient in an attempt to correlate results with clinical 
presentation  Consult with other members of the healthcare team, in particular informing the assigned 

primary care provider regardless of the action(s) taken  If the test relates to an existing diagnosis, 

modify drug therapy or (depending on collaborative practice agreement) recommend modifying drug 
therapy to the primary care provider in accordance with test results.  If the test suggests a new medical 

problem, refer the patient to the appropriate member of the healthcare team.  

  

F. Standards for documentation  



  

1. As required by SB 493, all actions related to test ordering, interpretation, and management (including 
subsequent medication therapy changes and altered treatment or monitoring plans) must be 
documented within 24 hours in a system readily accessible to all involved healthcare team members 
involved.  The documentation system of choice, the electronic health record, should be made available 
to pharmacists who are part of the care team regardless of location / care venue (e.g., integrated into 
medical home, community pharmacies, remote telehealth clinical pharmacy services).  In addition to 
supporting real-time communication, EHR access will reduce the likelihood of unnecessary or duplicative 
testing.  

  2. Documentation of pharmacist decisions involving test results should include:  Interpretation of the 

result  

                                                      

  

   Rationale for the decision based on the result and any other patient-related information  What was 

communicated to the patient and other healthcare team members involved in the patient’s care  

  

G. Quality Assurance of Testing Management  

  

1. A quality assurance program is essential for ensuring the reliability of the testing process used by any 
healthcare professional. It is recommended that pharmacists work with collaborating healthcare 
organizations to determine the most effective and efficient method of integrating a quality assurance 
process.  One approach may be to include pharmacists in the organization’s existing peer review 
process.  

  

2. Tools are available to examine how tests are being managed, from ordering to patient notification of 
results and any decisions made as a result of the tests.  A recent quality assurance resource for testing 
from AHRQ requires the following elements for adoption:9  A commitment to improvement   Senior 

leadership support for quality and safety improvement  Teamwork and an acceptance that everyone is 

responsible for the success of the process   Commitment to honest and open communication.   

Regular peer review and sharing of performance results among staff.   A focus on systems /  processes 

instead of blame on individuals 



 

 

3330 Masonic Drive  

Alexandria, La. 71301 

 

October 11, 2019 

 

Louisiana Board of Pharmacy  

3388 Brentwood Drive 

Baton Rouge, La. 70809 

 

Distinguished Members of the Board,  

My name is LeAnn Malone. I am a Clinical Pharmacy Manager, practicing in Central Louisiana at Christus 

St. Frances Cabrini Hospital. At Cabrini, my team is responsible for all antimicrobial stewardship activities 

as well as a plethora of clinical services within the facility.  As a pharmacist promoting improved patient 

care and outcomes through pharmaceutical care and expertise, it has come to my attention that 

penicillin allergy testing services are becoming an integral part of antimicrobial stewardship practices 

across the country. Unfortunately, these services are not currently included in the scope of practice of 

Louisiana pharmacists. I am coming to you today proposing the addition of penicillin skin testing to the 

scope of practice for Louisiana licensed pharmacists.  

Beta-lactam allergy is the most common reported allergy (10-20%), with higher rates of prevalence 

found in individuals receiving healthcare. Among those reporting the allergy, only 10% have a positive 

reaction to penicillin skin testing with up to 75% of the reported allergies attributed to adverse effects.  

It has also been shown that beta-lactam allergy wanes over time with 80% of patients with confirmed 

penicillin allergy testing negative after 10 years and 60% with cephalosporin allergy reporting negative 

after 5 years.  

The consequences of the “penicillin allergic” label are numerous and have a profoundly negative impact 

on antimicrobial stewardship practices as well as patient outcomes. Of note, those labeled as “penicillin 

allergic” receive more fluoroquinolones, clindamycin and vancomycin, have higher rates of C. difficile 

(23.4%), MRSA (14.1%) and VRE (30%) infections, and have a 50% higher risk of SSI and higher rates of C-

section. Treating patients with alternative antibiotics when a penicillin allergy is reported leads to 

increased cost, potential toxicity, and development of antimicrobial resistance not to mention utilization 

of less effective treatment strategies with higher risk of treatment failure.  

Penicillin skin testing (PST) has been performed since 1948 utilizing PRE-PEN® (benzylpenicilloyl 

polylysine) which, after a brief period off the market, was reapproved in 2009. This antigen reagent 

determines the presence of penicilloyl IgE antibodies and produces of an immediate wheal and flare 



response at the skin test site.  Very rarely, patients will develop systemic allergic reactions; however this 

is mitigated by performing an initial scratch test which is described below. The negative predictive value 

of penicillin skin testing, utilizing PRE-PEN as the major determinant and dilute PenG as the minor 

determinant, is 97-99% for detecting IgE-mediated allergic reactions.  

The PST process is performed in three steps:  

Step 1: Scratch Test – a drop of each of the following preparations is placed on the volar aspect 

of the patients forearm, then “scratched” to break the top layer of skin. Reactions are assessed 

after 15-20 minutes and compared to a reaction guide. Only patients with negative reactions will 

proceed to step 2.  

- Saline (negative control) 

- Histamine (positive control) 

- Pre-Pen (major determinant) 

- PenG (minor determinant) 

 

Step 2: Intradermal Test – the following solutions are injected into the intradermal layer creating 

a bleb, then marking the perimeter of the bleb to assess for reaction.  Reactions are assessed 

after 15-20 minutes and compared to a reaction guide. Only patients with negative reactions will 

proceed to step 3. 

- Saline x 1 

- Pre-Pen x 2 

- PenG x 2 

 

Step 3: Graded Challenge – the patient receives oral amoxicillin 250 mg as a single dose, then 

assessed for reaction after 30 minutes.  

Recently IDSA/SHEA guidelines recommended penicillin allergy skin testing as a part of antimicrobial 

stewardship.  Due to the prevalence of penicillin allergy in the U.S., there are not enough allergy 

specialist available to perform PST evaluations. This has led many institutions to utilize a multitude of 

collaboration models to successfully implement PST programs. Utilization of pharmacists as providers of 

PST is rapidly becoming accepted across the United States as our efforts toward antimicrobial 

stewardship continue to grow.  In a study published in February 2019, 18 states reported allowing 

pharmacists to administer PST either thru collaboration or specified allergy training, and evidence 

continues to build for increased utilization of pharmacists in this role.  “Pharmacists as leaders of 

antimicrobial stewardship teams and experts in drug allergies are a natural fit to help implement PST in 

healthcare settings to improve overall outcomes.” We as pharmacists are well trained in the area of 

drug allergy management and have a vested interest in making sure our patients receive the most 

appropriate therapies.   

It is evident that the expanding role of the pharmacist in the practice of antimicrobial stewardship has a 

profound impact on improving patient care and the fight against antimicrobial resistance.  With 

appropriate training and protocols, pharmacist driven penicillin skin testing is safe with only a 0.12% 



rate of reaction.  The reactions noted in the literature were primarily skin reactions and were 

successfully treated with antihistamines.   

Currently, an on-site training program for PST is available by the manufacturer of Pre-Pen. This training 

provides pharmacists with live instruction on administration and interpretation of the test, as well as a 

competency evaluation and checklists for facility records. Additionally, the University of South Carolina 

has developed a 15-hour ACPE accredited certification program that provides in-depth module based 

training on all aspects of PST as well as a 4-hour live training session required for completion and 

certification.   

Including PST in the scope of practice for pharmacists is as logical and practical as the allowance for 

administering immunizations.  As the most trusted and accessible healthcare provider, pharmacists offer 

a unique skillset that makes us a natural fit as providers of PST. I am coming to you today to recommend 

that pharmacist driven penicillin skin testing be included in our scope of practice.  As with the authority 

to administer immunizations, PST should only be performed by pharmacists credentialed in medication 

administration and properly trained in penicillin allergy skin testing.  By inclusion of PST in the scope of 

practice, Louisiana pharmacists can stay on the forefront of emerging advances in pharmacy practice 

and make a substantial contribution to antimicrobial stewardship.    

Thank you for your time and for allowing me to present this material for your consideration. I will be 

happy to provide you with all of the data and materials that I have on PST for your review. If you have 

any questions please do not hesitate to contact me.   

 

Sincerely,  

 

 

LeAnn R. Malone, PharmD, BCPS 

Clinical Pharmacy Manager  

Christus St. Frances Cabrini Hospital 

Leann.malone@christushealth.org 

Office: 318-561-4121 

Mobile: 901-412-9951 
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MEMORANDUM OF UNDERSTANDING  
by and between 

the Integrated Justice Information Systems Institute, Inc. 
and  

Louisiana Board of Pharmacy 
 

 This Memorandum of Understanding (“MOU”) sets forth the terms under which the Integrated 
Justice Information Systems Institute, Inc (“IJIS”) will provide authorized users, as such term is defined 
below, from the state of Louisiana Board of Pharmacy (the “State”) with access to an automated process 
to facilitate the State’s exchange of Prescription Drug Monitoring Program (“PDMP”) data owned by the 
State with the PDMP data of other states authorized by the respective states as may be identified in 
related MOUs and/or agreements with those states.  IJIS and this State may be individually referred to 
herein as “Party” or collectively as “Parties.” 
 

RECITALS 
 

 WHEREAS, the State’s PDMP and/or Health Information Exchange (“HIE”) collects prescription 
drug dispensing and/or prescribing information collectively referred to throughout this MOU as “State 
Prescription Data,” and this State maintains a database containing such State Prescription Data; and 
 
 WHEREAS, IJIS provides secure data communications services to be hosted by IJIS in support of 
the RxCheck System (“RxCheck”), a portal through which authorized users from the State and Third-
Party States may request access to information regarding the other party’s State Prescription Data, to 
facilitate the State’s exchange of State Prescription Data with Third-Party States and/or a State’s 
authorized users by facilitating integration of electronic health record systems, pharmacy systems, 
and/or health information exchanges or other healthcare related systems, as may be identified in 
related MOUs and other agreements with Third-Party States; and 
 
 WHEREAS, relating to the MOU and pursuant to the terms and conditions set forth herein, this 
State desires to permit authorized users in third party states to access prescription drug information for 
controlled substance prescriptions through RxCheck to facilitate or enhance patient treatment and the 
prevention of illegal use of controlled substances prescriptions by individuals; and 
 

WHEREAS, RxCheck was developed under the guidance of the U.S. Department of Justice, Office 
of Justice Program’s Bureau of Justice Assistance (BJA), designed with the partnership of state PDMP 
administrators, private industry, and the federal government; and 

 
WHEREAS, RxCheck is operated under the guidance of BJA, governed by the RxCheck 

Governance Board consisting of PDMP representatives from participating states, and participating states 
maintain full ownership and control of their State prescription data. 
 
 The Parties hereto agree as follows: 
 
1. Overview and Scope. 

 
1.1. Through RxCheck, IJIS shall provide the State with technical services that are conformant to the 

consensus-based national standard called the Prescription Monitoring Information eXchange 
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(PMIX) National Architecture to enable the reliable, secure sharing of State prescription data 
over the Internet. 

1.2. Through RxCheck, IJIS shall provide the State with a message brokering service (the “Services”) 
for the routing of request and response messages between the State and entities approved by 
the State.  The Services are described in more detail in Attachment B hereto. 

1.3. IJIS will provide an application programming interface (API), additional webservices and/or 
translation service for facilitating the integration of electronic health records, pharmacy IT 
systems, HIE or other healthcare related systems unless a state wishes to provide their own 
translation service for facilitating the integration. 

 
2. Term and Termination. 

 
2.1. Term.  This MOU is effective upon the date of the last signatory hereto (the “Effective Date”) 

and will continue for one year from the Effective Date (the “Initial Term”).  The MOU will renew 
automatically each year following the expiration of the Initial Term if not terminated earlier by 
a party in accordance with the termination provisions of this Section. 

2.2. Termination.  This MOU and the State’s authorization to utilize RxCheck may be terminated by 
either Party upon thirty (30) days written notice to the other party.  The thirty-day period shall 
begin upon receipt of the notification by the receiving party. 

2.3. Material Breach. This MOU and the State’s authorization to utilize RxCheck may be 
immediately terminated in the event of a material breach of the MOU, or a suspected breach of 
PDMP information.  

2.4. Consequences of Termination.  Upon termination of this agreement, a state will no longer 
participate in multi-state data sharing through RxCheck and authorized Third-Party users from 
that state will no longer be permitted to access Third Party State data.  Authorized users from 
other states will no longer be able to access or query data from the terminated state through 
RxCheck. 
 

3. RxCheck License.  IJIS shall provide the State with access to RxCheck and the associated services and 
capabilities of RxCheck.  Subject to the terms and conditions of this MOU, IJIS issues to the State’s 
authorized users a non-exclusive and non-transferable license to access RxCheck and to use it solely 
for the purposes authorized herein during the Term of this MOU.  No other license will be issued 
under this MOU. 
 

4. Authentication and Authorization of Users.  As used herein, the term “authorized users” shall 
include: 

 
4.1.a. In-State Non-integrated Users - Individuals specifically granted permission by the State, 
through RxCheck, to have access to Third-Party States’ Prescription Data The State agrees that 
it is solely responsible for determining those individuals who it shall deem to be authorized 
users under this section. To that end, the State shall be responsible for registering and verifying 
the identity and credentials of those requesting permission to access the Third-Party States’ 
Prescription data. The State shall be solely responsible for requesting such information it deems 
necessary and proper to accomplish this verification. 
 
4.1.b. The State agrees to limit the use of the RxCheck to prescription controlled substances 
data, as defined by State or federal law, and such non-controlled substances data as have been 
identified by the State. 
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4.2 Third-Party State Non-integrated Users - Individuals specifically granted permission by 
Third-Party States, through RxCheck, to have access to such State prescription data. The State 
shall be responsible for complying with any applicable local, state, or federal law concerning the 
categories of authorized users of Third-Party states it may authorize to have access to the State 
prescription data. The authorized users permitted access and a description of the data shared is 
provided in Attachment A. 
 
4.3 Integrated Users - Individuals or entities authorized by the State to have access to the 
State Prescription Data via integration facilitated by RxCheck. The State shall be responsible for 
authorizing any individual or entity it shall permit access to State Prescription Data via 
integration facilitated by RxCheck. Furthermore, the State shall be responsible for determining 
any additional agreements, contracts or other legal agreements between the State and 
integration partners required to ensure the security and privacy of State Prescription Data. 

 
5. The State may only provide another state’s PDMP data obtained through RxCheck to individuals 

(defined as a natural person) the receiving State has verified as authorized by and registered with 
the State and who use a manual (non-automated) process to access information.  

 
6. Information to be Disclosed.  At all times throughout the term of this MOU, the State shall maintain 

ownership of the State Prescription Data it makes available through RxCheck.  Further, the State 
maintains all, if any, records contained within and accessible through RxCheck.  IJIS will not access 
State Prescription Data.  IJIS will not use any protected health information or personally identifiable 
patient information that is transmitted through RxCheck. 
 

7. Transmission of Data.  Any messages sent by the State through RxCheck shall meet the following 
requirements pertaining to confidentiality: 

 

7.1. The only information disclosed to IJIS in the RxCheck Hub transaction shall be the identity of the 
transmitting State and other metadata agreed upon by the RxCheck Governance Board and if 
compliant with the PMIX National Architecture.  IJIS shall make no attempt to decrypt info, 
data, or messages. 

7.2. Any information sent by the transmitting State or confidential information pertaining to the 
health of the subject of the message shall be encrypted at the message level (in addition to 
internet transport-layer security) using a private key known only to the ultimate recipient, 
rendering this information indecipherable by RxCheck. 

7.3. The State shall be responsible for the quality and confidentiality of all transmitted data. 
7.4. IJIS assumes no responsibility for the disclosure of any identifying information other than the 

identity of the State to the ultimate recipient.  The State acknowledges that IJIS shall not 
decrypt information and has no responsibility for disclosure in the RxCheck Hub. 

7.5. All Web-services calls between the state PDMPs and the RxCheck Service will utilize the 
standard TLS 1.2 data encryption methodology or any other method that complies with the 
security requirements of State and the PMIX National Architecture.  In addition, all Protected 
Health Information (“PHI”) will further be encrypted using the Rivest-Shamir-Adleman (RSA) 
Public Key Infrastructure (“PKI”) data encryption methodology.  Under the PMIX National 
Architecture, the RxCheck Service will only be able to decrypt the data used for message 
routing and control that is encrypted using the TLS methodology.  This dual encryption design is 
intended to provide an industry standard secure data transmission method and to ensure that 
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there will be no prescriber, dispenser, or patient data accessible to RxCheck or any other entity 
that does not possess the proper authorization and/or decryption keys.  The State agrees that 
the prescription data will be provided to an Authorized User via a secure method that meets 
the most current version of the Federal Information Processing Standards secure method (“FIPS 
140”).  Conformance to the PMIX Specification and the methodology set forth in this Section 
will generally suffice to ensure that this provision is met.  IJIS does not guarantee to the State 
that the services will be available without interruption; however, IJIS will work to remedy 
interruptions within a reasonable amount of time.  IJIS will notify the State within a reasonable 
amount of time of becoming aware of any service interruption. 

7.6. The Parties have no responsibilities whatsoever in relation to the other Party about 
interruptions pursuant to this MOU and the description of Services.   

7.7. IJIS shall ensure that the MOUs signed by all participating states are substantively identical to 
this MOU, including all attachments.  Variation in the itemized data elements and user roles 
enumerated in Attachment A is permissible; however, to the extent the State has more 
restrictive user roles, a receiving state will only receive data consistent with the sending state’s 
user roles. 

7.8. The State agrees that the Prescription Data that it transmits to authorized users shall be 
provided via a secure method.  Any Prescription Data transmitted to an Authorized User shall 
be transmitted by the State directly to such authorized user or authorized Third-Party.  
Likewise, any prescription data received by an Authorized User within the State from a Third-
Party State shall be transmitted directly by a Third-Party State to such Authorized user.  By and 
through this MOU, the State agrees to cooperate with Third-Party States in the coordination of 
the delivery and receipt of State prescription data requested through the RxCheck. 
 

8. Costs. 
 
8.1. IJIS will provide the State access to the RxCheck hub at no charge.   
8.2. The State will be responsible for any charges or expenses, including but not limited to any 

custom adapter software that does not conform to the PMIX Specification, Internet service 
Provider and equipment charges, and fees charged by vendors of third party products unless 
funds for these items are provided for through grant awards.   
 

9. State Representations. 
 
9.1. The State agrees to use, process, transmit, retransmit, retain and store the State Prescription 

Data that flows through, by or from IJIS, directly or indirectly, relating to this MOU in 
compliance with all Applicable Laws.   

9.2. The State is responsible for ensuring that no other state’s PDMP information is added to any 
State information system or database except for an image of state PDMP information that has 
been validly requested through the System. The State may securely store such image online 
and it may be securely available to the authorized requestor for up to 30 days. Thereafter the 
State may retain the image in a secure database with access restricted to only those authorized 
State employees or staff who have a lawful, legitimate state need to access or use such image.  

9.3. In addition, the State shall require each of its authorized users to certify that he or she will 
adhere to all applicable laws regarding the access, use, and disclosure of prescription data.  The 
State is responsible for investigating and pursuing any necessary disciplinary action relating to 
claims that a State employee, agent, contractor, or Authorized User located within the State 
failed to comply with Applicable Laws or the terms of this MOU in the use of State Prescription 
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Data requested through RxCheck.  As used herein, the term “Applicable Law” or “Applicable 
Laws” shall mean those local, state, and federal laws, rules and regulations applicable to the 
State Prescription Data, may include, but not be limited to, the Health Insurance Portability and 
Accountability Act of 1996, Public Law 104-191, including any and all regulations promulgated 
thereunder (“HIPAA”); the Health Information Technology for Economic and Clinical Health Act, 
Title XIII of the American Recovery and Reinvestment Act of 2009, Public Law 111-5, and any 
and all regulations promulgated thereunder (“HITECH”); the applicable rules, regulations, 
instruction and guidelines promulgated by the Centers for Medicare and Medicaid Services 
(“CMS”); 42 C.F.R. § 422.504(e)(4), (h), (i)(2), and (i)(4)(v); Medicare Managed Care Manual Ch. 
11, § 100.4; and applicable Medicare fraud, waste and abuse laws. 

9.4. The State agrees to notify  IJIS and any Third-Party State, in writing, of any use or disclosure of 
the State Prescription Data that is received from said Third-Party State that is not permitted or 
required according to Applicable Laws within three (3) business days of the State’s discovery of 
such unauthorized use or disclosure or within such other timeframe as required by Applicable 
Laws, as amended.  Notice of such breach shall include the identification of everyone whose 
unsecured PHI has been, or is reasonably believed to have been accessed, acquired or disclosed 
during such breach, as required by the State’s laws.  The State further agrees to make available 
in a reasonable time and manner any information needed by the Third-Party State to respond 
to individuals’ inquiries regarding said breach.  The State shall bear its own expense connected 
to any notification requirements imposed by its state law.   

9.5. The State shall not knowingly or voluntarily transmit any defamatory, libelous, spamming, 
obscene or pornographic information.  The State shall not misrepresent any misinformation 
associated with the MOU.  The State acknowledges that it is aware that data or information 
received or transmitted by a third party in connection with the MOU may not be accurate 
through no fault of the State or IJIS.  Upon notification by IJIS that any information transmitted 
or received in connection with this MOU is not accurate, the State agrees to use good faith 
efforts to stop or avoid any further disclosure of inaccurate information. 

9.6. The State shall immediately notify the Third-Party States upon learning of any impending 
change in statutes or regulations that may materially alter or affect either of the following:  
 
i) The classes of persons the State may approve as authorized users; or 
ii) Any clause in this Memorandum of Understanding. 

 
10. Indemnification.  No party waives any right or defense to indemnification that may exist in law or 

equity. 
 

11. Information Disclaimer.  The Parties agree that any State Prescription Data received by an 
Authorized User located in the State, pursuant to a request through RxCheck will be transmitted 
from the Third-Party State without being reviewed or verified by IJIS.  State Prescription Data that is 
received pursuant to a request through RxCheck is provided “as is,” meaning it is maintained and 
transmitted by the Third-Party State without any guarantee or warranty from the Third-Party State 
or IJIS as its completeness, accuracy, or reliability. 

 
12. No Warranties.  Unless specifically set forth herein, to the maximum extent permitted under 

applicable law, IJIS expressly disclaims all warranties and representations, whether express, implied, 
or statutory, including without limitation the implied non-infringement, or any express or implied 
warranty arising out of trade usage, or out of course of dealing or course of performance.  The 
requirements under this provision shall survive the termination of expiration of this MOU.   
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13. Limitation of Liability.  Each party shall assume the responsibility and liability for acts and omissions 

of its own officers, agents, or employees in connection with the performance of their official duties.  
For tort liability purposes, no participating party shall be considered the agent of the other 
participating parties.  Each party shall be liable (if at all) only for the torts of its own officers, agents, 
or employees that occur within the scope of their official duties.  The parties expressly agree that no 
provision of this agreement is in any way intended to constitute a waiver, by either party, of any 
immunity from suit that either party may have by operation of law.  IJIS shall not be liable for any 
penalties, damages, or losses incurred by states that are the result of any occurrence or failure to 
perform by the state which caused or contributed to the state’s failure to comply with any 
applicable laws or its performance obligations under this MOU. 

 
14. Disputes.  The Parties shall use their best efforts to resolve any dispute between the Parties arising 

under this MOU through good faith negotiations.  Disputes not resolved within sixty (60) days 
following notice of the dispute shall be resolved to by escalation.  In the event of any dispute or 
claim arising out of or relating to this agreement, or a breach thereof, the parties hereto shall first 
attempt to settle the dispute by voluntary, non-binding mediation. 

 
15. Notices.  Notices given by the Parties to one another in connection with this MOU shall be given in 

writing and delivered by hand delivery, return mail, by email with appropriate confirmation of 
receipt, or by nationally-recognized express delivery service to the Parties’ respective addresses set 
forth below or to such other address as the Parties may substitute by giving notice to one another in 
accordance with this Section.  Notices shall be deemed to have been received upon the earlier of 
actual receipt thereof, or, with respect to (a) overnight delivery, by the next business day following 
delivery to such express delivery service, (b) U.S. mail, by the third business day following such 
delivery to the U.S. Postal Service. 

 

Designated Representative of IJIS 

Name Robert May 

Title Program Director 

Telephone 703-726-3508 (O); 240-818-3832 (M) 

Address 20110 Ashbrook Place, Suite 150, Ashburn, VA 20147 

Email Robert.may@ijis.org 

 

Alternate Designated Representative of IJIS 

Name Ashwini Jarral  

Title Executive Director 

Telephone 703-726-1902   

Address 20110 Ashbrook Place, Suite 150, Ashburn VA 20147 

Email ashwini.jarral@ijis.org 

 

Designated Representative of the State 

Name Malcolm J. Broussard 

Title Executive Director  

Telephone 225-925-6496 

Address 3388 Brentwood Drive, Baton Rouge, LA 70809 

Email mbroussard@pharmacy.la.gov  
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Alternate Representative of the State 

Name Joe Fontenot 

Title Assistant Executive Director 

Telephone 225-922-0094 

Address 3388 Brentwood Drive, Baton Rouge, LA 70809 

Email jfontenot@pharmacy.la.gov 

 
16. Assignment.  The State shall not assign or transfer its rights or obligations under this MOU without 

the prior written consent of IJIS.  Any assignment or transfer without the required consent will be 
void and will be a material breach of this MOU.  Upon any permitted assignment, the State shall 
remain jointly and severally liable for performance under this MOU, unless expressly released in 
writing by IJIS. Any changes to the grant conditions or IJIS contract with Bureau of Justice Assistance 
will not alter the terms and conditions in this document without the State’s written consent.  
 

17. Binding Nature and Assignment.  This MOU shall be binding upon and inure to the benefit of the 
Parties hereto and their successors and assigns. 
 

18. Force Majeure.  Neither Party shall be liable for any failure or delay in performing all or part of its 
obligations under the terms of this MOU caused by or resulting from legislative action or other acts 
of government, war, acts of any person engaged in a subversive activity, sabotage, riots, strikes, 
slow-downs, lock-outs, or labor stoppage, freight embargoes, fires, explosions, flood, earthquake or 
other acts of God, or by reason of the judgment, filing or order of any court or agency of competent 
jurisdiction occurring subsequent to the signing of this MOU, unavailability of PDMP data, fiber cut 
caused by a third party or any other circumstances reasonably beyond a Party’s control (a “Force 
Majeure Event”). 

 
19. Entire Understanding and Modification.  This MOU contains all terms and conditions agreed upon 

by the Parties related to RxCheck, and supersedes all prior understandings, writings, proposals, 
representations, or communications, oral or written, of the parties hereto as to the subject matter 
addressed herein.  Each party represents and warrants that any changes to this MOU made by a 
Party prior to execution were clearly marked as changes and that it made no changes to this MOU 
that were not properly and clearly marked as changes to this MOU.  After execution, this MOU may 
not be modified, amended, or changed except by a written MOU signed by the Parties. 

 
20. Authority.  IJIS and the State warrant that each has full power and authority to enter and perform 

this MOU, and the person signing this MOU on behalf of each Party has been properly authorized 
and empowered to enter this MOU on behalf of such Party.  

 
21. No Implied Waiver.  Except as expressly provided herein, the failure of either Party to insist, in any 

one or more instances, upon the performance of any provision of this MOU shall not be construed 
as a waiver or a relinquishment of any right granted or arising hereunder or of the future 
performance of any such provision.  Such failure shall in no way affect the validity of this MOU or 
the rights and obligations of Parties hereunder. 

 
22. Relationship of Parties.  This MOU shall not constitute or otherwise imply a joint venture, 

partnership or formal business organization of any kind.  Both Parties shall be considered 

DRAFT

mailto:jfontenot@pharmacy.la.gov


Version date: 2019.1108    Page 8 of 13 
 

independent contractors and neither Party shall be considered an agent, designee or representative 
of the other for any purpose.  Under no circumstances shall employees of one Party be deemed the 
employees of the other Party.  

 
23. Survival.  The Parties’ respective representations, warranties and covenants, together with the 

obligations of confidentiality and limitations on liability will survive the expiration, termination or 
rescission of this MOU and shall continue in full force and effect. 
 

24. Severability.  Should any part, term, or condition of this MOU be declared illegal, invalid or 
unenforceable or in conflict with any other laws, the remaining provisions shall be valid and not 
affected thereby. 

 
25. Headings.  The headings in this MOU are strictly for convenience and do not amplify or limit any of 

the terms, provisions, or conditions contained herein. 
 
26. No Third-Party Beneficiary Rights.  Except as otherwise expressly provided in this MOU, nothing in 

this MOU shall be enforceable by any person other than IJIS and the State, and no third-party 
beneficiary rights are conferred on any such third party.   

 
27. Counterparts.  This MOU may be executed in any number of counterparts, each of which shall be 

deemed an original and all of which taken together shall constitute one and the same instrument. 
 
The undersigned warrant that they are authorized representatives of their respective Party and that 
they have full power and authority to enter into this MOU and bind their respective Party to its terms 
and, in the case of the State, the State, to its terms. 
 

 

IJIS Institute, Inc State of Louisiana Board of Pharmacy 

By  By  

Name Ashwini Jarral Name Malcolm J. Broussard 

Title Executive Director Title Executive Director 

Date  Date  
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ATTACHMENT A 
Requirements for Interstate Data Sharing Agreement 

 
Purpose 
This attachment is designed to supplement the Memorandum of Understanding and the Statement of 
Work and Service Level Agreement (SLA) between the Integrated Justice Information Systems Institute, 
Inc. and the State of Louisiana Board of Pharmacy.  This Appendix provides the relevant information 
related to access and use of data from the State of Louisiana Board of Pharmacy’s Prescription Drug 
Monitoring Program.  This includes the data that the PDMP will share for both requests and responses in 
addition to the roles that represent the authorized end users.  This attachment also stipulates how hub-
to-hub data sharing may take place.  When any data is shared through the RxCheck Hub, the State and 
IJIS Institute agree to the following stipulations. 
 
1. Relevant State Statutes and Enabling Legislation. 

Listed below are the requirements for data sharing and enabling legislation as laid out in applicable 
Louisiana’s statutes: 
 
Louisiana R.S. Title 40, Chapter 4, Part X-A, §1007 
 

2. Information to be disclosed. 
The information to be disclosed shall consist of State Prescription Data that is normally provided 
upon request to an authorized user under the current applicable statutes and regulations for the 
state PDMP disclosing the data. 
 

3. Sharing Partners. 
As indicated above, the state PDMP has the authority to share State Prescription Data and intends 
to share data interstate with other state PDMPs, pursuant to applicable state laws and regulation.  
The State may list desired sharing partners below, may submit the partners to the IJIS Institute to 
initiate the data connection required for sharing, or may use the RxCheck admin console to initiate 
connection. 

 
3.1. Sharing Partner State A 
3.2. Sharing Partner State B 
 
For sharing partners that are both RxCheck users, the IJIS Institute will require written notification 
authorizing the connection to be made between the states and an acknowledgement of authorized 
end user roles.  Alternatively, the states may use the RxCheck admin console to identify authorized 
user roles.  

 
4. Hub-to-Hub Information Sharing. 

Upon execution of hub-to-hub agreements between RxCheck, PMP Interconnect (PMPI), or other 
hubs, RxCheck users will be afforded the capability to share data with participating states that use 
other hubs. 
 
4.1. Hub-to-Hub Security. 

Data that is shared between the Hubs will retain the same level of end-to-end encryption and 
security that exists within each hub. 
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4.2. Hub-to-Hub Access. 
Precautions will be taken to ensure that there is not unauthorized access.  The hubs will ensure 
that the same roles and authorized user types that have access within a hub will have access 
across hubs.  Specifically, this is designed to make sure that there is no additional access 
inadvertently provided to a broader set of users or roles in another hub. 
 

4.3. Hub-to-Hub Agreements. 
The agreements between the hubs will govern specifically how State prescription data is 
allowed, handled, and governed, and is out of the scope of this attachment.  For states that are 
users of other hubs, the IJIS Institute will require written notification from both states.  
Additionally, all hubs must have a hub-to-hub data interstate data sharing agreement in place.  
Alternatively, the RxCheck state may use the RxCheck admin console to identify states and 
select authorized roles to initiate hub-to-hub exchanges.   
 

5. Termination. 
This appendix agreement shall be effective if the MOU and State’s authorization to utilize RxCheck 
remain in effect.  As noted in the MOU, this agreement and all associated appendices and 
agreements there within may be terminated by either Party upon thirty (30) days written notice to 
the other party. The thirty-day period shall begin upon receipt of the notification by the receiving 
party. 
 

6. Notice and Notification. 
Notices given by the Parties to one another in connection with this Agreement shall be given in 
writing and delivered by hand delivery, return mail, by email with appropriate confirmation of 
writing and delivered by hand delivery, return mail, by email with appropriate confirmation of 
receipt, or by nationally-recognized express delivery service to the Parties’ respective addresses set 
forth below or to such other address as the Parties may substitute by giving notice to one another in 
accordance with this Section.  Notices shall be deemed to have been received upon the earlier of 
actual receipt thereof, or, with respect to (a) overnight delivery, by the next business day following 
delivery to such express delivery service, (b) U.S. Mail, by the third business day following such 
delivery to the U.S. Postal Service. 
 

7. Costs. 
The State of Louisiana Board of Pharmacy and its data sharing partners each shall be responsible for 
its own PDMP costs or expenses, other than as set forth in Section 7 of the originating MOU. 
 

8. Role Usage and Mapping. 
RxCheck currently uses the role as identified in the PMIX Execution Context.  To facilitate hub-to-hub 
data sharing, RxCheck will use an agreed upon mapping to account for minor role differentiation 
between hubs.  Upon such time that a uniform set of roles is adopted across all hubs, RxCheck 
intends to adopt the updated role set. 
 

9. Authority. 
IJIS and the State warrant that each has full power and authority to enter and perform this MOU, 
and the person signing this MOU on behalf of each Party has been properly authorized and 
empowered to enter this MOU on behalf of such Party. 
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The undersigned warrant that they are authorized representatives of their respective party and that 
they have full power and authority to enter into this MOU and bind their respective Party to its terms 
and, in the case of the State, to its terms. 

 

IJIS Institute, Inc State of Louisiana Board of Pharmacy 

By  By  

Name Ashwini Jarral Name Malcolm J. Broussard 

Title Executive Director Title Executive Director 

Date  Date  
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Attachment B 
Statement of Work and Service Level Agreement (SLA) 

 
1. Service Parameters. 

 
A. Services Being Provided.  Under this SLA, IJIS shall provide a message brokering service for 

the routing of request and response messages between the representing State PDMP 
systems.  The intention of the Parties is that the service shall be available to the States in the 
hours as set forth below.  IJIS does not guarantee to the Participants that the services will be 
available without interruption and the Parties shall have no responsibilities whatsoever in 
relation to the other as regards interruptions pursuant to this SLA.  The timing and hours or 
implementation of the customer services offered by a Party is agreed upon separately for 
each State between the Party and the State in question.  With respect to the transmittal of 
information the State should maintain a double-check system to verify transmittal and 
receipt of the transmitted data or information.  IJIS shall not be responsible for the failure of 
such transmittals.  External factors that may impact these services, such as State PDMP 
system availability and network bandwidth, are outside the scope of this SLA. 
 

B. IT Management.  IJIS shall provide the following IT management services: 
1. Ensuring that all servers are properly patched and upgraded; 
2. Verifying that the environment remains free of viruses and malware; and, 
3. Providing nightly backup of non-patient data such as User Credentials, SRS 

configuration, Certificates, and event logs on all RxCheck servers. 
4. Maintaining audit logs of transactions to be made available to participating states. 

 
C. Service Availability.  IJIS shall ensure RxCheck service availability, as follows: 

1. Service maintenance is performed during non-business hours/weekends and requires a 
12 hour window. 
 

2. Notification will typically be given at least 48 hours before planned maintenance. 
a. States should notify IJIS of any planned or unplanned maintenance or 

interruptions.  IJIS will notify partner states within 24 hours of receipt of state 
notice. 

 
D. Incident and Problem Management Incident and Problem Management.  All incidents 

shall be reported to the IJIS Institute at 703–994–4796 or RxCheck@ijis.org  In the event 
the submitted incident needs escalation, it will be escalated to Robert May at 703-726-
3508 or Robert.may@ijis.org for recording and tracking. 

 
The following are the service performance targets for this SLA: 
 

Severity 
Level 

Description Response time to 
begin working issue 

Resolution/Mitigation Status 
Updates 

Severity 1 
Incidents 

RxCheck server is down 
or unreachable 

Within eight (8) 
hours from time 
reported 

Within one (1) business 
day;  escalate to Robert 
May 

Daily 
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Severity 2 
Incidents 

RxCheck server is 
unavailable to one 
agency 

Within one (1) 
business day from 
time reported 

Within three (3) 
business days; escalate 
to Robert May 

Daily 

Severity 3 
Incidents 

RxCheck server is 
unusually slow in 
processing transactions 

Within three (3) 
business days from 
time reported 

Within five (5) business 
days; escalate to 
Robert May 

Every other 
day 

 
D. General Service Requests. 

 

Service Request Type Request Completion 

Administration: 

• New password or password reset 

• New account 

• Web administration 

• General Q&A 

48 hours (normal business hours) 

Configuration: 

• Change to existing application/system 

• File restore 

72 hours (normal business hours) 

Hardware move, add or change Within 14 business days 

 

Server Availability Service Level 

Based on Microsoft SLA: server availability is subject to Next 
Business Day Support, minimum.  Time calculated at 24 
hours per day, 7 days a week, and 365 days a year. 

99 percent per month 

Server Backups Frequency Type of Backup Retention Period Location 

All local drives 
and System State 

Daily Incremental Two (2) Weeks Offsite 

Trans Logs and 
Backup files for 
Applications 

Daily Full Two (2) Weeks Offsite 

Data Retention Frequency Type of Backup Retention Period Location 

Audit Logs Daily Full Indefinitely Offsite 

 
 

IJIS Institute, Inc State of Louisiana Board of Pharmacy 

By  By  

Name Ashwini Jarral Name Malcolm J. Broussard 

Title Executive Director Title Executive Director 

Date  Date  
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Regulatory Proposal 2019-J ~ Hepatitis Drugs of Concern                                                                              Draft #1 

 

 

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 
§2901.  Definitions 9 

A. As used in this Chapter, the following terms shall have the meaning ascribed to them unless the 10 
context clearly indicates otherwise: 11 
    *   *  * 12 

       Drugs of Concern – drugs other than controlled substances as defined by rule whose use requires 13 
tracking for public health purposes or which demonstrate a potential for abuse, including any 14 
material, compound, mixture, or preparation containing any quantity of the following substances, 15 
including its salts, esters, ethers, isomers, and salts of isomers [whenever the existence of such 16 
salts, esters, ethers, isomers, and salts of isomers is possible within the specific chemical 17 
designation]: 18 
a. butalbital when in combination with at least 325 milligrams of acetaminophen per dosage 19 

unit. 20 
b. naloxone. 21 
c. elbasvir / grazoprevir. 22 
d. glecaprevir / pibrentasvir. 23 
e. ledipasvir / sofosbuvir. 24 
f. ombitasvir / paretaprevir / ritonavir / dasabuvir. 25 
g. sofosbuvir. 26 
h. sofosbuvir / velpatasvir. 27 
i. sofosbuvir / velpatasvir / voxilaprevir. 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 45:42 (January 2019), amended LR 35 
 36 
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DECLARATION OF EMERGENCY 1 
 2 

Department of Health 3 
Board of Pharmacy 4 

 5 
Hepatitis Drugs of Concern – LAC 46:LIII.2901  6 

 7 
The Louisiana Board of Pharmacy is exercising the emergency provisions of the 8 

Administrative Procedure Act, specifically at R.S. 49:953.B, to amend the definition of ‘drugs of 9 
concern’ to add seven drugs used for the treatment of hepatitis C, which would require 10 
pharmacies to report their dispensing transactions for these drugs to the state prescription 11 
monitoring program. 12 

Hepatitis C is the deadliest infectious disease in the United States and presents an 13 
imminent peril to many among the more than 50,700 Louisianans living with the virus. Louisiana 14 
faces one of the nation’s worst hepatitis C epidemics, causing more than 8,500 hospitalizations 15 
and killing more than 350 Louisianans each year. In July 2019, the State launched a hepatitis C 16 
elimination program enabled by the first modified subscription model for treatment in the US, 17 
giving Medicaid and the Department of Corrections unrestricted access to curative drugs for the 18 
more than 39,000 individuals in their programs while capping the states costs at FY2019 levels. 19 
These drugs not only cure hepatitis C, they provide an immediate clinical benefit to individuals 20 
living with hepatitis C regardless of stage, including those individuals who are in the last stages 21 
of illness. It is therefore imperative that the State identify and link to treatment every individual 22 
living with hepatitis C in the state, especially those at imminent risk of death. Adding hepatitis C 23 
medications to the Board of Pharmacy’s drugs of concern list will enable the Department of 24 
Health’s Office of Public Health to actively reach out to infected individuals and facilitate their 25 
successful completion of therapy to rapidly reduce their risk of death associated with hepatitis C 26 
and prevent the spread of the virus to others. Louisiana’s modified subscription model 27 
arrangement with Asegua Therapeutics, a wholly owned subsidiary of Gilead Science Inc., began 28 
on July 15, 2019 and lasts five years; it is imperative that the hepatitis C drugs be added to the 29 
drugs of concern list immediately to ensure connections to lifesaving treatment are made during 30 
the period of unlimited access to treatment. 31 

The Board has determined this emergency rule is necessary to prevent imminent peril to 32 
the public health, safety, and welfare.  The declaration of emergency is effective November 13, 33 
2019 and shall remain in effect for the maximum time period allowed under the Administrative 34 
Procedure Act or until adoption of the final rule, whichever shall first occur. 35 
 36 
Malcolm J Broussard 37 
Executive Director 38 
Louisiana Board of Pharmacy 39 
 40 DRAFT



Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

Report of Assistant Executive Director 
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PRESCRIPTION MONITORING 
PROGRAM (PMP) 

BOARD MEET ING –  NOVEMBER 13 ,  2019   



NUMBER OF ELIGIBLE PRESCRIPTION  
TRANSACTIONS REPORTED TO THE PMP 

 
Total Reported: 136,966,321  
(01/01/2008 through 09/30/2019) 
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PMP User Stats for 2019Q2 (04/01/2019 - 06/30/2019)  

PMP Role Title -   Healthcare Provider 

Number of Providers 
Eligible  

for PMP Access 
 (as of 06/30/2019) 

Number of Providers 
with PMP Active 
Access Privileges  

(as of 06/30/2019) 

Number of PMP Requests  
by Providers  

through AWARxE™  
During 2019Q2                 

Number of PMP Requests  
by Providers  

through GATEWAY™ 
During 2019Q2 

Physician (MD, DO) 13,149 8,767 401,705 2,023,067 
Nurse Practitioner (APRN) 3,435 2,675 94,087 317,520 
Dentist (DDS) 2,224 1,531 6,249 657 
Physician Assistant (PA) 928 688 30,021  34,675 
Optometrist (OD) 360 154 7 0 
Podiatrist (DPM) 163 111 520  0 
Medical Psychologist (MP) 91 83 5,469 0 
Medical Intern/Resident 1,047 1,029 2,790 0 
Prescriber's Delegate NA 2,368 204,522 NA 
Pharmacist (PST) 9,255 4,246 522,828 364,003 
Pharmacist's Delegate NA 926 41,913 NA 
Totals 30,652 22,578 1,310,111 2,739,922 

PMP User Stats for 2019Q3 (07/01/2019 - 09/30/2019)  

PMP Role Title -   Healthcare Provider 

Number of Providers 
Eligible  

for PMP Access 
 (as of 09/30/2019) 

Number of Providers 
with PMP Active 
Access Privileges  

(as of 09/30/2019) 

Number of PMP Requests  
by Providers  

through AWARxE™  
During 2019Q3                  

Number of PMP Requests  
by Providers  

through GATEWAY™ 
During 2019Q3 

Physician (MD, DO) 13,125 8,878 424,703 2,343,919 
Nurse Practitioner (APRN) 3,576 2,802 101,701 412,022 
Dentist (DDS) 2,256 1,553 6,384 1,069 
Physician Assistant (PA) 984 728 24,838 50,895 
Optometrist (OD) 364 153 7 0 
Podiatrist (DPM) 165 112 438 0 
Medical Psychologist (MP) 89 83 6,059 0 
Medical Intern/Resident 1,299 1,113 4,146 0 
Prescriber's Delegate NA 2,522 206,613 NA 
Pharmacist (PST) 9,231 4,351 523,925 721,397 
Pharmacist's Delegate NA 990 50,325 NA 
Totals 31,089 23,285 1,349,139 3,529,302 



NABP PMP InterConnect® 

Alabama 
Alaska 
Arizona 
Arkansas 
Connecticut 
Delaware 
D.C. 
Florida 
Georgia 
Idaho 

Kansas 
Maine 
Massachusetts 
MHS-DOD 
Michigan 
Minnesota 
Mississippi 
Montana 
Nevada 
New Mexico 

North Carolina 
North Dakota 
Oklahoma 
Pennsylvania 
South Carolina 
South Dakota 
Tennessee 
Texas 
Virginia 
West Virginia

 

PMP Interstate Data Sharing 
As of October 1, 2019, the Louisiana PMP is sharing with 29 states and 
the U.S. Military Health System (MHS) – Department of Defense (DOD) 
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Requests for Full Exemption from PMP Reporting 
November 13, 2019 

 

In accordance with LA.R.S:40.4.X-A.1006.C. The board may issue an exemption from 
the reporting requirement to a dispenser whose practice activities are inconsistent with 
the intent of the program. The board may rescind any previously issued exemption 
without the need for an informal or formal hearing. 
 

Permit Permit 
Type Name Scope of Practice DEA City State 

7929 NR 
America's Pharmacy 

Source 
Mail Order Pharmacy No Akron OH 

7958 NR 
Blue Sky Specialty 

Pharmacy 
Specialty Pharmacy Yes 

Mount 

Pleasant 
SC 

7905 HOS 

Bridgepoint 

Continuing Care 

Hospital-EJGH 

Campus 

LTAC Inpatient Pharmacy Yes Metairie LA 

7959 NR Chewy Pharmacy, LLC 
Mail Order Veterinary 

Pharmacy 
No Jeffersontown KY 

7990 NR Chewy Pharmacy, LLC 
Mail Order Veterinary 

Pharmacy 
No Goodyear AZ 

7978 HOS 
Cobalt Rehabilitation 

Hospital New Orleans 
Hospital Pharmacy Yes New Orleans LA 

7972 NR CVS/specialty #48640 Non-Resident Pharmacy No Boise ID 

7939 HOS 
DeQuincy Memorial 

Hospital 
Hospital Pharmacy Yes Dequincy LA 

7943 NR 
ExperienceCare 

Specialty Pharmacy 
Specialty Pharmacy Yes Houston TX 

7955 IR 
HaloCare Specialty 

Therapeutics 
Specialty Pharmacy Yes 

Denham 

Springs 
LA 

7999 HOS 
Intensive Specialty 

Hospital 

In-Patient Hospital 

Pharmacy 
Yes Bossier City LA 

2441 CH 
M. L. King Health 

Center Pharmacy 
Charitable Pharmacy No Shreveport LA 

7968 NR 
Mississippi Center for 

Advanced Medicine 
Non-Resident Pharmacy Yes Madison MS 

4512 HOS 
Morehouse General 

Hospital Pharmacy 

In-Patient Hospital 

Pharmacy 
Yes Bastrop LA 

7003 NR Noble Health Services Specialty Pharmacy Yes Syracuse NY 



7966 HOS 

North Shore 

Rehabilitation 

Hospital 

In-Patient Rehabilitation 

Hospital 
Yes Lacombe LA 

7956 HOS 
Northshore Extended 

Care Hospital 
Hospital Pharmacy Yes Lacombe LA 

7933 NR 
Omnicare of 

Spartanburg 

Non-dispensing Order 

Entry Service Provider 
No Spartanburg SC 

7964 NR Onco360 Specialty Pharmacy Yes Houston TX 

7897 NR One Choice Pharmacy 
Community/Retail 

Pharmacy 
Yes Stafford TX 

7957 NR 
PANTHERx Specialty 

Pharmacy 
Specialty Pharmacy Yes Coraopolis PA 

7931 NR 
PharmaCare Remote 

Resources 

Remote Order 

Verification/ Review 

Services 

No Blanco TX 

7983 HOS 
RiverBridge Specialty 

Hospital 
Hospital Pharmacy Yes Vidalia LA 

7970 NR 
Roman Health 

Pharmacy LLC 
Mail Order Pharmacy YES New York NY 

7975 NR 
Roman Health 

Pharmacy, LLC 
Mail Order Pharmacy Yes 

Boynton 

Beach 
FL 

7921 NR TrustedMedRx, LLC Mail Order Pharmacy Yes Boca Raton FL 

7927 NR 
Vital Rx of Tennessee 

LLC 
Independent Pharmacy Yes Memphis TN 

 

Staff Recommendation 
Approve the proposed waivers conditioned upon execution of the standard Consent Agreement: 

EXEMPTION TO PRESCRIPTION MONITORING PROGRAM REPORTING REQUIREMENTS 
CONSENT AGREEMENT 

 
WHEREAS, in order to facilitate the pharmacy’s request for an exemption to the reporting 
requirements to the Louisiana Board of Pharmacy’s Prescription Monitoring Program (PMP) as 
required by law, the Pharmacy indicated below agrees to the following terms: 
 

(1) The Pharmacy shall not be authorized to dispense any controlled dangerous substances 
(CDS) or drugs of concern, with the exception of a hospital pharmacy permit’s inpatient 
dispensing, as identified by the Louisiana Board of Pharmacy (Board) by regulation. 

(2) Upon the first instance of receipt of evidence by the Board indicating the Pharmacy 
dispensed CDS or drugs of concern, the Pharmacy agrees to the following sanction: 
The Pharmacy agrees to pay a fine of $5,000.00 and reimburse the Board 

$250.00 in administrative hearing costs, with total payment due the Board of 

$5,250.00, due by certified check or money order within 30 days of notice of 

this prohibited activity. 



(3) Upon the second instance of receipt of evidence indicating the Pharmacy dispensed 
CDS or drugs of concern, the Pharmacy agrees to pay the above sanction, the 
termination of this exemption and the resumption of its reporting to the PMP. 

(4) The Pharmacy shall post a copy of this agreement adjacent or attached to its pharmacy 
permit. 

 

By signing this Consent Agreement, Respondent agrees that the Board has jurisdiction in this 
matter and waives all rights to informal conference, to Notice of Hearing, to a formal 
Administrative Hearing, and to judicial review of this Consent Agreement. 



Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

Report of General Counsel 
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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   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

Report of Executive Director 
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NOTICE: In compliance with Act 256 of the 2019 Louisiana Legislature, the Board gives public notice that any information submitted to the Board 
may become public record unless specifically exempted by the Public Records Law, R.S. 44:1 et seq. 

Louisiana Board of Pharmacy 
3388 Brentwood Drive  

Baton Rouge, Louisiana  70809-1700 
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov   

 
November 13, 2019 

 
Agenda Item 11-L:  Report of Executive Director 
 
1. Meeting Activity 
2. Reports 
3. Examinations 
4. Operations 
5. State Activities 
6. Regional & National Activities 
7. International Activities 
 
 
1. Meeting Activity 

In addition to Board and committee meetings, I have also participated in or attended the 
following meetings since the last Board meeting. 

August 16  P-1 Orientation at ULM College of Pharmacy 
August 19  Louisiana Medical Marijuana Team 
August 22  Metrc Project Status Conference 
   Occupational Licensing Review Commission Hearing 
August 30  P-1 Orientation at Xavier College of Pharmacy 
Sept. 4-5  NABP Work Group on Development of Interstate Endorsement 

Credential – Chicago, IL 
  Sept. 10  LHA Medical Marijuana Policy Workgroup 
  Sept. 22-26  FIP World Congress – Abu Dhabi, UAE 
  Oct. 1-2   NABP Executive Officer Forum – Mount Prospect, IL 
  Oct. 3-4   dotPharmacy Executive Board – Mount Prospect, IL 
  Oct. 6-8   NABP-AACP Districts 6-7-8 Meeting – Boise, ID 
  Oct. 10   Drug Policy Board 
  Oct. 16   La. Pharmacy Congress 
  Oct. 21-22  DEA Practitioner Diversion Awareness Conference –  

New Orleans, LA 
  Oct 27-30  MALTAGON Conference – Biloxi, MS 
 
 
2. Reports  
 A. Internal Reports (posted in the Library) 

1. Credentials Division 
 a. Census Report 
 b. Licensure Activity Report 
 c. Pending Applications Report 
 d. Exceptions Report 
2. Compliance Division 
 a. Census Report – Practitioner Recovery Program & Disciplinary Status 

b. Complaint Investigation Policy Monitor 
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 B. External Reports 
  Since the last Board meeting, we have filed the following reports on your behalf: 

1. La. Office of the Governor – Boards & Commissions 
a. Annual Report  

2. La. Office of the Governor – Drug Policy Board / HOPE Advisory Council 
a. Naloxone Dispensing Report 

3. La. Div. of Administration – Office of the Commissioner 
a. Annual Report for Sexual Harassment Complaints [Act 2018-270] 

4. La. Div. of Administration – Boards & Commissions 
a. Annual LaTrac Report of Board Activity [Act 2009-12] 
b. Quarterly Report of Member Expense Reimbursements 
c. Ad hoc reports of personnel salaries, meeting notices, and budgets  

5. La. Div. of Administration – Facility Planning & Control 
   a. Semiannual Report of Leased Office Space [Act 2016-66] 

6. La. Div. of Administration – Property Assistance Agency 
   a. Annual Inventory of Property & Equipment 
   b. Annual Asset Certification Report 

c. Monthly Agency Fleet Mileage Report 
7. La. Div. of Administration – Office of Group Benefits 
 a. Annual Designations of Master User & Agency Coordinator 
 b. Ad hoc reports of non-discrimination testing 
8. La. Div. of Administration – Office of Risk Management 

   a. Annual Agency Driver Authorization Report 
   b. Annual Loss Prevention Compliance Audit 

c. Semiannual Property Exposure Report 
   d. Quarterly Risk Exposure Report 
   e. Quarterly Property Safety & Maintenance Inspections 

f. Monthly Loss Claims Report 
   g. Monthly Report re Transitional Return to Work 
  9. La. Div. of Administration – Office of State Procurement 
   a. Monthly Report on Status of Professional Contracts [Act 2015-87] 
   b. Ad hoc reports on contractor performance review 
  10. La. Div. of Administration – Office of State Register 
   a. Ad hoc notices for rulemaking projects 

11. La. Div. of Administration – Office of Statewide Reporting & Accounting Policy 
   a. Comprehensive Annual Financial Report 
   b. Annual Report of Taxable Compensation 

c. Quarterly Report of Accounts Receivable [Act 1995-745] 
  12. La. Dept. of Children & Family Services 
   a. Ad hoc rosters for credential renewals for pharmacists and technicians 

13. La. Dept. of Culture, Recreation, & Tourism – State Library of Louisiana 
 a. Annual Publications Report Form 
 b. Semiannual Roster & Agency Inventory of Agency Publications 
 c. Ad hoc document publication reports 
14. La. Dept. of Economic Development 
 a. Ad hoc rulemaking notices 
15. La. Dept. of Health – Bureau of Health Services Financing 

   a. Monthly Report of Pharmacy Openings & Closures 
  16. La. Dept. of Health – Office of Public Health 
   a. Semi-annual Report of Active MA Registrations 
  17. La. Dept. of Insurance 
   a. Annual Report of Investigation Referrals [Act 2009-251] 

18. La. Dept. of Justice – Office of the Attorney General 
   a. Quarterly Report of Private Legal Fees Paid [Act 2006-611] 
   b. Ad hoc notices for emergency rules 
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  19. La. Dept. of Revenue  
   a. Quarterly Employer’s Return of State Withholding Tax 
   b. Ad hoc rosters for credential renewals for pharmacists and technicians 

20. La. Dept. of State – Division of Archives 
   a. Annual Report of Records Officer Designation 
  21. La. Dept. of State Civil Service 
   a. Annual Confirmation of Agency EEO Policy 
   b. Annual Report of Performance Evaluations 
   c. Ad hoc Payroll Comparison Report 
  22. La. Dept. of Treasury – Cash Management Review Board 
   a. Quarterly Report of Agency Bank Accounts [Act 2016-587] 
  23. La. Board of Regents – ULM College of Pharmacy 
   a. Annual Report of Pharmacy Education Support Fees Collected 

24. La. State Employees Retirement System 
   a. Monthly Report of Employer & Employee Contributions 
  25. La. Workforce Commission 
   a. Quarterly Report of Employer’s Unemployment Tax 
  26. La. House of Representatives – Office of the Speaker 
   a. Annual Report of Rulemaking Activity 
   b. Ad hoc notices for rulemaking projects 

27. La. House of Representatives – Poynter Legislative Research Library 
   a. Annual Filing of Legislative Reports 
  28. La. House of Representatives – Committee on Commerce    
   a. Annual Report of Licensed Ex-Offenders [Act 2017-262] 
  29. La. House of Representatives – Committee on House & Governmental Affairs 
   a. Quarterly Report of Board Complaints [Act 2018-655] 

30. La. House of Representatives – Committee on Health & Welfare 
   a. Annual LaTrac Report on Board Activity [Act 2009-12] 
   b. Annual Report on Rulemaking Activity 
   c. Annual Notice of Budget Adoption 
   d. Comprehensive Annual Financial Report 

e. Ad hoc notices for rulemaking projects 
  31. La. Senate – Office of the President 
   a. Annual Report on Rulemaking Activity 
   b. Ad hoc notices for rulemaking projects 

32. La. Senate – Committee on Health & Welfare 
   a. Annual LaTrac Report on Board Activity [Act 2009-12] 
   b. Annual Report on Rulemaking Activity 
   c. Annual Notice of Budget Adoption 

d. Comprehensive Annual Financial Report 
e. Ad hoc notices for rulemaking projects 

  33. La. Senate – Committee on Senate & Governmental Affairs 
   a. Annual Report on Boards & Commissions 
   b. Quarterly Report of Board Complaints [Act 2018-655] 

34. La. Legislature – Legislative Auditor 
 a. Comprehensive Annual Financial Statement 
 b. Annual Inventory of Property & Equipment 
 c. Annual Asset Certification Report 
 d. Annual Notice of Budget Adoption 

  35. La. Legislature – Legislative Fiscal Office 
   a. Annual Notice of Budget Adoption 
   b. Annual LaTrac Report of Board Activity [Act 2009-12] 

c. Ad hoc impact statements for rulemaking projects 
  36. La. Legislature – Joint Legislative Committee on the Budget 
   a. Annual Notice of Budget Adoption 
   b. Annual LaTrac Report of Board Activity [Act 2009-12] 

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


 
NOTICE: In compliance with Act 655 of the 2018 Louisiana Legislature, 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 44486; Baton Rouge, LA 70804; 225.342.2403; h&ga@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.  
NOTICE: In compliance with Act 256 of the 2019 Louisiana Legislature, the Board gives public notice that any information submitted to the Board 
may become public record unless specifically exempted by the Public Records Law, R.S. 44:1 et seq. 

  37. U.S. Dept. of Commerce – Census Bureau 
   a. Annual Survey of Public Employment & Payroll 

38. U.S. Dept. of Health & Human Services – Office of Public Health 
   a. Quarterly Report to ESAR-VHP 
  39. U.S. Dept. of Labor – Bureau of Labor Statistics 
   a. Monthly Survey of Current Employment Statistics 
  40. U. S. Dept. of Treasury – Internal Revenue Service 
   a. Annual Filings (Forms 1094, 1095-C, 1096, 1099, W-2, & W-3) 

b. Quarterly Report of Form 941 – Employer’s Federal Tax Return 
 
 
3. Examinations 

A. Pharmacists 
 
 1. MPJE – the results for the second trimester of 2019 are available. 

 
Mr. Joe Fontenot and Mr. Cary Aaron participated in the annual review of 

Louisiana’s MPJE item pool in September.  After reviewing the 1,994 scored 
items, they removed 41 questions due to recent law and rule changes.  After 
reviewing the 485 pre-test items, they removed 8 questions for the same reason. 
Further, they reviewed new questions that had been generated earlier in the year; 
they approved 204 new questions for use in the Louisiana pool.  

 
  2.  NAPLEX – the results for the second trimester of 2019 are available. 

 
B.     Technicians 
 

1.   NHA – the results for the third quarter of 2019 are available.  
 

2.   PTCB – the results for the second half of 2019 are not yet available.   
 
 
4. Operations 
 A. Credentials Division 

As of October 30, 2019, we had 72,041 active credentials under management by 
the Board.  That number reflects a 2.9% increase from the beginning of this fiscal year on 
July 1, 2019.  About 65% of the credentials (46,746) reside in the Pharmacy Program with 
the balance in the CDS Program. 

We opened the renewal cycle for pharmacists and pharmacies on November 1; it 
will close on December 31.  On October 31, we sent renewal reminder notices to 9,325 
pharmacists, 1,924 pharmacies, and 1,295 pharmacies holding CDS licenses. 

 
 B. Compliance Division 

Our 7 pharmacist compliance officers are responsible for inspecting all the 
pharmacies and other facilities holding controlled substances (CDS).  The census reports 
available for this meeting reflect 1,422 pharmacies within the state, as well as 324 DME 
permits, and an additional 528 various types of facilities and persons for CDS visits, 
including hospitals, researchers, animal euthanasia technicians, etc. 

In addition to their routine site visits, the compliance officers are also responsible 
for investigating complaints filed with the Board.  We began this fiscal year with 179 cases 
pending from the prior fiscal year.  We have opened 143 new cases and closed 126, 
leaving 196 cases still open for this fiscal year.  Of the 126 cases closed, 77% were 
disposed of through staff activities and the balance through committee and Board action. 

 
 
 

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


 
NOTICE: In compliance with Act 655 of the 2018 Louisiana Legislature, 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 44486; Baton Rouge, LA 70804; 225.342.2403; h&ga@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.  
NOTICE: In compliance with Act 256 of the 2019 Louisiana Legislature, the Board gives public notice that any information submitted to the Board 
may become public record unless specifically exempted by the Public Records Law, R.S. 44:1 et seq. 

 C. Administrative Division 
The contracted legislative auditor completed their work on the audit of the Board’s 

year-end financial statement in September.  The audit report was clean and contained no 
findings or concerns.  However, the auditor made several adjustments in the Statement of 
Net Position due to the impact of the two grants received by the Board – the grant from 
the Dept. of Health to facilitate the statewide integration of PMP Gateway into electronic 
health records and pharmacy management information systems as well as the grant from 
PhRMA to fund the development of the drug price disclosure website.  While funds from 
the latter grant were received within the fiscal year, a small portion of the funds from the 
former grant were received a few days after the conclusion of the fiscal year.  In addition, 
both grants are intended to cover expenses over a period of time longer than one fiscal 
year.  Those factors require the recognition of unearned revenue, prepaid expenses as 
well as current and long term liabilities.  The Executive Committee reviewed the audited 
financial report and a copy was posted in the Boardroom Library. 

The Dept. of State Civil Service (DSCS) conducted its first-ever compliance audit 
on the Board’s compliance with the laws and rules relative to state employees in the 
classified service.  The draft report commended the Board for its 100% compliance on 13 
of the 15 standards reviewed and identified no areas of concern.  The DSCS requested 
the Board’s response by Nov. 25 for its inclusion in the final report.  The Executive 
Committee reviewed the draft report and proposed response.     

The administrative team visited the La. State Board of Nursing office to review 
their licensure information system and document imaging system which has significantly 
reduced the amount of paper retained in their office.  We will use this information to 
develop a proposal to modify our current record retention policy.  Following your approval 
and the approval of the Office of State Archives at the Dept. of State, we will then develop 
a proposal for your consideration to image as many records as possible and store them 
within a recordkeeping system compatible with our licensure information system.   

 
 D. Marijuana Pharmacies 

As you may recall, the enabling legislation adopted in 2015 limits the number of 
marijuana pharmacy permits in the state to a maximum of ten active permits.  The 
Board’s rules for marijuana pharmacies adopted in August 2017 identified the nine 
regions of the state used by the state health department, allocated one marijuana 
pharmacy permit to each of those nine regions, and included a provision that the 10th 
permit may be awarded by the Board when it is convinced of the need for it.  Following the 
conclusion of the competitive application process identified in its rules, the Board awarded 
the first nine marijuana pharmacy permits in April 2018.   

GB Sciences Louisiana (GBSL), the medical cannabis producer contracted by 
LSU Agricultural Center, utilizes a hydroponic process to grow its source material for the 
production process.  GBSL released its first product – two flavors of three different 
strengths of a combination THC/CBD tincture formulation in a 30 ml. container with a 
calibrated dropper in the cap – to the marijuana pharmacies on August 6, 2019.  The 
company is currently developing different dosage forms, including oral dissolving film 
strips, topical formulations, gelatin-based chewables, and a metered dose inhaler. 

Ilera Holistic Healthcare (IHH), the medical cannabis producer contracted by 
Southern University Agricultural Center, utilizes a soil-based process to grow its source 
material for the production process. IHH anticipates the release of its first product during 
the first calendar quarter of 2020. 

As you may recall, the Board’s rules require the dispensing pharmacist to review 
the patient’s record in the PMP prior to dispensing medical cannabis and further, to report 
all such dispensing transactions to the PMP.  Given the absence of an NDC for medical 
cannabis products, the Board’s rule now requires the producer to include a product 
identification number on the label of its products.  The product identification number has 
been used as a proxy for the NDC number to facilitate the reporting of those transactions 
to the PMP. 

To facilitate the Board’s determination of need for a 10th permit, we have initiated 
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a reporting process to reflect current activity in the marijuana pharmacies.  A copy of that 
report has been posted in the Boardroom Library.  

 
 
5. State Activities 

A. La. Dept. of Health – Office of Public Health 
The agency published an Emergency Rule on September 19 to add two new 
drugs to Schedule I of the state list of controlled substances – Flualprazolam and 
Clonazolam. The emergency scheduling action will expire at the end of the next legislative 
session.  We will add those two drugs to our annual legislative proposal for maintenance 
of the state list of controlled substances. 

 
B. La. State Board of Medical Examiners 

The agency published a Final Rule in the October 2019 edition of the 
Louisiana Register amending their Therapeutic Marijuana Rules.  Some of the new 
provisions include: 

• An amendment to the definition of Bona-Fide Physician-Patient Relationship 
which requires the physician to conduct at least one in-person physical 
examination at the physical practice location or at another location identified on 
the physician’s therapeutic marijuana registration. 

• An amendment to the list of qualifying medical conditions to incorporate the 
additional conditions authorized by the 2019 Legislature. 

• An amendment removing the limit of 100 patients which a physician could 
manage with therapeutic marijuana. 

• An amendment to the section relative to transmission of recommendations to 
marijuana pharmacies, to require the physician to transmit the recommendation 
by facsimile or in another electronic manner which complies with rules 
promulgated by the Board of Pharmacy 

 
C. La. Dept. of Agriculture & Forestry 

The agency published a Notice of Intent in the October 2019 edition of the 
Louisiana Register to establish their industrial hemp program.  The proposed rule 
provides for multiple licensing categories, including seed producers, growers, processors, 
and contract carriers.  The proposed rule provides for criminal background checks for 
license applicants, licensing and testing fees, recordkeeping requirements for licensees, 
inspections, destruction procedures for defective products, as well as enforcement 
procedures.  Public comments are due no later than November 22, and the public hearing 
is scheduled for December 3. 

  
D. La. State Board of Optometry Examiners 

The agency published a Notice of Intent in the October 2019 edition of the Louisiana 
Register to amend some sections of rules and implement some new requirements.  Some 
of the new provisions include: 

• Mandatory continuing education relative to prescribing of controlled substances. 
• Mandatory use of the PMP when prescribing opiate medications, tracking the 

state law adopted in 2018. 
• Required data elements for spectacle prescriptions, as well as certain 

recordkeeping requirements for such prescriptions. 
 

E. La. Dept. of Health – Bureau of Health Services Financing 
The agency published a Notice of Intent in the October 2019 edition of the Louisiana 
Register to amend their rule relative to pharmacy benefits management to allow for the 
use of electronic annotations for the Dispense as Written requirement for branded drug 
products.  The public hearing is scheduled for November 27, and public comments are 
due no later than November 29. 
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F. La. Dept. of Health – Office of Behavioral Health & Bureau of Health Services Financing 
The agency published a Notice of Intent in the October 2019 edition of the Louisiana 
Register, to amend their rules for opioid treatment programs to provide Medicaid 
coverage for all drugs used for opioid use disorder including methadone.  The public 
hearing is scheduled for November 27, and public comments are due no later than 
November 29. 

 
 
6. Regional & National Activities 
 A. National Association of Boards of Pharmacy (NABP) 

The annual meeting of this association is one of the three meetings for which 
certain of your travel expenses are eligible for reimbursement, subject to the limitations 
itemized in the Board’s travel policy as well as the state’s travel policy in PPM-49. 

For your planning purposes, the association will hold its 116th Annual Meeting on 
May 14-16, 2020 in Baltimore, MD.  Registration details will be provided when they are 
available. 

 
 B. NABP-AACP District 6 

The annual meeting of this association is one of the three meetings for which 
certain of your travel expenses are eligible for reimbursement, subject to the limitations 
itemized in the Board’s travel policy as well as the state’s travel policy in PPM-49.   

The Idaho Board of Pharmacy and Idaho State University College of Pharmacy 
hosted this year’s meeting of NABP-AACP Districts 6, 7, and 8 at the Idaho State Capitol 
in Boise, ID on Oct. 6-8.  Topics of discussion included a comparison of the currently 
prevailing method of pharmacy regulation to the ‘standard of care’ approach recently 
adopted by the Idaho Board of Pharmacy, which is similar to the regulatory approach 
commonly used by state boards of medicine and nursing.  Other topics included a 
discussion of a ‘full’ scope of practice for pharmacists, which typically include some 
elements of prescriptive authority for conditions not requiring a medical diagnosis as well 
as the ability to order and interpret laboratory tests used in the monitoring of drug therapy. 

For your planning purposes, Districts 6, 7, and 8 will meet together again on 
October 11-13, 2020 at the Civana Spa, Resort & Sanctuary in Carefree, AZ.  
Registration details will be provided when they are available. 

 
 C.  MALTAGON 

The annual meeting of this association is one of the three meetings for which 
certain of your travel expenses are eligible for reimbursement, subject to the limitations 
itemized in the Board’s travel policy as well as the state’s travel policy in PPM-49. 

The Mississippi Board of Pharmacy hosted the 2019 conference at the Beau 
Rivage Resort & Casino in Biloxi, MS on Oct. 27-30.  Topics for the roundtable 
discussions included medical marijuana, USP-800, PBMs, compounding in physician 
offices, and licensing of nonresident pharmacies. 

For your planning purposes, the Alabama Board of Pharmacy will host next year’s 
conference The Lodge Hotel in Gulf Shores, AL on Oct. 4-6, 2020.  Registration details 
will be provided when they are available.   

As a gentle reminder, the Louisiana Board is scheduled to host the conference in 
2021.  We should be prepared to provide the date and venue for that meeting during the 
2020 conference.  

 
D. Enhancing Well-being and Resilience Among the Pharmacist Workforce ~ A National 

Consensus Conference 
  Louisiana Board Member Jackie Hall participated in the invitational conference, 

which was a collaborative effort of the American Pharmacists Association (APhA), 
Accreditation Council for Pharmacy Education (ACPE), American Association of Colleges 
of Pharmacy (AACP), National Association of Boards of Pharmacy (NABP), and the 
National Association of State Pharmacy Association Executives (NASPA).  The objectives 
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of the consensus conference were to: 
• Evaluate factors that contribute to well-being and resilience at the individual, 

organizational, and profession levels. 
• Develop strategies that could improve pharmacist well-being and resilience and 

decrease moral distress within individuals, managers, organizations, and the 
procession. 

• Identify and prioritize strategies that will drive change and fuel improvements in 
well-being and resilience. 

• Develop actionable recommendations that guide organizations and individuals in 
implementing positive change. 

 The conference was held July 17-19 in Chicago, IL.  Complete conference proceedings 
and outcomes will be formally published.  In the interim, we have posted a copy of the 50 
consensus recommendations in the Boardroom Library.  

   
E. Food & Drug Administration 
  In response to a congressional request in June 2018, the FDA commissioned the 

Drug Shortage Task Force, which analyzed drug shortage data and developed 
recommendations.  Their report, Drug Shortages: Root Causes and Potential Solutions, 
relies on information from stakeholders, published research, and economic analysis of 
market conditions affecting drug shortages.  The report identifies three root causes for 
drug shortages: 

• Lack of incentives for manufacturers to produce less profitable drugs; 
• The market does not recognize and reward manufacturers for ‘mature quality 

systems’ that focus on continuous improvement and early detection of supply 
chain issues; and 

• Logistical and regulatory challenges make it difficult for the market to recover 
from a disruption. 

The report recommends several solutions to address drug shortages, including 
• Creating a shared understanding of the impact of drug shortages on patients and 

the contracting practices that may contribute to shortages; 
• Developing a rating system to incentive drug manufacturers to invest in quality 

management maturity for their facilities; and 
• Promoting sustainable private sector contracts, e.g., with payers, purchasers, and 

group purchasing organizations, to make sure there is a reliable supply of 
medically important drugs. 

In addition, the report describes legislative proposals in the federal FY2020 budget and 
planned FDA initiatives to prevent and mitigate shortages that look at improved data 
sharing, risk management, lengthened expiration dates for drugs, and internationally 
harmonized guidelines for a pharmaceutical quality system.  A copy of the report was 
posted in the Boardroom Library. 

 
 
7. International Activities 

A. International Pharmaceutical Federation (FIP) 
The Emirates Pharmacy Society hosted the FIP World Congress on Sep. 22-26, 

2019 in Abu Dhabi, United Arab Emirates.  The educational program included plenary 
sessions, platform presentations and poster sessions, all within the four primary topics for 
the congress: 

 Topic A – New trends in science, practice, and education 
These topics focused on technology, digitalization, robotics, individualization, virtual 
classroom, communication, patient-centered care, and ethical challenges. 

 Topic B – New roles, opportunities, and responsibilities 
These topics focused on pharmacists’ roles, roles of individuals, new services, 
collaboration and education. 

 Topic C – Health now! 
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These topics focused on new research, ethical considerations, new values, access to 
health, health systems, environmental sustainability, non-communicable diseases, 
empowerment of patients, and quality assessment. 

 Topic D – Targeting special interests 
These topics focused on special interests in the different fields of pharmacy and 
pharmaceutical sciences. 

FIP has announced that future congresses will be held Sep. 13-17, 2020 in 
Seville, Spain; Aug. 29 – Sep. 2, 2021 in Brisbane, Australia; and Sep. 25-29, 2022 in 
Capetown, South Africa. 

 
 B. dotPharmacy Verified Websites Program 

dotPharmacy is a generic top level domain (gTLD) on the Internet.  Although it is 
owned by NABP, the dotPharmacy domain is governed by a global collaboration including 
the International Pharmaceutical Federation (FIP) and the National Association of 
Pharmacy Regulatory Authorities (NAPRA – Canada) and endorsed by multiple global 
partners, including the World Health Organization (WHO), Interpol, and the 
Pharmaceutical Group of the European Union (PGEU). dotPharmacy is different from 
most TLDs in that authority to host a website on dotPharmacy is restricted to applicants 
whose legitimacy has been verified by NABP or one of its global partners.  The vision for 
dotPharmacy is to create an online pharmacy community where patients can go to safely 
order prescription drugs, knowing the sites have already been verified as legitimate 
pharmacies that are licensed by the appropriate pharmacy regulatory authority.  In 
addition to pharmacies, the plan is to create a presence for a number of related 
organizations, including professional membership organizations, colleges of pharmacy, 
boards of pharmacy, drug manufacturers, and consumer-oriented drug information 
organizations.  dotPharmacy began accepting applications for website registrations in 
June 2015. 

In October 2019, there were 573 registered domains held by pharmacy 
organizations representing approximately 60% of the physical pharmacy locations in the 
U.S. Although most of the domains are based in the U.S., 62 domains are based in other 
countries around the world, including Canada, the Netherlands, Germany, Malta, and the 
United Kingdom.  Discussions and negotiations are underway with pharmacy regulatory 
authorities in Australia, Brazil, China, India, New Zealand, Scotland, South Africa, and 
Turkey.  More information, including a list of registered domains, is available at 
www.safe.pharmacy.  

NABP verification of websites through the dotPharmacy program enables 
pharmacy websites to comply with e-business requirements established by Google, Bing, 
Yahoo, Twitter, Snap, Visa, and MasterCard. 

The Louisiana Board has two website addresses in the dotPharmacy domain: 
www.laboard.pharmacy and www.la.pharmacy.  The domain name fees for these websites 
have been waived by NABP.  For now, visitors to these sites are automatically re-directed 
to the Board’s website at www.pharmacy.la.gov.    

 
 
Respectfully submitted, 
Malcolm J Broussard 
Executive Director 
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Louisiana Board of Pharmacy
Pharmacy Program - Census Report

6/30/2018 6/30/2019 10/30/2019

PST.VI LA 14 9 9
NR 20 17 17
Total 34 26 26

PST-GVI LA 24 20 20
NR 8 6 6
Total 32 26 26

PST-M LA 0 0 0
NR 8 8 8
Total 8 8 8

PST-MS LA 3 0
NR 2 3
Total 5 3

PST-G LA 194 186 217
NR 27 31 36
Total 221 217 253

PST LA 5,690 5,795 5,725
NR 3,090 3,230 3,284
Total 8,780 9,025 9,009

9,009 9,255 9,325

PNT LA 910 892 849
NR 158 200 214
Total 1,068 1,092 1,063

PNT-FPG Total 2 2 3
PNT 1,070 1,094 1,066

 

CPT LA 6,433 6,452 6,819
NR 152 147 162
Total 6,585 6,599 6,981

CPT-M Total 1 1 2

CPT-MS Total 1 6
6,586 6,601 6,989

PTC LA 1,931 1,544 1,571
NR 69 51 47
PTC 2,000 1,595 1,618

Active PST 

Active CPT



Louisiana Board of Pharmacy
Pharmacy Program - Census Report

6/30/2018 6/30/2019 10/30/2019

PHY CH 10 9 9
HOS 163 161 162
HOX 6 5 5
IN 11 11 10
INX 11 11 11
IR 584 597 601
IRX 6 8 9
NR 534 561 580
NRN 8 10 10
NRP 2 1 1
NU 13 13 12
PE 0 0 0
PEN 0 0 0
PEX 3 4 4
RC 630 596 581
RPP 1 2 2
SAT 6 6 7
SPL 0 0 0
TDS 0 0 0
TM 8 9
PHY 1,988 2,003 2,013

AMS AMS 498 116 144
AMS-X 372 345 366
AMS 870 461 510

EDK EDK 435 374 416
EDK-X 11 6 8
EDK 446 380 424

DME LA 205 339 324
NR 437 301 285
DME 642 640 609

CDTM 69 78 80

MAR 3,073 3,161 3,230

PMP 15,835 19,686 20,694

SWP 45 41 46

TMD 71 127 145

TOTAL 41,770 45,174 46,746



Louisiana Board of Pharmacy
CDS Program - Census Report

6/30/2018 6/30/2019 10/30/2019

ACS Animal Control Shelter 0 0 0
AMS Automated Medication System 35 40 44
AMX Automated Medication System - Exempt 2 2 2
APN Advanced Practice Registered Nurse 2,975 3,434 3,613
ASC Ambulatory Surgical Center 0 0 0
CRX Correctional Center 0 0 0
DDS Dentist 2,174 2,224 2,265
DET Drug Detection Canine - Private Agency 0 6 6
DEX Drug Detection Canine - Law Enforcement 8 0 0
DIS Distributor 290 285 284
DPM Podiatrist 158 163 163
DVM Veterinarian 1,188 1,216 1,252
DYS Dialysis Center 0 0 0
EMC Emergency Center 0 0 0
EMS Emergency Medical Service 0 0 0
ETC Animal Euthanasia Tech - Cert 3 3 3
ETL Animal Euthanasia Tech - Lead 26 25 24
HOS Hospital 301 297 299
HOX Hospital - Exempt 5 5 5
INT Intern or Resident 318 1,047 1,237
LAB Analytical Laboratory 8 8 8
LAX Analytical Laboratory - Exempt 4 4 4
MD Physician 12,824 13,138 13,134

MDT Physician via Telemedicine 2 11 44
MED Medical Clinic 0 0 0
MFR Manufacturer 45 47 44
MP Medical Psychologist 91 91 88
OD Optometrist 349 360 363
PA Physician's Assistant 783 928 984

PHX Pharmacy - Exempt 22 24 24
PHY Pharmacy 1,313 1,279 1,271
REP Sales Representative 0 0 0
RES Researcher 104 106 110
RHC Rural Health Clinic 0 0 0
RNT APRN via Telehealth 5 1 1
ROF Registered Outsourcing Facility 19 19 17
SAC Substance Abuse Clinic 6 6 6
SAX Substance Abuse Clinic - Exempt 0 0 0
MIS Other 0 0 0

TOTAL 23,058 24,769 25,295

Highlighted credentials subject to inspection
 

 

Pharmacy Program 41,770 45,174 46,746
CDS Program 23,058 24,769 25,295
TOTAL 64,828 69,943 72,041

Classification

Total Credentials Under Board Management



Prefix Subcategory CredentialType Total
AMS Automated Medication System 12
AMS X Automated Medication System - Exempt 13

25

CDS AMS CDS License - Automated Medication System 3
CDS APN CDS License - APRN 194
CDS DDS CDS License - Dentist 47
CDS DIS CDS License - Distributor 8
CDS DPM CDS License - Podiatrist 2
CDS DVM CDS License - Veterinarian 28
CDS HOS CDS License - Hospital 10
CDS INT CDS License - Medical Intern or Resident 405
CDS MD CDS License - Physician 252
CDS MDT CDS License - Physician via Telemedicine 2
CDS MFR CDS License - Manufacturer 1
CDS MP CDS License - Medical Psychologist 1
CDS OD CDS License - Optometrist 12
CDS PA CDS License - Physician Assistant 70
CDS PHY CDS License - Pharmacy 23
CDS RES CDS License - Researcher 4
CDS ROF CDS License - Registered Outsourcing Facility 1
CDS TM CDS License - Therapeutic Marijuana 1

1064

CDTM Collaborative Drug Therapy Management (V) 2

CPT Certified Pharmacy Technician 185

DME Durable Medical Equipment (DME) Provider 21

EDK Emergency Drug Kit 42

MA Medication Administration (V) 125

PHY HOS Pharmacy - Hospital Inpatient 6
PHY IR Pharmacy - Community ~ Independent 19
PHY NR Pharmacy - Nonresident 29
PHY RC Pharmacy - Community ~ Chain 2
PHY SAT Pharmacy - Hospital Off-Site Satellite 1
PHY TM Pharmacy - Therapeutic Marijuana 1

58

PIC Pharmacist-in-Charge (V) 13

PMP CDS PMP - CDS Credential (V) 439
PMP PHY PMP - PHY Dispenser Account (V) 14
PMP PST PMP - Pharmacist (V) 92

545

PNT Pharmacy Intern 14
PNT FPG Pharmacy Intern - Foreign Pharmacy Graduate 1

15

PST Pharmacist 201

PTC Pharmacy Technician Candidate 282

SWP Special Work Permit 13

TM CPT Therapeutic Marijuana Designation - CPT 5
TM PST Therapeutic Marijuana Designation - PST 6

11

2602Grand Totals

Prefix Totals 

Prefix Totals 

Prefix Totals 

Prefix Totals 

Prefix Totals 

Prefix Totals 

New Credentials Issued
FYE 2020 - 1st Quarter

July 1, 2019 - September 30, 2019



Prefix Subcat. CredentialType 5/9/2018 8/2/2018 11/2/2018 2/6/2019 5/13/2019 8/1/2019 11/1/2019
AMS Automated Medication System 7 5 5 8 9 7 7
CPT Certified Pharmacy Technician 64 29 29 33 58 46 32
DME Durable Medical Equipment 22 17 18 20 12 14 10
EDK Emergency Drug Kit 4 4 5 7 2 2
PHY CH Pharmacy - Charitable 1 1 1
PHY HOS Pharmacy - Hospital Inpatient 1 1 5 6 6 9 8
PHY IN Pharmacy - Institutional 1 1 1 1
PHY IR Pharmacy - Community ~ Independent 26 21 20 22 18 21 22
PHY NR Pharmacy - Nonresident 70 74 73 60 67 61 41
PHY NRN Pharmacy - Nonresident Nuclear 2 1
PHY NU Pharmacy - Nuclear
PHY PEN Pharmacy - Penal 3 3 1
PHY RC Pharmacy - Community ~ Chain 2 4 3 2 1 1
PHY RPP Pharmavy - Remote Processor 2 1 1
PHY SAT Pharmacy - Hospital Off-Site Satellite 1 1 1 1 2
PHY SPL Pharmacy - Special Event 1 1 1
PHY TM Pharmacy - Therapeutic Marijuana 9 9 8 6 2 1
PIC Pharmacist-in-Charge 1 0
PNT FPG Pharmacy Intern - Foreign Graduate 1 1 1 1
PNT Pharmacy Intern 40 31 173 74 35 57 139
PST Pharmacist 381 480 278 272 348 305 234
PTC Pharmacy Technician Candidate 320 286 289 223 235 245 232

952 967 913 731 802 772 731

Prefix Subcat. CredentialType 5/9/2018 8/2/2018 11/2/2018 2/6/2019 5/13/2019 8/1/2019 11/1/2019
CDS AMS CDS - Automated Medication System 3 4 1 1 1
CDS APN CDS - APRN 17 17 14 14 11 10 9
CDS DDS CDS - Dentist 9 4 3 2 1
CDS DET CDS - Drug Detection / Canine 1 3 1 1
CDS DIS CDS - Distributor 5 6 17 15 14 13 2
CDS DPM CDS - Podiatrist 1
CDS DVM CDS - Veterinarian 2 5 4 1 3
CDS ETC CDS - Animal Euthanasia Tech, Certified 1
CDS ETL CDS - Animal Euthanasia Tech, Lead 1 1 3 1
CDS HOS CDS - Hospital 8 9 8 12 13 13 12
CDS INT CDS - Medical Intern or Resident 18 14 7 7 8 13
CDS MD CDS - Physician 33 27 34 24 18 20 8
CDS MFR CDS - Manufacturer 6 4 4
CDS MP CDS - Medical Psychologist
CDS OD CDS - Optometrist 1
CDS PA CDS - Physician Assistant 5 10 11 8 11 14 6
CDS PHY CDS - Pharmacy 26 22 27 24 21 20 23
CDS PHX CDS - Pharmacy - Exempt 2 2 1 1
CDS RES CDS - Researcher 5 5 2 2 3 5 17
CDS RNT CDS - APRN via Telehealth 1
CDS ROF CDS - Registered Outsourcing Facility 2 2 1 3 2 1
CDS SAC CDS - Substance Abuse Clinic 4 4 1 5 1 1
CDS TM CDS - Therapeutic Marijuana 9 8 6 2 1

128 155 149 127 110 107 94

Prefix Subcat. CredentialType 5/9/2018 8/2/2018 11/2/2018 2/6/2019 5/13/2019 8/1/2019 11/1/2019
CDTM Collaborative Drug Therapy Management 1
LB Law Book
MA Medication Administration 3 3 10 10 10 8 8
PMP PMP - CDS Credential 221 206 143 342 310 310 287
PMP PMP - MIS Credential
PMP PMP - PHY Credential 2 1
PMP PMP - PST Credential 225 210 5 345 2 2 1
SWP Special Work Permit 10 10 10 10 10 10 10
TM CPT Therapeutic Marijuana Designation - CPT 7 4 18 17 26 26 29
TM OMO Therapeutic Marijuana Designation - OMO 6 2
TM PST Therapeutic Marijuana Designation - PST 14 4 2 7 10 11 16

486 439 190 732 368 367 352

TOTAL 1566 1561 1252 1590 1280 1246 1177

Pending Applications

Subtotal

OTHER CREDENTIALS

PHARMACY CREDENTIALS

CDS CREDENTIALS

Subtotal

Subtotal
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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   

 
 

November 13, 2019 
 
 
Agenda Item 11-L:  Report of Executive Director 
 
Section 2 – A – 1 – D ~ Exceptions Report 
 
1. PIC at Multiple Pharmacies 

Board Policy I.A.4 permits the Executive Director to approve requests from pharmacists 
wishing to serve as the Pharmacist-in-Charge (PIC) of more than one pharmacy at the same time. 
The decision to approve such a request requires the concurrence of the President, as well as 
notice to the Board at its next meeting.  As authorized by the President, the Executive Director has 
delegated this authority to the General Counsel and the Assistant Executive Director. 

• On August 28, 2019 Mr. Aron and Mr. Fontenot concurred to grant a request from Michael 
M. Mohundro (PST.017229) for temporary dual PIC privileges at Our Lady of the Lake 
Children’s Hospital Pharmacy (Application Pending) and Our Lady of the Lake Hospital 
Pharmacy (PHY.005254).  The dual PIC privilege is temporary for a 90-day period 
beginning August 28, 2019. 

   
2. Special Work Permits for military-trained applicants and their spouses 

LAC Title 46: LIII §904 authorizes the Board to provide preferential licensing procedures 
for military-trained applicants and their spouses.  As authorized by the President, the Executive 
Director has delegated this authority to the General Counsel and the Assistant Executive Director. 

[None since previous meeting] 
 
3, Special Work Permits 

Board Policy I.A.7 permits the Executive Director to issue Special Work Permits to 
document the resurrection of expired non-renewable credentials and for other purposes as 
authorized by the Board.  The decision to approve such a request requires the concurrence of the 
President, as well as notice to the Board at its next meeting.  As authorized by the President, the 
Executive Director has delegated this authority to the General Counsel and the Assistant 
Executive Director. 

• On July 29, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of James Jeffrey 
Winningham.  He had previously obtained PTC.020209 which expired on January 9, 
2015. He is PTCB-certified and was issued a Special Work Permit for two years to earn 
his hours of practical experience. 

• On August 5, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Ann Marie 
Eddie.  She had previously obtained PTC.020029 which expired on November 14, 2014. 
She is PTCB-certified and was issued a Special Work Permit for two years to earn her 
hours of practical experience. 

• On August 22, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Sandra 
Vidrine Landry.  She had previously obtained PTC.014682 which expired on June 29, 
2010. She is ExCPT-certified and was issued a Special Work Permit for two years to earn 
her hours of practical experience. 

• On August 23, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Erica 
Palmer.  She had previously obtained PTC.015032 which expired on October 27, 2010. 
She is ExCPT-certified and was issued a Special Work Permit for two years to earn her 
hours of practical experience. 

• On September 4, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Treneka 
Dominique Hills.  She had previously obtained PTC.025088 which expired on August 3, 
2018. She is PTCB-certified and was issued a Special Work Permit for two years to earn 
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her hours of practical experience. 
• On September 4, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Ciera 

Arielle Carter.  She had previously obtained PTC.024132 which expired on December 13, 
2017. She is ExCPT-certified and was issued a Special Work Permit for two years to earn 
her hours of practical experience. 

• On September 6, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Katra 
Renielle Shelton.  She had previously obtained PTC.013252 which expired on March 18, 
2009. She is ExCPT-certified and was issued a Special Work Permit for two years to earn 
her hours of practical experience. 

• On September 11, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of 
Sheetara Yvette West.  She had previously obtained PTC.026196 which expired on May 
2, 2019. She is PTCB-certified and was issued a Special Work Permit for two years to 
earn her remaining hours of practical experience. 

• On October 10, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Paula Rae 
Flores.  She had previously obtained PTC.025691 which expired on June 28, 2019. She is 
ExCPT-certified and was issued a Special Work Permit for two years to earn her hours of 
practical experience. 

• On October 11, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Jasmine 
Marie Francis.  She had previously obtained PTC.022902 which expired on December 30, 
2016. She is ExCPT-certified and was issued a Special Work Permit for two years to earn 
her hours of practical experience. 

• On October 17, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Valencia 
Elese Dunn.  She had previously obtained PTC.014354 which expired on March 21, 2010. 
She is PTCB-certified and was issued a Special Work Permit for two years to earn her 
remaining hours of practical experience. 

• On October 21, 2019, Mr. Aron and Mr. Finalet concurred to grant a request of Darrelyn 
Michelle Ingram.  She had previously obtained PTC.022511 which expired on September 
17, 2016. She is ExCPT-certified and was issued a Special Work Permit for two years to 
earn her hours of practical experience. 
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Compliance Division Census Report 
 
 

November 13, 2019 
 
 
Practitioner Recovery Program 
• Probation Completion Report 

 
[none since May 2019 Board meeting] 
 

• Active Probation  40  Pharmacist 
      6  Technician 
 
• Active Suspension 40  Pharmacist 

  2  Pharmacy intern 
17  Technician 
  4  Technician candidate 

 
 
Disciplinary Restrictions 
• Probation Completion Report 

 
08-23-2019 PST.013050 Charles Wendell Alford 
11-13-2019 PHY.006883 Randal Riverside Corporation d/b/a Matlock Pharmacy 

[Arlington, TX] 
 11-14-2019 CPT.011400 Tonisha Re’nette Sanders 

 
• Active Probation  16  Pharmacist 

  1 Pharmacy intern 
  2         Technician 
  1 Technician candidate 

      5  Pharmacy permit 
      1 CDS-PHY license 
 
• Active Suspension/ 53  Pharmacist 

Inactivation    2 Pharmacy intern  
86  Technician 
20 Technician candidate 
  1 Special work permit 
12  Pharmacy permit 
  7 CDS-PHY license 
97 CDS license for practitioners  
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Louisiana Board of Pharmacy
Compliance Division

FY 17-18 FY 18-19 FY 19-20 FY 20-21
6/30/2018 6/30/2019 11/2/2019

Pending at Beginning of Fiscal Year 160 180 179

New Cases Added 500 433 143

Cases Closed 480 434 126

Cases Remaining 180 179 196

Average No. Days to Close Investigation 52 60

No. Investigations Closed > 180 Days 19 5

% Investigations Beyond Policy Limit 4.4% 3.9%

% Cases Closed by Board Action 27% 23%

Complaint Investigation Completion Policy Monitor
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Multistate Pharmacy Jurisprudence Examination (MPJE™) 
 
 
 
 
 
 
 

May 1 – August 31, 2019 
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MPJE-LA-2019 Trimester 2

Multistate Pharmacy Jurisprudence Examination® (MPJE®) State Summary 

Report

Louisiana

Test Window:

Table 1 First-Time Candidates, ACPE-Accredited Programs Only

Candidates Pass Rate %
Total Scaled 

Score Mean

Standard 

Deviation

May 1, 2019 - August 31, 2019

State 272 86.40% 78.34 3.67

National 16509 84.21% 78.39 3.97

Table 2 All Candidates

Candidates Pass Rate %
Total Scaled 

Score Mean

Standard 

Deviation

State 309 84.14% 78.10 3.67

52 99

All Candidates 48 99

Scale Score Range 0 100

National 18823 82.49% 78.12 4.01

Table 3 contains information on the range of 

scaled scores achieved by FT ACPE (First-Time, 

ACPE-Accredited) candidates as well as the 

pool of all candidates. It also shows the 

boundaries of the Scaled Score Range.

Table 3 Total Scaled Score Min/Max

Min Max

FT ACPE

Candidates who did not answer enough questions to receive a score are reflected in pass

rate data as a fail but are not included in mean scaled score data.
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[0,4] 0

[5,9] 0

[10,14] 0

[15,19] 0

[20,24] 0

[25,29] 0

[30,34] 0

[35,39] 0

[40,44] 0

[45,49] 0

[50,54] 0

[55,59] 0

[60,64] 0

[65,69] 2

[70,74] 46

[75,79]157

[80,84] 84

[85,89] 18

[90,94] 1

[95,100] 0

[0,4] 0 0%

[5,9] 0 0%

The following tables and graphs are scaled score frequency distributions for MPJE candidates. Candidates who did not 

answer enough questions to receive a score are not reflected in the frequency distributions.

Table 4 & Graph 1 State Frequency Distribution of Scaled Scores

Based on Total Tests Administered N = 308

Scaled Score Range Frequency

Cumulative Percent of 

the Upper Limit of the 

Interval

[20,24] 0 0%

[25,29] 0 0%

[10,14] 0 0%

[15,19] 0 0%

[40,44] 0 0%

[45,49] 0 0%

[30,34] 0 0%

[35,39] 0 0%

[60,64] 0 0%

[65,69] 2 1%

[50,54] 0 0%

[55,59] 0 0%

[80,84] 84 94%

[85,89] 18 100%

[70,74] 46 16%

[75,79] 157 67%

[90,94] 1 100%

[95,100] 0 100%
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Table 5 & Graph 2 National Frequency Distribution of Scaled Scores

18817

Scaled Score Range Frequency

Cumulative Percent of 

the Upper Limit of the 

Interval
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Multistate Pharmacy Jurisprudence Examination (MPJE)
for

Louisiana Board of Pharmacy

Jan - Apr May - Aug Sept - Dec Jan - Apr May - Aug Sept - Dec Jan - Apr May - Aug Sept - Dec Jan - Apr May - Aug Sept - Dec

First-Time Candidates, ACPE-Accredited Programs Only

No. of State Candidates 76 329 131 118 272

State Pass Rate 90.53% 78.37% 71.76% 86.44% 86.40%

State Scaled Score Mean 79.02 77.56 77.19 79.25 78.34

No. of National Candidates 4,113 16,502 5,987 4,648 16,509

National Pass Rate 82.37% 85.00% 76.03% 81.95% 84.21%

National Scaled Score Mean 78.26 78.50 77.46 78.09 78.39

All Candidates

No. of State Candidates 111 370 211 157 309

State Pass Rate 82.79% 78.82% 69.19% 79.62% 84.41%

State Scaled Score Mean 78.00 77.47 76.64 78.26 78.10

No. of National Candidates 5,845 18,851 9,201 6,583 18,823

National Pass Rate 76.46% 83.07% 72.86% 76.77% 82.49%

National Scaled Score Mean 77.49 78.21 76.94 77.38 78.12

2018 2019 2020 2021
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NAPLEX-LA-2019 Trimester 2

North American Pharmacist Licensure Examination® (NAPLEX®) State 

Summary Report

Louisiana

Test Window:

Table 1 First-Time Candidates, ACPE-Accredited Programs Only

Candidates Pass Rate %
Total Scaled 

Score Mean

Standard 

Deviation

Area 1 Scaled 

Score Mean

Standard 

Deviation

Area 2 Scaled 

Score Mean

Standard 

Deviation

May 1, 2019 - August 31, 2019

State 181 90.06% 94.68 15.53 12.56 1.04 12.52 1.16

National 12364 90.59% 96.80 16.34 12.70 1.13 12.63 1.20

Table 2 All Candidates

Candidates Pass Rate %
Total Scaled 

Score Mean

Standard 

Deviation

Area 1 Scaled 

Score Mean

Standard 

Deviation

Area 2 Scaled 

Score Mean

Standard 

Deviation

1.05 12.48 1.17

National 13199 88.52% 95.54 17.09 12.62 1.17

State 186 88.17% 94.04 15.85 12.53

1 138

Scale Score Range 0 150

12.56 1.22

Table 3 contains information on the range of scaled 

scores achieved by FT ACPE (First-Time, ACPE-

Accredited) candidates as well as the pool of all 

candidates. It also shows the boundaries of the Scaled 

Score Range.

Table 3 Total Scaled Score Min/Max

Min Max

FT ACPE 1 138

All Candidates
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[45,49] 0

[50,54] 1

[55,59] 2
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[140,144]0
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[0,4] 0 0%
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The following tables and graphs are scaled score frequency distributions for NAPLEX candidates.

Table 4 & Graph 1 State Frequency Distribution of Scaled Scores

Based on Total Tests Administered N = 186

Scaled Score Range Frequency

Cumulative Percent of 

the Upper Limit of the 

Interval
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[70,74] 6 12%

[75,79] 10 17%

[100,104] 20 72%

[105,109] 23 84%

[90,94] 26 49%
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Table 5 & Graph 2 National Frequency Distribution of Scaled Scores

Based on Total Tests Administered N = 13199

Scaled Score Range Frequency

Cumulative Percent of 

the Upper Limit of the 

Interval
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North American Pharmacist Licensure Examination (NAPLEX)
for

Louisiana Board of Pharmacy

Jan - Apr May - Aug Sept - Dec Jan - Apr May - Aug Sept - Dec Jan - Apr May - Aug Sept - Dec Jan - Apr May - Aug Sept - Dec

First-Time Candidates, ACPE-Accredited Programs Only

No. of State Candidates 1 204 24 3 181

State Pass Rate 0.00% 89.22% 45.83% 66.67% 90.06%

State Scaled Score Mean 50.00 94.10 76.04 71.33 94.68

No. of National Candidates 290 12,271 2,019 374 12,364

National Pass Rate 64.48% 91.64% 72.76% 67.11% 90.59%
72.20

National Scaled Score Mean 97.54 84.56 82.00 96.80

All Candidates

No. of State Candidates 17 215 50 24 186

State Pass Rate 35.29% 86.98% 50.00% 70.83% 88.17%

State Scaled Score Mean 72.88 93.10 76.24 76.50 94.04

No. of National Candidates 1,349 13,152 3,582 1,344 13,199

National Pass Rate 56.56% 89.57% 69.24% 61.24% 88.52%

National Scaled Score Mean 77.61 96.25 82.00 77.80 95.54

2018 2019 2020 2021
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National Healthcareers Association
ExCPT

1st Qtr 2nd Qtr 3rd Qtr 4th Qtr 1st Qtr 2nd Qtr 3rd Qtr 4th Qtr

First-Time Candidate Group
No. of LA Candidates 7 32 34 32 48 71 58

No. of LA Candidates who passed 2 16 20 22 41 39 35

State Pass Rate 29% 50% 59% 69% 85% 56% 60%

No of National Candidates 1835 3942 1536

No. of National Candidates who passed 1356 2503 1123

National Pass Rate 66% 61% 70% 70% 74% 63% 73%

Multiple Attempts Group
No. of LA Candidates 2 6 2 5 1 1 1

No. of LA Candidates who passed 1 3 2 2 1 1 0

State Pass Rate 50% 50% 100% 40% 100% 100% 0%

No. of National Caniddates 172 194 72

No. of National Candidates who passed 94 95 37

National Pass Rate 62% 47% 40% 55% 55% 49% 51%

Calendar Year 2018 Calendar Year 2019



Louisiana
Board of Pharmacy

Financial Statements

June 30, 2019



Louisiana Board of Pharmacy
Table of Contents

Independent Auditor’s Report.I

Financial Statements

Statement of Net Position 4

Statement of Revenues, Expenses, and Changes in Net Position 6

Statement of Cash Flows 7

Notes to Financial Statements 8

Required Supplementary Information

Schedule of Employer’s Proportionate Share of Net Pension Liability 26

Schedule of Employer’s Pension Contributions 27

Schedule of Employer’s Proportionate Share of the Total Collective OPEB Liability 28

Notes to Required Supplementary Information 29

Other Supplementary Information

Schedule of Per Diem Paid to Board Members 30

Reports Required by Goverinnent Auditing Standards

Independent Auditor’s Report on Internal Control over Financial Reporting and on
Compliance and Other Matters Based on an Audit of Financial Statements Performed
in Accordance with Govenmwnt Auditing Standards 31

Summary of Auditor’s Results and Schedule of Findings 33

Summary Schedule of Prior Year Findings 34

Supplementary Information as Required by the Louisiana Division of Administration

Annual Fiscal Report 35



P 1
308 South Tyler Street, Sue 2

& _J) Covington, Louisiana 70433

____

INELL & ARTINEZ LLC info@pnmarcPaom
pinmarcpa..com

Certified Public Accountants 985-327-7311

Independent Auditor’s Report

To the Board Members of
Louisiana Board of Pharmacy
Baton Rouge, Louisiana

We have audited the accompanying financial statements of the business-type activities of the Louisiana
Board of Pharmacy, a component unit of the State of Louisiana, as of and for the year ended June 30,
2019, and the related notes to the financial statements, which collectively comprise the Louisiana Board
of Pharmacy’s basic financial statements as listed in the table of contents.

Management’s Responsibility for the Financial Statements

Management is responsible for the preparation and fair presentation of these financial statements in
accordance with accounting principles generally accepted in the United States of America; this includes
the design, implementation, and maintenance of internal control relevant to the preparation and fair
presentation of financial statements that are free from material misstatement, whether due to fraud or
error.

Auditor’s Responsibility

Our responsibility is to express an opinion on these financial statements based on our audit. We
conducted our audit in accordance with auditing standards generally accepted in the United States of
America and the standards applicable to financial audits contained in Government Auditing Standards,
issued by the Comptroller General of the United States. Those standards require that we plan and perform
the audit to obtain reasonable assurance about whether the financial statements are free from material
misstatement.

An audit involves performing procedures to obtain audit evidence about the amounts and disclosures in
the financial statements. The procedures selected depend on the auditor’sjudgment, including the
assessment of the risks of material misstatement of the financial statements, whether due to fraud or error.
In making those risk assessments, the auditors consider internal control relevant to the Louisiana Board of
Pharmacy’s preparation and fair presentation of the financial statements in order to design audit
procedures that are appropriate in the circumstances, but not for the purpose of expressing an opinion on
the effectiveness of the Louisiana Board of Pharmacy’s internal control. Accordingly, we express no such
opinion. An audit also includes evaluating the appropriateness of accounting policies used and the
reasonableness of significant accounting estimates made by management, as well as evaluating the overall
presentation of the financial statements.

We believe that the audit evidence we have obtained is sufficient and appropriate to provide a basis for
our audit opinions.

Slenit*r of The Society Member ol The Anieric.an lnsttite of Menitie, of The Assocat,crn ol

of Iouisiana CPAs C&IJfIQd Public Accousdants Certified Fraud Examiners



To the Board Members of
Louisiana Board of Pharmacy
Baton Rouge. Louisiana

opinion

In our opinion, the financial statements referred to above present fairly, in all material respects, the
respective financial position of the business-type activities of Louisiana Board of Pharmacy, as of June
30, 2019, and the respective changes in financial position and cash flows thereof for the year then ended
in accordance with accounting principles generally accepted in the United States of America.

Other Matters

Required Supplementary Informnatw,m

Management has omitted the management’s discussion and analysis information that accounting
principles generally accepted in the United States of America require to be presented to supplement the
basic financial statements. Such missing information, although not a part of the basic financial statements,
is required by the Governmental Accounting Standards Board, who considers it be an essential part of
financial reporting for placing the basic financial statements in an appropriate operational, economic, or
historical context. Our opinion on the basic financial statements is not affected by this missing
information.

Accounting principles generally accepted in the United States of America require that the schedule of
employer’s proportionate share of net pension liability at page 26; schedule of employer’s pension
contributions at page 27; and schedule of employer’s proportionate share of the total collective OPEB
liability at page 28, be presented to supplement the basic financial statements. Such information, although
not a part of the basic financial statements, is required by the Governmental Accounting Standards Board,
who considers it to be an essential part of financial reporting for placing the basic financial statements in
an appropriate operational, economic, or historical context. We have applied certain limited procedures to
the required supplementary information in accordance with auditing standards generally accepted in the
United States of America, which consisted of inquiries of management about the methods of preparing the
information and comparing the information for consistency with management’s responses to our
inquiries, the basic financial statements, and other knowledge we obtained during our audit of the basic
financial statements. We do not express an opinion or provide any assurance on the information because
the limited procedures do not provide us with sufficient evidence to express an opinion or provide any
assurance.

Supplenmentary and Oilier Infornuitiwi

Our audit was conducted for the purpose of forming an opinion on the financial statements of the
Louisiana Board of Pharmacy. The accompanying schedule of per diem paid to board members at page 30
and the annual fiscal report at page 35 is presented for purposes of additional analysis and are not a
required part of the financial statements.

7



To the Board Members of
Louisiana Board of Pharmacy
Baton Rouge, Louisiana

The schedule of per diem paid to board members and annual fiscal report is the responsibility of
management and was derived from and relate directly to the underlying accounting and other records used
to prepare the basic financial statements. Such information has been subjected to the auditing procedures
applied in the audit of the basic financial statements and certain additional procedures, including
comparing and reconciling such information directly to the underlying accounting and other records used
to prepare the financial statements or to the financial statements themselves, and other additional
procedures in accordance with auditing standards generally accepted in the United States of America. In
our opinion, the accompanying schedules are fairly stated, in all material respects, in relation to the basic
financial statements as a whole.

Other Reporting Required by GovernmentAuditing Standards

In accordance with GovernnzeiziAuditing Standards, we have also issued our report dated September 18.
2019, on our consideration of the Louisiana Board of Pharmacys internal control over financial reporting
and on our tests of its compliance with certain provisions of laws, regulations, contracts, and grant
agreements and other matters. The purpose of that report is to describe the scope of our testing of internal
control over financial reporting and compliance and the results of that testing. and not to provide an
opinion on internal control over financial reporting or on compliance. That report is an integral pan ofan
audit performed in accordance with Government Auditing Standards in considering the Louisiana Board
of Pharmacy’s internal control over financial reporting and compliance.

Covington, Louisiana
September 18, 2019

3
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Louisiana Board of Pharmacy
Statement of Net Position
June 30, 2019

ASSETS AND DEFERRED OUTFLOWS OF RESOURCES
Current Assets

Cash and cash equivalents $ 2,1 89,403

Accounts receivable 24,294

Grants and contributions receivable 210,667

Accrued interest on investments 11,672

Prepaid expenses 463,292

Investments 297,229

3,196,557

Noncurrent Assets

Investments 3,743,227

Capital assets, net 2,1 80,003

5,923,230

9,119,787

Deferred Outflows of Resources

Deferred outflows related to pension plan 972,930

Deferred outflows related to post-employment benefits plan 71,452

1,044,382

$ 10,164,169

See accompanying notes to financial statenents.
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Louisiana Board of Pharmacy
Statement of Net Position (Contin lied)
June 30, 2019

LIABILITIES, DEFERRED INFLOWS OF
RESOURCES, AND NET POSITION

Current Liabilities

Accounts payable $ 12,683
Accrued salaries and related expenses 50,720

Unearned revenue 1,443,300

Accrued compensated absences - current 44,649
Other post-employment benefits - current 47,351

1,598,703

Noncurrent Liabilities

Accrued compensated absences 90,378

Pension liability 5,297,583

Other post-employment benefits 1,881 ,586

7,269,547

8,868,250

Deferred Inflows of Resources

Deferred inflows related to pension plan 80,208
Deferred inflows related to post-employment benefits plan 154,202

234,410

Net Position

Net investment in capital assets 2,180,003

Unrestricted (I , II 8,494)

1,061,509

$ 10,164,169

See accompanying notes to financial statements.
5



Louisiana Board of Pharmacy
Statement of Revenues, Expenses, and Changes in Net Position
For the Year Ended June 30, 2019

Operating Revenues
Licenses, permits, and fees $ 3,407,976

Grants and contributions 448,567

Other income 48,272

3,904,815

Operating Expenses

Salaries and payroll taxes 1,697,933

Employee benefits 839,648

Office expenses 238,902

Software and computer services 703,650

Depreciation 55,621

Lease expense 14,975

Legal and professional services 96,080

Conventions and board meetings 84,424

Travel 94,000

3,825,233

Operating income 79,582

Non-Operating Revenues (Expenses)

Net investment income 161,805

161,805

Change in net position

Net position, beginning of year

Net position, end of year

241,387

820,122

S 1,061,509

See accompanying notes to financial statements.
6



Louisiana Board of Pharmacy
Statement Cash Flows
For the Year Ended June 30, 2019

Cash Flows From Operating Activities
Receipts from licenses, permits, and fees $ 3,449,124
Receipts from grants and contributions 1,681200
Payments to employees for services (2.479.547)
Payments to suppliers for goods and services (1.795,018)
Net cash provided by operating activities 855,729

Cash Flows From Capital and Related Financing Activities
Purchase olcapital assets (114.222)
Net cash used in capital and related financing activities (114.222)

Cash Flows From Investing Activities
Maturities of investments 99.000
Investment income 63,178
Net cash provided by investing activities 162.178

Reconciliation of operating income to net cash provided
by operating activities:

Operating income

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

Depreciation
Decrease (increase) in:

Accounts receivable
Grants receivable

Prepaid expenses
Deferred outflows related to pension plan
Deferred outflows related to post-employment benefits plan

Increase (decrease) in:
Accounts payable
Accrued salaries and related expenses
Unearned revenue
Accrued compensated absences
Pension liability
Other post-employment benefits obligation
Deferred inflows related to pension plan
Deferred inflows related to post-employment benefits plan

_________________

Net cash provided by operating activities

Change in cash and cash equivalents
Cash and cash equivalents, beginning of year

Cash and cash equivalents, end of year

903,685
1,285,718

S 2,189,403

S 79,582

55.621

(7,121)
(210,667)

(45 5. 138)
254,705
(28.653)

(107.879)
5,t20

1.443.300
7,420

(158.214)
(5,517)

(64.684)
47,857

S 855.729

See accompanying izotes to financial statements.
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Louisiana Board of Pharmacy
Notes to Financial Statements

1. History and Summary of Significant Accounting Policies

Ills/cry and Nature ofOperations
The Louisiana Board of Pharmacy (the “Board”) isa component unit of the state of Louisiana created
within the Louisiana Department of Health, as provided by Louisiana Revised Statute (R.S.)
37:1171, in 1888. The Board is charged with the authority and responsibility of regulating the profession
and practice of pharmacy in the interest of the health, safety. and welfare of the citizens of the state of
Louisiana.

The Board is composed of seventeen members, appointed by the governor, including two licensed
pharmacists from each of the eight pharmacy districts and one representative of the consumers from the
state at large. Operations of the Board are funded through self-generated revenues primarily derived from
fees for the issuance of licenses, permits. and examinations. For the year ended June 30. 2019, the Board
had twenty-three full-time employees and five part-time employees, administered 69,943 active
credentials, and issued 9,358 new credentials.

Financial Reporting Entity
The Board is considered a component unit of the state of Louisiana because the state exercises oversight
responsibility in that the governor appoints the Board members and public service is rendered within the
state’s boundaries. The accompanying financial statements present information only as to the transactions
of the Board as authorized by Louisiana statutes and administrative regulations.

Annually, the State of Louisiana issues a basic financial statement which includes the activity contained
in the accompanying financial statement. The basic financial statement is issued by the Louisiana
Division of Administration — Office of Statewide Reporting and Accounting Policy and audited by the
Louisiana Legislative Auditor.

Basis ofAccounting
For financial reporting purposes. the Board is considered a special-purpose government engaged only in
business-type activities. All activities of the Board are accounted for within a single proprietary
(enterprise) fund.

Proprietary funds are accounted for using the “economic resources” measurement focus and the accrual
basis of accounting. Accordingly, all assets and liabilities (whether current or noncurrent) are included on
the Statement of Net Position. The Statement of Revenues, Expenses astd Changes in Net Position
presents increases (revenues) and decreases (expenses) in total net position. Under the accrual basis of
accounting, revenues are recognized in the period in which they are earned while expenses are recognized
in the period in which the liability is incurred.

Operating revenues and expenses generally result from providing services and producing and delivering
goods in connection with a proprietary fund’s principal ongoing operations. The principal operating
revenues are user charges and fees, while operating expenses consist of salaries, ordinary maintenance,
assessments, indirect costs and depreciation. All revenues and expenses not meeting this definition are
reported as nonoperating revenues and expenses.
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Net Position
The statement of net position reports net position as the difference between assets and deferred outflows
of resources less liabilities and deferred inflows of resources. Net position is displayed in three
components:

• Net investment in capital assets - consists of capital assets net of accumulated depreciation and
reduced by the outstanding balances of bonds that are attributable to tile acquisition, construction, and
improvement of those assets.

• Restricted - consists of amounts with constraints placed on the use by (a) external groups such as
creditors. grantors, contributors, or laws or regulations of other governments: or (b) law through
constitutional provisions or enabling legislation.

• Unrestricted - All other amounts that do not meet the definition of ‘restricted” or net investment in
capital assets.’

Restricted Resources
When both restricted and unrestricted resources are available for use, it is the Board’s policy to use
restricted resources first, then unrestricted resources as they are needed. The Board had no restricted
resources at June 30, 2019.

Use ofEstunutes
The preparation of financial statements in conformity with accounting principles generally accepted in the
United States of America requires management to make estimates and assumptions that affect the
reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date of
the financial statements and the reported amounts of revenues and expenses during the reporting period.
Actual results could differ from those estimates.

Ne it’ A ccmi tiling Pronouncements
Statement No. 85, “Omnibus 2017.” On March 20.2017, GASH issued “Omnibzcv 20] 7” to address
practice issues that have been identified during implementation and application of certain CASH
Statements. Statement No. 85 addresses a variety of topics including issues related to blending
component units, goodwill, fair value measurement and application, and postemployment benefits
(pensions and other postemployment benefits (OPEB). Specifically, this statement addresses the
following topics:

• Blending a component unit in circumstances in which the primary government is a business-type
activity that reports in a single column for financial statement presentation

• Reporting amounts previously reported as goodwill and “negative” goodwill
• Classifying real estate held by insurance entities
• Measuring certain money market investments and participating interest-earning investment

contracts at amortized cost
• Timing of the measurement of pension orOPEB liabilities and expenditures recognized in

financial statements prepared using the current financial resources measurement focus
• Recognizing on-behalfpayments for pensions or OPEB in employer financial statements
• Presenting payroll-related measures in required supplementary’ information for purposes of

reporting by OPEB plans and employers that provide OPEB
• Classifying employer-paid member contributions for OPEB
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• Simplifying certain aspects of the alternative measurement method for OPEB
• Accounting and financial reporting for OPEB provided through certain multiple-employer

defined benefit OPEB plans.

The requirements of this Statement are effective for reporting periods beginning after June 15,
2017.

The GASB has issued the following Statements which will become effective in future years as shown
below:

Statement No. 83. “Certain Asset Retirement Obligations” addresses accounting and financial reporting
for certain asset retirement obligations (AROs). An ARO is a legally enforceable liability associated
with the retirement ola tangible capital asset. A government that has legal obligations to perform future
asset retirement activities related to its tangible capital assets should recognize a liability based on the
guidance in this Statement. This Statement establishes criteria for determining the timing and pattern of
recognition ofa liability and a corresponding deferred outflow of resources for AROs. The requirements
of this Statement are effective for reporting periods beginning after June 15, 2018. Management has not
yet determined the effect of this Statement on the financial statements.

Statement No. 84. “Fiduciary Activities” improves guidance regarding the identification of fiduciary
activities for accounting and financial reporting purposes and how those activities should be reported.
This Statement establishes criteria for identifying fiduciary activities of all state and local governments.
The focus of the criteria generally is on (1) whether a government is controlling the assets of the
fiduciary activity and (2) the beneficiaries with whom a fiduciary relationship exists. Separate criteria are
included to identify fiduciary’ component units and postemployment benefit arrangements that are
fiduciary activities. An activity meeting the criteria should be reported in a fiduciary’ fund in the basic
financial statements. This Statement also provides for recognition ofa liability’ to the beneficiaries in a
fiduciary’ fund when an event has occurred that compels the government to disburse fiduciary’ resources.
The requirements of this Statement are effective for reporting periods beginning after December 15.
2018. Management has not yet determined the effect of this Statement on the financial statements.

Statement No. 87, Leases” increases the usefulness ofgovemments’ financial statements by requiring
recognition of certain lease assets and liabilities for leases that previously were classified as operating
leases and recognized as inflows of resources or outflows of resources based on the payment provisions
of the contract. It establishes a single model for lease accounting based on the foundational principle that
leases are financings of the right to use an underlying asset. Under this Statement, a lessee is required to
recognize a lease liability and an intangible right-to-use lease asset, and a lessor is required to recognize a
lease receivable and a deferred inflow of resources, thereby enhancing the relevance and consistency of
information about governments’ leasing activities. The requirements of this Statement are effective for
reporting periods beginning after December 15, 2019. Earlier application is encouraged.
Management has not yet determined the effect of this Statement on the financial statements.
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Statement No. 88. Certain Disclosures Related to Debt, including Direct Borrowings and Direct
Placements’ improves the information that is disclosed in notes to government financial statements
related to debt, including direct borrowings and direct placements. The Statement clarifies which
liabilities governments should include when disclosing information related to debt. This Statement
requires that additional essential information related to debt be disclosed in notes to financial statements,
including unused lines olcredit; assets pledged as collateral for the debt; and terms specified in debt
agreements related to significant events of default with finance-related consequences, significant
termination events with finance-related consequences, and significant subjective acceleration clauses. For
notes to financial statements related to debt, this Statement also requires that existing and additional
information be provided for direct borrowings and direct pLacements of debt separately from other debt.
The requirements of this Statement are effective for reporting periods beginning alter June 30, 2018.
Management has not yet determined the effect of this Statement on the financial statements.

Statement No. 89, ‘A ccou;uingfbr Interest Cost Incurred before the End ofa Construction Period”
establishes accounting requirements for interest cost incurred before the end ofa construction period.
Such interest cost includes all interest that previously was accounted for in accordance with the
requirements of paragraphs 5-22 of Statement No. 62, Codification of Accounting and Financial
Reporting Guidance Contained in Pre-November 30, 1989 FASB and AICPA Pronouncements, which
are superseded by this Statement. This Statement requires that interest cost incurred before the end of a
construction period be recognized as an expense in the period in which the cost is incurred for financial
statements prepared using the economic resources measurement focus. As a result, interest cost incurred
before the end ofa construction period will not be included in the historical cost ofa capital asset
reported in a business-type activity or enterprise fund. The requirements of this Statement are effective
for reporting periods beginning after December 15, 2019. Management has not yet determined the effect
of this Statement on the financial statements.

Statement No. 90, “AIajorTh’ Equin’ Interest” improves the consistency and comparability of reporting
government’s majority equity interest in legally separate organization and to improve the relevance of
financial statement information for certain component units. It defines a majority equity interest and
specifies that a majority equity interest in a legally separate organization should be reported as an
investment ifa government’s holding of the equity interest meets the definition ofan investment. A
majority equity interest that meets the definition of an investment should be measured using the equity
method. This Statement establishes that ownership ofa majority equity interest in a legally separate
organization results in the government being financially accountable for the legally separate organization
and, therefore, the government should report that organization as component unit. The requirements of
this Statement are effective for reporting period beginning after December 15, 2018. Management has
not yet determined the effect of this Statement on the financial statements.

Budget Practices

The Board prepares its budget in accordance with the Louisiana Licensing Agency Budget Act, R.S.
39:1331-1342. The budget is prepared on a modified accrual basis of accounting. Although budget
amounts lapse at year-end. the Board retains its unexpended net position to fund expenses of the
succeeding year.
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Cash and L’ash Equivalents
For the purpose of the statement of net position and statement of cash flows, cash and cash equivalents
include all demand accounts and money market funds of the Board with an original maturity of 90 days or
less. Under state law, the Board may deposit funds within a fiscal agent bank organized under the laws of
the state of Louisiana, the laws of any other state in the Union, or the laws of the United States. The
carrying amounts of cash deposits and money market accounts are reported in the statement of financial
position at cost which approximates fair value because of the short maturities of those instruments.

Investments
In accordance with R.S. 49:327(D), those funds determined by the Board to be in excess of immediate
needs shall be available for investment. The Board’s investments, which consist solely of U.S. Treasury
securities, are stated at fair value, as determined by quoted market prices, with realized and unrealized
gains and losses included on the statement of revenues, expenses, and changes in net position. Dividend
and interest income are accrued when earned.

Prepaid Expenses
Payments to vendors for supplies and services include costs applicable to the next accounting period and
are recorded as prepaid items.

Capital Assets
Capital assets are capitalized at historical cost, and donated assets are recorded at their estimated fair
market value at the date of donation. The Board maintains a threshold level of $1,000 or more for
capitalizing capital assets. All capital assets, other than land and construction in progress, are depreciated
using the straight-line method over the following useful lives:

Description Years

Building 40
Building improvements 10-20
Furniture and equipment 5- 10
Software 5

Estimated useful life is management’s estimate of how long the asset is estimated to meet service
demands. The costs of normal maintenance and repairs that do not add to the value of the asset or
materially extend assets’ lives are not capitalized.

Pension Plan
For purposes of measuring the net pension liability, deferred outflows of resources and deferred inflows
of resources related to pensions, and pension expense, information about the fiduciary net position of the
Louisiana State Employees’ Retirement System (“LASERS”) and additions to/deductions from the
LASERS’ fiduciary net position have been determined on the same basis as they are reported by
LASERS. For this purpose, benefit payments (including refunds of employee contributions) are
recognized when due and payable in accordance with the benefit terms. Investments are reported at fair
value.
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Post—Eniplovinent lieu/tb Cure crud Life Insurance Benefits
The Hoard provides certain continuing health care and life insurance benefits for its retired employees.
The Board recognizes the expense of providing these retiree benefits in accordance with GASH Statement
No. 75, Accounting and Financial Reporting/br Posteniployment BL’?WJitS Other Than Pensions.

Unearned Revenue
Unearned revenue consist of grant funding provided by the Louisiana Department of Health for the
implementation of a prescription drug monitoring program. The grant requirements have not been met
during the current fiscaL year.

(‘umpensated A bsen ccx
Employees earn and accumulate annual and sick leave at various rates, depending on their years of
service. Annual and sick leave that may be accumulated by each employee is unlimited. Upon
termination, employees or their heirs are compensated for up to 300 hours of unused vacation leave at the
employee’s hourly rate of pay at the time of termination. Upon retirement, unused vacation leave in
excess of 300 hours plus unused sick leave are used to compute retirement benefits. The cost of leave
privileges, computed in accordance with GASB Codification Section C60. is recognized as an expense
and a liability in the financial statements in the period in which the leave is earned. The compensated
absences liability is reported as a long-term liability with the portion expected to be paid within one year
reported as a current liability and an expense allocated on a functional basis.

DLferred Outflows ofResources
In addition to assets, the statement of net position reports a separate section for deferred outflows of
resources. This balance represents a consumption of net position that applies to a future period(s) and is
not recognized as an outflow of resources (expenses) until then. The Board has the following items that
qualify for reporting in this category:

Pension plan — these deferred outflows result from pension contributions after the measurement date
(deferred and recognized in the following fiscal year) and changes in assumptions, differences in
projected and actual earnings on pension assets, and changes in proportion and differences between
employer contributions and proportionate share of contributions (deferred and amortized over a closed
five year period).

OPEB plan — these deferred outflows result from OPEB contributions after the measurement date
(deferred and recognized in the following fiscal year).

DLferred Inflows ofResources
Deferred inflows of resources are acquisitions of net position by the Board that is applicable to a future
reporting period and so will not be recognized as an inflow of resources until then. The Board has the
following items that qualify for reporting in this category:

Pension plan — these deferred inflows result from differences between expected and actual experience and
changes in proportion and differences between employer contributions and proportionate share of
contributions (deferred and amortized over a closed five year period).
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OPEB plan — these deferred inflows result from changes in assumptions and changes in proportion and
differences between employer contributions and proportionate share of contributions (deferred and
amortized over a closed five year period).

2. Deposits with Financial Institutions

For reporting purposes, deposits with financial institutions include demand deposits and money market
funds. Deposits in bank accounts are stated at cost, which approximates market. Under state law these
deposits must be secured by federal deposit insurance or the pledge of securities owned by the fiscal agent
bank. The market value of the pledged securities plus the federal deposit insurance must at all times equal
the amount on deposit with the fiscal agent. These pledged securities are held in the name of the pledging
fiscal agent bank in a holding custodial bank in the form of safekeeping receipts. The Board’s cash
deposits at June 30, 2019 consisted of the following:

Deposits per statement of net position
(reconciled bank balance) 1,920,490 268,913 $ 2,189,403

Deposits held by financial institution $ 1,990,497 $ 268,913 $ 2,259,410

Category 3 bank balances:

a. Uninsured and uncollateralized

b. Uninsured and collateralized with
securities held by the pledging institution

c. Uninsured and collateralized with securities
held by the pledging institution’s trust
department or agent, but not in the
Board’s name

Total category 3 bank balances

1,490,497 -

$ 1,490,497 $ -

1,490,497

$ 1,490,497

Custodial Deposit Risk
In the case of deposits, this is the risk that in the event of a bank failure, the deposits may not be returned
to the Board. As ofJune 30, 2019, $1,490,497 ofthe Board’s bank balance was exposed to custodial
credit risk because the deposits were uninsured and collateralized with securities held by the pledging
institutions trust department or agent but not in the Board’s name.

At June 30, 2019, the Board had $268,913 within money market accounts backed by securities issued by
the U.S. government and provides daily liquidity. The accounts are not bank deposits and, therefore, are
not subject to collateralization.

Cash
Money
Market Total

$ - $ - $
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3. Investments

Investments consists of the following at June 30, 2019:

Moodys Credit
Cost Fair Value Interest Rates Quality Rating

U.S. treasury securities $ 4,087.057 $ 4,040.456 1.00%- .08% AAA

The following schedule summarizes the Board’s net investment income (loss) as reported on the
statement of revenues. expenses, and changes in net position for the year ended June 30, 2019:

Interest income

Increase in fair value

$ 63.497

98.069

S 161.566

credit RLck
Credit risk is the risk that an issuer ofan investment will not fulfill its obligation to the holder of the
investment. This is measured by the assignment of a rating by a national recognized statistical rating
organization. The Board limits this risks by holding all investments in U.S. treasury securities which has a
Moody’s Investors Service Credit Quality Rating of AAA.

Concentration of Credit RLck
Concentration of credit risk is the risk of loss attributed to the magnitude of the Board’s investment in a
single issuer. The investment policy of the Board contains no limitations on the amount that can be
invested in any one issuer beyond that stipulated by the State of Louisiana.

Interest Rate Risk
Interest rate risk is the risk that changes in market interest rates will adversely affect the fair value of an
investment. Generally. the longer the maturity ofan investment - the greater the sensitivity of its fair
value to changes in market interest rates is.

Information about the sensitivity of the fair values of the Boards investments to market interest rate
fluctuations is provided by the following table that shows the distribution of the Board’s investments by
maturity:

U.S. Treasury
securities

Less Than Ito 2 2 to 5 More Than
I Year Years Years 5 Years Total

$ 297,299 $ 3,743,227 $ - $ - S 4,040,526
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4. Fair Value Measurements

GASB Statement No. 72, Fair Valiw Measurements and Application, provides a fair value hierarchy that
prioritizes the inputs to valuation techniques used to measure fair value. The three levels of the fair value
hierarchy are described as follows:

• Level I inputs to the valuation methodology are unadjusted quoted prices for identical assets or
liabilities in active markets that the Board has the ability to access.

• Level 2 inputs to the valuations methodology include: quoted prices for similar assets or liabilities in
active markets; quoted prices for identical or similar assets or liabilities in inactive markets; inputs
other than quoted prices that are observable for the asset or liability; inputs that are derived
principally from or corroborated by observable market data by correlation or other means.

• Level 3 inputs to the valuation methodology are unobservable and significant to the fair value
measurement. Unobservable inputs reflect the Board’s own assumptions about the inputs market
participants would use in pricing the asset or liability (including assumptions about risk).
Unobservable inputs are developed based on the best information available in the circumstances and
may include the Board’s own data.

The Board uses appropriate valuation techniques based on the available inputs to measure the fair value of
its investments. The assets fair value measurement level with the fair value hierarchy is based on the
lowest level of any input that is significant to the fair value measurement. When available, valuation
techniques maximize the use of observable inputs and minimize the use of unobservable inputs.

The following table sets forth, by level, the Board’s assets at fair value as of June 30, 2019:

Level I Level 2 Level 3 Total
Cash equivalents

Money market accounts S - $ 268,913 $ - S 268,913
Investments

U.S. Treasury securities - 4,040,456 - 4,040,456

S - S 4,309,369 S - S 4,309,369

The Board used significant other observable inputs, particularly dealer market prices for comparable
investments as of the valuation date (Level 2). There have been no changes in the methods and
assumptions used in the prior fiscal year.
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5. Capital Assets

A summary of changes in capital assets is as follows:

Capital assets, not being depreciated

Land

Construction in progress

Capital assets, being depreciated

Building and improvements

Furniture, fixtures, and equipment

Software

Accumulated depreciation

Balance at

Depreciation expense for the year ended June 30, 2019 was $55.62 I.

6. Noncurrent Liabilities

The following is a summary of the long-term obligation transactions for the year ended June 30, 2019:

Accrued compensated absences
Pension liability
Other post-employment benefits

7. Pension Plan

The Board is a participating employer in a statewide. public employee retirement system, the Louisiana
State Employees’ Retirement System (“LASERS”). LASERS has a separate board of trustees and
administers a cost-sharing, multiple-employer defined benefit pension plan. including classes of
employees with different benefits and contribution rates (“subplan&’). Article X. Section 29(F) of the
Louisiana Constitution of 1974 assigns the authority’ to establish and amend benefit provisions of all sub-
plans administered by LASERS to the State Legislature. LASERS issues a public report that includes
financial statements and required supplementary information, and a copy of the report may be obtained
at www.lasersonline.org.

Balance at
06/30/IS

$ 1,004,940

181,354

1,186,294

1,065,861

400,859

408.560

1,875.280

3,061,574

(940,172)

S 2,121,402

Additions Deletions

S - $ -

- (181,354)

- (181,354)

289,016 -

6,560 -

295,576 -

295,576 (181,354)

(55,621) -

S 239,955 $ (181,354)

06/30/19

S 1,004,940

1,004,940

1,354,877

407,419

408,560

2,170,856

3,175,796

(995,793)

5 2,180,003

Balance at Payments and Balance at Due Within
06/30/lB Addilions Reductions 06/30/19 One Year

S 127,607 S 52.068 $ (44,64%) $ 135.027 $ 44,649
5.455.797 402.613 (560,827) 5.297,583 -

1,934.454 41.773 (47.290) 1.928,937 47.351

S 7,517.858 $ 496.454 $ (652.765) S 7.361,547 $ 92.000
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Plait Descriptions/Benefits Provided
LASERS administers a plan to provide retirement, disability, and survivor benefits to eligible state
employees and their beneficiaries as defined in R.S. 11:411-414. The age and years of creditable service
(“service”) required in order for a member to receive retirement benefits are established by R.S. 11:441
and vary depending on the member’s hire date, employer and job classification. Act 992 of the 2010
Regular Legislative Session closed existing sub-plans for members hired before January 1,2011, and
created new subplans for regular members, hazardous duty members, and judges.

The substantial majority of members may retire with full benefits at any age upon completing 30 years of
service and at age 60 upon completing 5-10 years of service. Additionally, members may choose to retire
with 20 years of service at any age, with an actuarially reduced benefit. Eligibility for retirement benefits
and the computation of retirement benefits are provided for in R.S. 11:444. The basic annual retirement
benefit for members is equal to a percentage (between 2.5% and 3.5%) of average compensation
multiplied by the number of years of service, generally not to exceed 100% of average compensation.
Average compensation is defined as the member’s average annual earned compensation for the highest
36 consecutive months of employment for members employed prior to July 1,2006, or highest 60
consecutive months of employment for members employed afler that date. A member leaving service
before attaining minimum retirement but after completing certain minimum service requirements,
generally 10 years, becomes eligible for a benefit provided the member lives to the minimum service
retirement age and does not withdraw the accumulated contributions.

Eligibility requirements and benefit computations for disability benefits are provided for in R.S. 11:46].
All members with 10 or more years of service or members aged 60 or older regardless of date of hire
who become disabled may receive a maximum disability benefit equivalent to the regular retirement
formula without reduction by reason of age. Hazardous duty personnel who become disabled in the line
of duty will receive a disability benefit equal to 75% of final average compensation.

Provisions for survivor benefits are provided for in R.S. 11:471-478. Under these statutes, the deceased
member who was in state service at the time of death must have a minimum of five years of service, at
least two of which were earned immediately prior to death, or who has a minimum of 20 years of service
regardless of when earned in order for a benefit to be paid to a minor or handicapped child. Benefits are
payable to an unmarried child until age 18 or age 23 if the child remains a full-time student. The
minimum service requirement is 10 years for a surviving spouse with no minor children, and benefits are
to be paid for life to the spouse or qualified handicapped child.

LASERS has established a Deferred Retirement Option Plan (DROP). When members enter DROP, their
status changes from active member to retiree even though they continue to work and draw their salary for
a period up to three years. The election is irrevocable once participation begins. During participation,
benefits otherwise payable are fixed and deposited in an individual DROP account. Upon leaving DROP,
members must choose among available alternatives for the distribution of benefits that have accumulated
in their DROP accounts.

Cost ofLiving Adjustments
As fully described in Title II of the Louisiana Revised Statutes, LASERS allows for the payment of cost
of living adjustments, or COLAs, that are funded through investment earnings when recommended by
the board of trustees and approved by the Legislature. These ad hoc COLAs are not considered to be
substantively automatic.
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Co,,trthutions
Article X, Section 29(E)(2)(a) of the Louisiana Constitution of 1974 assigns the Legislature the authority
to determine employee contributions. Employer contributions are actuarially determined using statutorily
established methods on an annual basis and are constitutionally required to cover the employer’s portion
of the normal cost and provide for the amortization of the unfunded accrued liability. Employer
contributions are adopted by the Legislature annually upon recommendation of the Public Retirement
Systems’ Actuarial Committee. Employer contributions to LASERS for the fiscal year ended June 30,
2019 were $621,584 and reported within the balance of deferred outflows of resources — pension plan in
the statement of net position. For the fiscal year ended June 30,2019, active member contributions ranged
from 7.5% to 8%, and employer contributions were 40.70%. For the fiscal year ended June 30, 2018,
active member contributions ranged from 7.5% to 8%, and employer contributions were 37.90%.

Pension Liabilities, Pension Expense, and Deferred Outflows ofResources and Deferred Inflows
ofResources Related to Pensions
At June 30. 2019, the Board reported a liability ofS5,297,583 for its proportionate share of the LASERS
net pension liability. The net pension liability for LASERS was measured as of June 30. 2018. and the
total pension liability used to calculate the net pension liability was delermined by an actuarial valuation
as of that date. The Board’s proportion of the net pension liability was based on projections of the
Board’s long-term share of contributions to the pension plan relative to the projected contributions of all
participating employers, actuarially determined. As of June 30. 2018. the most recent measurement date,
the Board’s proportion and was 0.07768%, an increase of 0.00017% from the prior measurement date.

For the year ended June 30, 2019. the Board recognized a total pension expense of $655,214. The Board
reported deferred outflows of resources and deferred inflows of resources related to pensions from the
following sources:

Deferred Deferred

Outflows of Inflows of

Resources Resources

Differences between expected and actual experience $ - S 59,407

Changes in assumptions 53,901 -

Net difference between projected and actual

earnings on OPEB plan investments 68.692 -

Changes in proportion and differences between
employer contributions and proportionate

share of contributions 228.753 20,801

Employer contributions subsequent to the

measurement date 621 .584 -

$ 972,930 $ 80,208
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Deferred outflows of resources related to pensions resulting from the Board’s contributions subsequent
to the measurement date will be recognized as a reduction of the LASERS net pension liability in the
next fiscal year.

Other amounts reported as deferred outflows of resources and deferred inflows of resources related to
pensions will be recognized in pension expense as follows:

Period Ended: Amount

6/30/2020 $ 356.443
6/30/2021 63,553
6/30/2022 (129.464)
6/30/2023 (19.394)

$ 271,138

Actuarial A sswnptions
The total pension liability for LASERS in the June 30. 2018 actuarial valuation was determined using
the following actuarial assumptions, applied to all periods included in the measurements:

Valuation date June 30, 2018

Actuarial cost method Entry age normal cost

Estimated remaining
service life (“ERSL”) 3 years

Investment rate of return 7.65% per annum

Inflation rate 2.750%

Salan’ increases, including
inflation and merit increases 3.8% to 12.8%, including inflation

Cost of living adjustments Not substantively automatic

Mortality rate
Non-disabled members Mortality rates based on the RP-2000 Combined

Healthy Mortality Table
Disabled members Mortality rates based on the RP-2000 Disabled

Retiree Mortality Table

Termination, disability, and Termination, disability, and retirement assumptions
retirement were projected based on a five-year (2009-2013)

experience study of the System’s members
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The long-term expected rate of return was determined using a building-block method in which best
estimate ranges of expected future real rates of return (expected returns, net of pension plan investment
expenses and inflation) are developed for each major asset class. These ranges are combined to
produce tIle long-term expected rate of return by weighting the expected future real rates of return by
the target asset allocation percentage and by adding expected inflation and an adjustment for the effect
of rebalancing/diversification. The target allocation and best estimates of arithmetic/geometric real rates
of return for each major asset class are summarized in the following table:

Expected
Portfolio Real

Asset Class Rate of Return

Cash -0.48%
Domestic equity 4.31%
International equity 5.26%
Domestic fixed income 1.49%
Intemational fixed income 2.23%
Alternative investments 7.67%
Risk parity 4.96%
Total fund 5.40%

Dtvcount Rate
The discount rate used to measure the total pension liability was 7.65%. The projection of cash flows
used to determine the discount rate assumed that employee contributions will be made at the current
contribution rate and that employer contributions from participating employers will be made at
contractually required rates, actuarially determined. Based on those assumptions, the pension plan’s
fiduciary net position was projected to be available to make all projected future benefit payments of
current active and inactive plan members. Therefore, the long-term expected rate of return on pension
plan investments was applied to all periods of projected benefit payments to determine the total pension
liability.

Sensitivitt’ of the Proportionate Share of the Net Pension Liabilltr to changes iii the Discount Rate
The following presents the Board’s proportionate share of the net pension liability using the current
discount rate as well as what the Board’s proportionate share of the net pension liability would be if it
were calculated using a discount rate that is one percentage-point lower or one percentage-point higher
than the current rate:

1% Decrease Current Discount 1% Increase
(6.65%) Rate (7.65%) (8.65%)

Employer’s proportionate share
of the net pension liability $ 6,685,902 $ 5,297,583 $ 4,101,899

Pension Plan Fiduciary Net Position
Detailed information about LASERS fiduciary net position is available in the separately issued financial
reports referenced above.
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Pa tables to the Pension Plan
At June 30, 2019, the Board reported accrued retirement of 512,903 for the outstanding amount of
employer contributions to the pension plan required for the year ended June 30, 2019. This amount is
included as accrued salaries and related expenses on the statement of net position.

8. Post-Employment Health Care and Life Insurance Benefits

P/a,, Description
The Office of Group Benefits (‘OGB”) administers the State of Louisiana’s post-retirement benefits plan
— a defined benefit, multiple-employer other postemployment benefit plan (“OPEB”). OPEB provides
medical, prescription drug. and life insurance benefits to retirees, disabled retirees, and their eligible
beneficiaries through premium subsidies. Current employees, who participate in an 0GB health plan
while active, are eligible for plan benefits if they are enrolled in the 0GB health plan immediately before
the date of retirement and retire under one of the state sponsored retirement systems (Louisiana State
Employees’ Retirement System. Teachers’ Retirement System of Louisiana. Louisiana School
Employees’ Retirement System, or Louisiana State Police Retirement System.) or they retire from a
participating employer that meets the qualifications in the Louisiana Administrative Code 32:3.303.
Benefit provisions are established under R.S. 42:851 for health insurance benefits and R.S. 42:821 for
life insurance benefits. The obligations of the plan members, employer(s), and other contributing entities
to contribute to the plan are established or may be amended under the authority of R.S. 42:802.

There are no assets accumulated in a trust that meets the criteria of paragraph 4 of GASB Statement 75.
Effective July 1,2008. an OPEB trust fund was statutorily established; however, this plan is not
administered as a trust and no plan assets have been accumulated as of June 30, 2019. The plan is
funded on a “pay-as-you-go basis” under which the contributions to the plan are generally made at about
the same time and in about the same amount as benefit payments become due.

Employer contributions are based on plan premiums and the employer contribution percentage. Premium
amounts vary depending on the health plan selected and if the retired member has Medicare coverage.
0GB offers retirees four self-insured healthcare plans and one fully insured plan. Retired employees who
have Medicare Part A and Pan B coverage also have access to four fully insured Medicare Advantage
plans.

The employer contribution percentage is based on the date of participation in an 0GB plan and employee
years of service at retirement. Employees who begin participation or rejoin the plan before January 1,
2002, pay approximately 25% of the cost of coverage (except single retirees under age 65. who pay
approximately 25% of the active employee cost). For those beginning participation or rejoining on or
after January 1, 2002, the percentage of premiums contributed by the employer and retiree is based on
the following schedule:

Employer Employee
Service Percentage Percentage

Under loyears 19% 81%
10-14 years 38% 62%
15-l9years 56% 44%
20+ years 75% 25%
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In addition to healthcare benefits, retirees may elect to receive life insurance benefits. Basic and
supplemental life insurance is available for the individual retirees and spouses of retirees subject to
maximum values. Employers pay approximately 50% of monthly premiums for individual retirees. The
retiree is responsible for 100% of the premium for dependents. EFfective January I, 2018, the total
monthly premium for retirees varies according to age group.

Total collective OPEB Liahilit;’ (lilt! Changes hi Total Collective OPEB Liabili(v
At June 30, 2019, the Board reported a liability of$l,928,937 for its proportionate share of the total
collective OPEB liability. The total collective OPEB liability was measured as of July 1,2018, and was
determined by an actuarial valuation as of that date. The Board’s proportionate share of the restated total
collective OPEB liability at June 30,2018 was $1,934,454.

The Board’s proportionate share percentage is based on the employer’s individual OPEB actuarial
accrued liability in relation to the total OPEB actuarial accrued liability for all participating entities
included in the State of Louisiana reporting entity. At the June 30, 2018 measurement date, the Board’s
proportion was 0.0226%.

The total collective OPEB liability in the July 1,2018 actuarial valuation was determined using the
following actuarial methods, assumptions, and other inputs applied to all periods included in the
measurement, unless otherwise specified:

• Actuarial cost method — entry age normal, level percentage of pay

• Estimated remaining service lives —4.48

• Inflation rate — Consumer Price Index (CPI) 2.80%

• Salary increase rate — consistent with the State of Louisiana’s pension valuation assumptions

• Discount rate — 2.98% based on the June 29, 2018 Standard & Poor’s 20-year municipal bond
index rate

• Mortality rates — based on the RP-2014 Combined Healthy Mortality Table, or RP-2014 Disabled
Retiree Mortality Table; both tables projected on a fully generational basis by Mortality Improvement
Scale MP-2017.

• Healthcare cost trend rates — 7% for pre-Medicare eligible employees grading down by 0.25% each
year, beginning in 2020-2021, to an ultimate rate of 4.5% in 2029; 5.5% for post-Medicare eligible
employees grading down by 0.25% each year. beginning in 2020-2021, to an ultimate rate of 4.5% in
2023-2024 and thereafter; the initial trend was developed using the National Health Care Trend
Survey; the ultimate trend was developed using a building block approach which considers the
Consumer Price Index, gross domestic product, and technology growth.

Changes olassumptions and other inputs reflect a change in the discount rate from 3.13% as ofJuly I,
2017. to 2.98% as of July 1,2018.
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Sensitivity of(lie Proportionate Share of (lie Total Collective OPEB Liability to Changes in the
Disco,,,,! Rate
The following presents the Board’s proportionate share of the total collective OPEB liability using the
current discount rate as well as what the Board’s proportionate share of the total collective OPEB liability
would be if it were calculated using a discount rate that is one percentage-point lower or one percentage
point higher than the current rate:

Employers total OPEB liability

1.0% Decrease
(1.98%)

8 2,298,581

Current Discount
Rate (2.98%)

S 1,928,937

1.0% Increase
(3.98%)

S 1,639,570

Proportionate share of total
collective OPEB liability

Sensitivity of the Proportionate Share ofthe Total Collective OPEB Liability to ‘hanges in the
Health care Cost Trend Rates
The following presents the Board’s proportionate share of the total collective OPEB liability using the
current healthcare cost trend rates as well as what the Board’s proportionate share of the total collective
OPEB liability would be if it were calculated using healthcare cost trend rates that are one percentage-
point lower or one percentage-point higher than the current rates:

Current Cost

OPEB Expense and Deftrred Outflows and Deferred Inflows ofResources Related to OPEB
For the year ended June 30, 2019, the Board recognized OPEB expense ofSl3,687 and reported deferred
outflows of resources and deferred inflows of resources related to OPEB from the following sources:

Differences between expected and actual experience

Changes in proportion and differences between
employer contributions and proportionate
share of contributions

Changes in assumptions

Employer contributions subsequent to the
measurement date

1.0% Decrease
(6.00%)

Trend Rate
(7.00%)

S 1,617,670 S 1,928,937

1.0% Increase
(8.00%)

S 2,337,955

Deferred
Outflows of

Deferred
Inflows of

Resources

S -

24,101

47,351

S 71,452

Resources

5 8,408

129,959

15,835

5 154,202
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Deferred outflows of resources related to OPEB resulting from the Board’s benefit payments subsequent
to the measurement date will be recognized as a reduction of the total collective OPEB liability in the next
fiscal year. Other amounts reported as deferred outflows of resources and deferred inflows of resources
related to OPEB will be recognized in OPEB expense as follows:

Period Ended:

6/30/2020

6/30/2021

6/30/2022

6/30/2023

Payables to the OPEB Plait
At June 30, 2019, the Board had no outstanding amount of employer contributions to the plan.

9. Operating Leases

The following schedule summarizes the future minimum annual lease payments for
required under the operating leases:

For the Year
Ended June 30

2019

2020

Amount

10,822

4,226

office equipment

The total payments for operating leases for office equipment during the fiscal year amounted to $10,822.

10. Risk Management

Losses arising from judgments, claims, and similar contingencies are paid through the state’s self-
insurance fund operated by the Office of Risk Management, the agency responsible for the state’s risk
management program, or by General Fund appropriation.

There is no pending litigation or claims against the Board at June 30, 2019, which ifasserted, in the
opinion of the Board’s legal advisors, would have at least a reasonable probability of an unfavorable
outcome or for which resolution would materially affect the financial statements.

11. Subsequent Events

The Board’s management has evaluated subsequent events through September 18,2019, which is the date
the financial statements were available to be issued.

Amount

S (46,207)

(46,207)

(30,084)

(7,603)

S (130,101)

25



Required Supplementary Information



Louisiana Board of Pharmacy
Schedule of Employer’s Proportionate Share of Net Pension Liability
For the Year Ended June 30, 2019

Proportionate
Share of the
Net Pension Plan Fiduciary
Liability as a Net Position as

Proportion of Proportionate Percentage of a Percentage of
the Net Share of the Covered its Covered the Total
Pension Net Pension Employee Employee Pension

Fiscal Year* Liability Liability Payroll Payroll Liability

2015 006584% $ 4,117.091 S 1.193.177 345% 65.0%

2016 0.06683% 4.545,653 1.258.895 361% 62.7%

2017 0.06796% 5.336,594 1.230.204 434% 57.7%

2018 0.07751% 5.455,797 1.310.804 416% 62.5%

2019 0.07768% 5.297,583 1,479.794 358% 64.3%

*t\mounLs presented were determined as of the measurement date (previous fiscal year end).

7/us schedule is inee,,ded m .chrnr infor;nuriu;; for ID n’urs..lddhio,,,I;Ears iilI be displayed us i/icy become available.

See independent auditor’s ieporr.
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Schedule of Employer’s Pension Contributions
For the Year Ended June 30, 2019

Contributions Contributions
in Relation to as a Percentage

Statutorily the Statutorily Contribution Covered of Covered
Required Required Deficiency Employee Employee

Fiscal Year* Contribution Contribution (Excess) Payroll Payroll

2015 S 364,626 S 464.626 S - S 1,258,895 36.9%
2016 455,545 455.545 - 1.230,204 37.0%
2017 469,268 469.268 - 1.310,804 35.8%
2018 560,827 560.827 - 1.479,794 37.9%
2019 621,584 621.584 - 1.640,047 37.9%

Amounts presented were determined as of the end of the Boards fiscal year.

This schedule is intended to show information/or lOitarsAdditional rears will be displrned as titer becwne available.

See independent auditor ‘s report.
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Louisiana Board of Pharmacy
Schedule of Employer’s Proportionate Share of the Total Collective OPEB Liability
For the Year Ended June 30, 2019

Proportionate Proportionate Share of the Total
Proportion of the Share of the Collective OPEB Liability as

Measurement Total Collective Total Collective Covered Percentage of the Covered
Date OPEB Liability OPEB Liability Employee Payroll Employee Payroll

June 30,2016 0.0223% $ 2,019,525 $ 1,337,024 151.05%
June 30, 2017 0.0223% 1,934,454 1,050,966 184.06%

June 30,2018 0.0226% 1,928,937 1,199,495 160.81%

See independent auditor ‘s report.
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Pension Plan

Changes ofBenefit Terms
A 1.5% COLA, effective July 1,2014, provided by Act 102 ofthe 2014 Louisiana Regular Legislative
Session, and improved benefits for certain members employed by the Office of Adult Probation and
Parole within the Department of Public Safety and Corrections as established by Act 852 of 2014.

Changes ofAssumptions
The discount rate used in actuarial assumptions decreased from 7.70% in the June 30, 2017 valuation to
7.65% in the June 30, 2018 valuation.

114easure,,wnt Date
The amounts presented within the Schedule of Employer’s Share of Net Pension Liability have a
measurement date of the previous fiscal year end.

OPEB Schedules

There are no assets accumulated in a trust that meets the requirements in paragraph 4 ofGASB Statement
75 to pay related benefits.

Changes ofAssumptions
The discount rate has been decreased from 3.13% to 2.98% since the previous valuation. Under GASB
75, unfunded plans are required to use a discount rate that reflects the 20-year tax-exempt municipal bond
yield or index rate. Thus, the discount rates of 2.98% and 3.13% are based on the S&P Municipal Bond
20-Year High Grade Rate Index as ofiune 30, 2018 and June 30, 2017, respectively. The discount rate
used in the GASB 75 valuation was selected by the plan sponsor.

Changes in Population
For the July 1,2017 and July 1,2018 valuation dates, the Board had nineteen active employees.
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Louisiana Board of Pharmacy
Schedule of Per Diem Paid to Board Members
For the Year Ended June 30, 2019

Name Amount

Allen Cassidy
Blake Pitre

Carl Aron

Diane Milano
Don Resweber

Douglas Robichaux
J. Robert Cloud
Jacqueline Hall
Kevin LaGrange

Marty McKay

Raymond Strong
Rhonny Valentine
Richard Soileau
Richard Indovina, Jr.
Richard Mannino
Robert LeBas

Ronald Moore

$ 1,275
1,050
3,975
1,275

1,275
2,550

2,175
2,550
1,650
2,625

2,100
2,025

1,350
2,325

600
675

The schedule of per diem paid to board members is presented in compliance with House Concurrent
Resolution No.54 of the 1979 Session of the Louisiana Legislature.

See independent auditor ‘s report

525

S 30,000
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P , 308 South Tyler Street, StEte 2
Covington, Louisiana 70433& INELL & ARTINEZ LLC t0©flflUrcPa corn

pinmarcpacorn
Certified Public Accountants 985-327-7311

Independent Auditor’s Report on Internal Control over Financial Reporting and on
Compliance and Other Matters Based on an Audit of Financial Statements

Performed in Accordance with Govenunent A uditbig Standards

To the Board Members of
Louisiana Board of Pharmacy
Baton Rouge, Louisiana

We have audited, in accordance with the auditing standards generally accepted in the United States of
America and the standards applicable to financial audits contained in Govenunent Auditing Standards
issued by the Comptroller General of the United States, the financial statements of the business-type
activities of the Louisiana Board of Pharmacy, as of and for the year ended June 30,2019, and the related
notes to the financial statements, which collectively comprise the Louisiana Board of Pharmacy’s basic
financial statements, and have issued our report thereon dated September 18,2019.

Internal Control Over Financial Reporting

In planning and performing our audit of the financial statements, we considered the Louisiana Board of
Pharmacy’s internal control over financial reporting (“internal control”) to determine the audit procedures
that are appropriate in the circumstances for the purpose of expressing our opinions on the financial
statements, but not for the purpose of expressing an opinion on the effectiveness of the Louisiana Board
of Pharmacy’s internal control. Accordingly, we do not express an opinion on the effectiveness of the
Louisiana Board of Pharmacy’s internal control.

A deficiency in internal control exists when the design or operation of a control does not allow
management or employees, in the normal course of performing their assigned functions, to prevent, or
detect and correct, misstatements on a timely basis. A material ii’ealrness is a deficiency, or a combination
of deficiencies, in internal control, such that there is a reasonable possibility that a material misstatement
of the entity’s financial statements will not be prevented, or detected and corrected on a timely basis. A
significant deficiency is a deficiency, or a combination of deficiencies, in internal control that is less
severe than a material weakness, yet important enough to merit attention by those charged with
governance.

Our consideration of internal control was for the limited purpose described in the first paragraph of this
section and was not designed to identili all deficiencies in internal control that might be material
weaknesses or significant deficiencies. Given these limitations, during our audit we did not identi& any
deficiencies in internal control that we consider to be material weaknesses. However, material weaknesses
may exist that have not been identified.

Member of The Society Member o: The American Institute of Member or Tne Association or

of Loutstana CPAs Certfic,J Pub:ic Accountants Certified Fraud Examincis
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To the Board Members
Louisiana Board of Pharmacy
Page 2

Compliance and Other Matters

As part of obtaining reasonable assurance about whether the Louisiana Board of Pharmacy’s financial
statements are free from material misstatement, we performed tests of its compliance with certain
provisions of laws, regulations, contracts, and grant agreements, noncompliance with which could have a
direct and material effect on the determination of financial statement amounts. However, providing an
opinion on compliance with those provisions was not an objective of our audit, and accordingly, we do
not express such an opinion. The results of our tests disclosed no instances of noncompliance or other
matters that are required to be reported tinder Gover,u,zc,,t A udi!ing Standards.

Purpose of this Report

The purpose of this report is solely to describe the scope of our testing of internal control and compliance
and the results of that testing. and not to provide an opinion on the effectiveness of the entitys internal
control or on compliance. This report is an integral part of an audit performed in accordance with
GovernnwntAuditing&andards in considering the entityTh internal control and compliance. Accordingly,
this communication is not suitable for any other purpose. Under Louisiana Revised Statute 24:513, this
communication is distributed by the Louisiana Legislative Auditor as a public documenL

/4

Covington, Louisiana
September 18, 2019
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Louisiana Board of Pharmacy
Summary of Auditor’s Results and Schedule of Findings
For the Year Ended June 30, 2019

A. Summary of Auditor’s Results

F/ni,,; Cliii Statenwnts

a. Type of auditor’s report issued: Unmodified

b. Internal control over financial reporting:

Material weaknesses identified

___________

yes

___________

no

Significant deficiencies identified that are
not considered to be material weaknesses

__________

yes V none noted

c. Noncompliance material to financial
statements noted yes V no

B. Findings in Accordance with GoverninentAuditing Standards

None noted.
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Louisiana Board of Pharmacy
Summary Schedule of Prior Year Findings
For the Year Ended June 30, 2019

A. Findings in Accordance with Goverisi,zentAudithzg Standards

None noted.
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Louisiana Board of Pharmacy
Annual Fiscal Report
For the Year Ended June 30, 2019

The following annual fiscal report to the Office of the Governor. Division of Administration, Office of
Statewide Reporting and Accounting Policy presents the financial position of the Louisiana Board of
Pharmacy as of June 30,2019, and the results of its operations (including cash flows) for the year then
ended. The information is presented in the format requested by the Office of Statewide Reporting and
Accounting Policy for consolidation into the Louisiana Comprehensive Annual Financial Report.

See independent auditor ‘s report.
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PFNSION-REIA[EI) DFF[:RRI:D INFlOWS OF RESOURCES 80,20800

TOTAl. DEFERREI) INFlOWS OF RESOITRCI:S 5231,410.110

NET I’OSUIION:

NET INVFSTMEN I IN CAPHAI ASSE[S 2,180,00270

RES[RICEEI) FOR

CAPITAL E’ROJI::C[S 0 üü

UNEMPlOYMENT COMPENSATION 000

INDOWMENIS - IXPENOABIE 000

INDOWMENIS - NONEXPENDAIILE, 000

DI [31 SERVICE 0.00

OlE IliR PURPOSES 0.00
UNR[STRICTEI) 5(1,118,493.06)

TOTAl NET POSITION 51,061,509.64



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AC ENC\: 7—15— 2 — I ,otiisthiia I)o:inI ni Pliannacy

I’ItI1. RED lii: MalcIlIm Ilwtissard

I’IIONE r%IIIlFll: 225-925—6181

EM IL AI)I)ItFSS: nlrotissanklIplmnnacy Ia ov

SIFIIMIFflI. (nÉE: (19 1810190.1.0) PM

SIArI:MEN1 01 REVIN1ES, ENlENSKS,NI)(’IINGES IN Nii l’OSIIION

()PKRAIING REVENIES:

SM IS UI- COMMOIN [115 & SI RVICLS 000

ASSISSMFNIS (100

(151: (IF NIONIY & I’I{OI’IR IV (10(1

I ICINSIS. i•itMl is & S 3456,24789

111)1 RAI. (IRAN IS & CON FRAU IS U

O[liI It 4456721

TOTAl. OPERATING RLVF:NLES 53,9114.815,13

OI’I-:kvIIN(; ExI’I-:NsEs

COS [UI SAl IS & SI RVIUIS 3769.6111)4

AIflIINIS FRAl lvi. 0011

1)1 PRl.CIA [ION 551,21 06

ASIOR] I/AnON 1) IX)

I;NISIpI.oyMI:NT INSURANCI III NI[l[S (only used Cr the 000
Iilicinpltlymcnl [rust I- und)

‘lOlAl. opI-:RVFING EXPENSES 51825.233.110

OI’EltVlINC IN(’O.lE (lOSS) 579,582.13

N0NOI’ER\TIN(; I1EVENIES(EXI’ENSES)

NON-UI’ I HAl NO IN [I:RGovlRNMI1N[AI Rl-VI1NUIS U (Xl

NON-()I’ I HAl NO IN I RCIOVIRNMIN [Al. l:XPFNSI:S (I (Xl

(lAIN ON SAl 101 CM’I[AI. ASSLIS 24(1 57

LOSS ON SAl .1 OF CAM [Al. ASSI IS (10(1

11:1)1 RU GRAS IS I) (10

INlI RISE I NM 55 . 0 00

1)1111 :IZ NUN—OH It AlINC It I VI NI] IS 161.564 87

on Nt NON—OH RAl ING IXHNSI:S I) (II)

lOlAl. NONOPI-:RXEING kl-:VENI’ES (E\PENSES) 5161.8(15,44

INCOME (LOSS) IIEFORI-: (‘ONTRIIIITIONS :NI) ‘[kNSFEItS 5231.387.57

CAIN IA I. CON FRI RU I IONS 0(10

IRANSI-FRS IN 000

IRANSFI RS OUT 000

(IIANUE IN NET POSITION $241,387.57

Nl-:[ P051 HON - BEGINNING $820,122.07

NH F POSITION — RES’IAI’LMIiN[ 000



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AGENCY: 7-I 5-12 - Inuisuna [bard niPhannacy

PilE PAR El) [11: Malcolm I] rotisard

Ii [ONE Nil NI DElI: 225.925-6481

kMAII. ADI)RESS:I1lI)rnUSSardIPlIUnflaCY Ia guy

SilIflhIIIAIl)IE: 0918/21)1904 31) PM

NET POSITION - ENDING SI,061,509Si4



ANNUAL FISCAL RKPORT (AER)
FOR 2019

AGENCY: 7—I 5—11 — I .,)OSiaiIO LI oard of l’I’an’’acy

I’I{EI’AREI) III: Malcolm II rotto sari)

I’IIONF Nui%IDL:R: 22S925.6I8l

EMAIl .4DI)RESS: niIn)os sardi’pIiannacy Ia guy

SITIIM rEAl. D.VFE: 09/I 8.21) 9 01 II) PM

STATEMI-:NT OF CASh FLOWS

CAST I FlOWS FROM OI’I RA II NC; ACII VII II 5

RI CiIITi S FROM CUSTOMERS 3.439,12316

RlrT/IITIS FROM INIFRFL)NDSI,RVICLS I’ROVIDF[) 000

RECTIPES FROM INlIRFUNT) RI/TMI3URSFMFNTS 000

RT:CTIL’i’S OF PRINCII’AIJTNT[RI SF FROM lOAN PROGRAMS 0.00

Dli iT:R OlIRAFING RIClIRIS 1,681.20000

PAYMFNIS 10 SUI’I’I.II/RS & SiRVICI/ PROVIDFRS (1795,038 00)

‘A YM FN IS FOR I ,OANS MAUI I NUT R I OAN F’RDGRA MS 0 00

PAYMENTS [0 iMPTOYlI:S FOR SFRVICIS (2,479.516.09)

PAYMENTS FOR INII/RFUND ST RVICIS USI/I) 000

PAYMENTS FOR SO IOIARSI III’S ANI) 1:1.1.1 XWSI III’S 0 00

C) Ii IFR 0I’IRAl’ING I’AYMiN IS 000

N FT (‘ASh PROV1DET) ((‘SE!)) BY ol’ERAi’iN(; ACTIVITIES 5855,729.07

(‘ASh FlOWS FROM NONCAI’IiAI FINANCING ACTIVIllIS

IRC)CI LOS FROM II II ISSUANCE OF NON-CAPITAl. 011cr

RTCI:Il’i S FROM OPIRA1ING GRANIS

RI:CIIIrIS FOR PRINCIPAl ANT) INTEREST DEBT SERVICE

RI CiIPTS FROM OIIIFR FUNDS

IA YM I N [S FOR PR I N(’I PAT. ON NON-CAPI[Al DI p;[

lAYMIN IS FOR INI FRIS [ON NON-CAN [AL DFT3 I

I’AYMINIS FOR GRANIS ANT) SUBSIDIES

I’AYMT IS [0 (TI! II R I- UN US

N FT CASh I’IW’hIWi) (I ‘SF1)) Iii NON(’AI’h[AI. FINANCING ACFIVII’IKS 50.00

(‘AS! I FLOWS FROM CAPT IA! ANT) RILAIlT) FINANCING ACIIVIlILS

I’ROCFFDS FROM TIlE ISSUANCE 01- CAN IA!. 1)111 F 000

RI CLI FF5 FROM CAPFIAT . GRAN [S 1)00

L’ROCFIDS FROM 1IIF SAIF OF CAPF[A!. ASSE IS 0.00

PAYMENTS IC) ACQUIRE, CONS’[RLJC’[ & IMPROVE CAPITAl. ASSETS (114,22325)

lAYMINIS FOR PRINCIPAl. ON CANFAI. DLIII 0.00

I’AYMTNlS FOR IN[IRI:ST ON CAT’! ‘Al. 1)1:111’ 0.00

NET CASH T’ROVIDEI) (ITSED) BY CAPITAl. ANT) RETA[EI) FINANCINC 5 114 223 25
A(-ITVI’I’II:S . , . —

CASIT FLOWS FROM INVIS [ING ACFIVI IFS

I’URCIIASLS 01 INVESIMENIS 000

PROCEEDS FROM 1IIE SAl I/OF INVFSlMINI5 99,00000

INITRESFANI) DIVIDINDS 63,179.20

NET CASh! PROVIDE!) ((‘SF1)) ThY INVKSI’TNC A(”FTVI’IiES 5162,179.20

NE! TN(’I{E,SE/(I)ECItEASE) IN (‘ASh & (‘kSII EQt’I’AI.ENIS 5903,685.02



ANNUAL FISCAL REPORT (AFR)
FOR 20(9

AGEN( 1: 7-15-12 - I.othsiana Board orrlian,iacy

PR F I’A RI: U B: Mal cc,I in llmnssard

PhONE NL%IBER: 225-925-6481

EM All. ADDRESS: niI,rirnssardpIiannacy In ov

St TIM lilA I. DUE: 09/18P019 03 40 PM

CASh &CASII l:QUIVAI.ENlS ATBI.GINNING 01: YEAR 1285.71831

RI:sTATl:M[.Nrol BLGINNINGCASII ANDCASII EQUIVAI.l:NIS 000

CASh & (ASh kQInI’ALENTS AT ENI) OF Yl:AR S2,I89,403.33

RhroNcII.hAiloN 01- OPIRA1ING INCOME (LOSS) 10 NET CASI I PROVIDED (USED) BY
OPERMING AGUVIlIES

OPERATING INCOME (LOSS) 579,582.03

ADJUSTMI:Nrsro RI:C0NCIII: OI’l:RATINC INCOME (LOSS) hO NIJ CASI I PRO VII)I:D (USED)
BY OPERN[ING AClIVFFI ES

DIPRECIAFION/AMOR[IZATION 55.621 .06

PROVISION FOR UNCOI ii CIlBI .E ACCOUNIS 0 00

NONI MPI OVI R CONI RI SEEING I NILlY RI :VENUI 0 00

Oil II:R 000

(INCREASL)!DECRIASE IN ACCOUNIS RECLIvALILI: (217.792 00)

(INCREASL)/DECREASE IN DUE FROM (JUl Ilk HiNDS 000

(INCREASE)/DICREASE IN PREPAYMI:N IS (455,137.40)

(INCREASIi)/DECREASE IN INVENTORIES 000

(INCREASE)/DECREASL IN OTIIER ASSETS 000

(INCREASE)!DLCREASE IN DI lIRRIl) OUR I.OWS RH AlEl) 10 01013 (28,653 00)

(INCREASE)/DECREASL IN DIEERRFI) OtYLI-1OWS RELNFEI) 10 PENSIONS 254,70500

INCREASE/(DECREASE)IN ACCOUNTS PAYABlE & ACCRUAI.S (107.808.22)

INCREASE/U ECREASE) IN COMPINSATEL) ABSENCES 7,419.38

INCREASE/U ECRIASE) IN DUE TO (TRIER FUNDS 0.00

INCREASE/(DECREASE) IN UNEARNEI) RI:VENUI::S 1.143.22976

INCREASE/(DECREASL) IN OPIB lIABIlITY (5,517 00)

INCREASE/(I)ECREASL) IN NI.: F PENSION I.IAI3IIIFY (158.214.00)

INCRIASE/(DECRLASE) IN OIlIER LIABIIIIIl:S 5.12036

INCRLASE/(DECREASE) IN DEIERREI) INFLOWS RELAIlI) TO OrES 47.85700

INCREASL/(LECREASE) IN DEFERREI) INFLOWS RELALlI) TO PI:NSIONS (64684 00)

NEI (ASII PROVIDEI) (USED) BY OPERATING ACTIVITIES 5855,729.07



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AGKNCI: 7-15-12 — louisiana Board oiI’hannacy

PR K PA RE I) III: Malcolm II rons,rd

P1 IO K L’M IWR: 225-925-618

EMAIl ADDRESS: 1I,mtissardrWpIiarniacy Ia.ov

SI’IIMIIlAI. DAUK: 09i1%211I90I 10 I’M

SIAJEMENI OF (ASh ROWS

N0\(ASII INVESIING. ( AI’IIAL, ANI) FINANCINC; A(IIVI[IFS

I)escriplioii i,iui,I

BORROWI NO U Nfl R CA PilAl [ASh(S)

GAIN ON DISPOSAl OF CAPEIAl ASSI IS 000

I OSS ON DISPOSAl. OF CAN [Al ASSE IS 000

CONI RI IIUIIONS OF CAI’lIA I ASSI ilS 0 00

oThER (specify below):

0 00



ANNUAL FISCAL REPORT (AER)
FOR 2019

ACENCY: 7-15-12 - louisiana Board otOliannacy

rm: l’l{Ei) BY: Nlalcolin llroussard

I’IIONE NtMl8ER: 225-925-6481

EMAIl, ADI)ILESS: nit,roussardiIphannacy Ia.gov

SIIIIMIflAl_ DATE: 09i18/2(t1904.40 ‘NI

DEI’OSI’FSWIlll 1-INANCIAI. INSTIflTIONS(BANk BALANCES)

I ninsured and
Collaleralized with

Uninsured and Securities Held by the
Collateralized with Pledging Inslilulion’s ‘Erusl

Uninsured and Securities held by the l)epl.or Agent bul aol in
‘lola I Dc posi Is U ncohha len I ized Pledging I ash In lion I lie Agency’s N a me
(flank Balance) (flank Balance) (Bank Balance) (Bank Balance)

Cash 1,990,49700 0.00 0.00 1,490,197.00

Non-Neacitrahie Certificates or 0.00 000 000 000
Deposits

Money Market Demand Accounts 268,91300 0.00 000

isilal S2,259,3 11)1)1) SOUl) St).OO St,491),497.OI)

Do NOI include any cash or CD’s on deposit with (be Stale ‘Ireasurer

*DOES NOT Include Money Markel Mutual Funds



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AG t: %CY: 7—15—12 — I nidsiana bard ni Pliannacy

t’RI•:I’AIZF:II Ui: Nlalciilm Ilro,issard

Pt lO% I: SI MItE II: 225-92-6. XI

flAIl. An014t:ss: nbi-oussardptiannacy.Ia.gni

SIllillIlAl onE: (19. It 201901 -bIt PM

lS’ ES F N 1k NIS

Fair Market Same Valuitliou Credit Interest
tpe oIlnvestntent Value hierarchy Iccitniqucs Custodial Credit Risk Risk Rate Risk

US Government Oblmgafitmmis $3733226.58 level 2- Significant OIlier Dealer market prices Not Applicable I It, 5 years
(including Fannie Mae & 1-reddie Observable Inputs
Mae I 12 Monlhs to Maturity at
lLmrcliase Date

US Government Obligations $29L229 20 Not Applicable
including Fannie Mae & IredJie

NI ic) 12 M nntbs to Slate rils at
Piircluse Date

lolitls S3.t141),455.78

ltts esiments should he listed according to their investment h pe. FN IV luerarcl, if applica hle, and risk disclosures as opplicahle

S ote: Investment types may he used multiple units depending on their lMV hierarchy and applicable risk disclosures.

See the cash & investment note section of the instructions for details on completing Ihis note.



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AGENCy: 7-15-fl - Louisiana [bard ofl’I,annacy

I’ It E ‘A RED UI, Ma) mull [broussard

I’IIONE NUMBEI: 225.92564t1

EMAIl ADDRESS: n,hrouasardpl,an:sacylagov

SIFUMIflAl DAlE: 1)9111/201903 10 I’M

ChANGES IN VAItIAFION TEE IINIQI’ES

Type of Invesinient Current Year Valuation Technique Prior Year Valuation Technique Reason For Change

GASH Statement No. 72 requires governments to use valuation tech niques in assessing the lair value of investments. I’cr the standard, these valuation techniques
should he applied consistently across accounting periods. I lowever, when a government determines that another nieasurensent is flare representative of fair value, a

change ol valuation technique is permitted and disclosure is required.



FOR 2019
ANNUAL FISCAL REPORT (AFR)

A(;EN(\: 1—15—12 — loulsian:, Hoard ol I’Iinniiacy

I’ltEl’AREI) III: NIaIci,IiTi lirosissard

I’IIOSF N[NIIIER: 225-925-6151

F NI AlI: I) DRESS: nibroiissarclUphannacy 1:1

SLUM liFAI DUE: 09,15/20190440 I’M

Acciiiiiii lype
A inounis due from Oilier
I ii lIds

I) L ‘IS AN I) IRANSFERS

lnlerconipnnv (Fund) AniotliTI

loinI 511.110

Accou iii lype
Amounls due lo Oilier Funds lnIercnlnpilny (Fund) Anwunl

IninI 5(1.00

Account Type
iransfers In lnlercornp:.ny ( Fund) Amnu nt

minI 50(10

Ac con ni Type
I ra itsie r.s On I In Ic rco nipa fly (Fund) A flIO H TI

IoI:iI 50.1)11



ANNUAL FISCAL RFPORT (AFR)
FOR 2019

AGENCY: 7-15-12 - louisiana Board orPhannacy

PREI’AREI) UI: Malcolm tirnussard

PHONE MINI hER: 225-925-6481

EM All ADDRESS: mbrousaard’üphannacy Is guy

StihiM fF1 Al, DAEE: 09,18/201903 411 PM

ASSET RETIREMENT OBLIGATION (ARO)

Describe thc ARC) and associated tangible capital assets, as well as the source of tihI igations

What are the methods and assumptions used to measure the

What are the csiimaled remaining usefUl jib of the tangible capital assets’

I low are any legally required funding and assarance provisions assoeiaicd with AROs being met?

list the amount of asset restricted fr payments ofthe liabilities 0 00



ANNUAL FISCAL REPORT (AFR)
FOR 2019

7—IS—I? — louisiana Iloard oiPInanniac

‘in: IA 1*: I) 01: rslal ciii,,, l3roussard

1’I lO5 U I STIlE1!: ?‘_SM2S6’IS I

K I -Sit A 1)1)11 ESS: iiihiuussanFirpl iafl lid cy Iii guy

Slifli [1151. Inn:: IS) 11201904 301’Sl

S(’lIFDL I.E OF (‘AI’liAI. 555115 (IN(’I.t DES (SI’lfll. I.FASES)

I! es laled
lieginnuig Prior I’criiid IlegilillilIg

lial,iilct .Sdjusl.ncnls Balance Addhliuns I)clcli.,i,s Ending Balance

Capital is%eI% lint deprecialed:

l.a od I .(I(14.939.9t) 0 (XI 51.00-1939.9(1 0(8) 1) (XI S 10(13,939.90

(‘onsiruclinin in progress 181,333 0) 000 5181,353.19 0.00 I 181.353 19) 50.00

lislal capilal assets mit depreciated 51,186,293.09 50.00 51.186,293.09 50.110 Sg#I,353.l9) 51,004,939.91)

Oilier en p i ml isse Is:

Buildings 1.065,861 29 (1(11) 51,1)65,861.29 289,01543 000 51,354,876.72

Accomulaled depreeialkm (190.501 07) 0 01) S( 190,501.07) (18,540 36) 0 00 5(209,041.43)

local Buildings 5875,360.22 50.00 5875,361).22 5270,475.07 50.00 51,145,835.29

.l:icIiimwry & FIliIipflIenI 809.41935 000 5809,319.35 6,559.92 000 5815,979.27

Acetlinulaled depreciatioo (719,671 06) 000 5(749,671.116) (37,080.70) 000 S(786,751.76)

lotal Machinery & Lqulprnenl 559,738.29 50.00 559,738.29 5(311,52(1.78) 50.011 529,227.51

loIra,lrIlcIiIre 0.0(1 000 S0.(10 (1(111 000 50.01)

Auctiniullaled depreciatIon 0 00 0.00 50.01) 0 00 0 01) 50.00

Fusial Inirastructure 50.00 511.00 Sl).OhI 50.01) 5(1.110 50.181

Intangibles 000 DIX) 50.181 0 IX) 1)01) 50(8)

Accuimulaled Amusnizanoni 0(X) 0(X) 50.110 0(5) (I (K) Sl).00

lila1 Inlailgihics S0.0I) 50.0(1 511(1(1 50.181 541.011 511.00

lola1 tither capital assets 5935,108.51 51)011 5935,1(18.51 S239.953.29 50.011 51,175,062.80

I)eprcrialion ‘lohil: 5(55,621.116)



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AGENCY: 7—15—12 — I .oaisiana Board of l’I:annacy

l’RF:l’AREI) Di’: Nlalcoliii Ilmassard

PhONE NUMBER: 225M2S6481

EMAIl. ADDRESS: mbmussard(i’pIiannacy la.ov

SLIIESI [rEAl. DATE: 09/18/10190440 PM

PENSIONS

Calendar Year Enhilies Only!
Employer Citniribuhions ho (he *Employer Contributions to the

Syshem: Pension Plan between the Pension Plait between January and
Measurement Dale and the Covered Payroll during the Entity’s June of the neI reporting calendar
Employers Fiscal Year—end Current Fiscal Year year

LASIRS 621,58400 (640,04700 000

‘[RSI. 0.00 0.00 0.00

l.SI’RS 000 000 0.00

DARS 0.00 000 000

I.CCRRI” 000 000

ROVERS 000 0.00 000

Nole: Calendar year entities (I3arbers Examiners l3oard, louisiana Cemetery Board, and Louisiana State Board of Medical Examiners) should report
employer’s contributions fur the calendar year as follows

Colu:nn I - record the amount Irom July - December of the current calendar year being repoiled.

Cotumn 3-record the amount of contributions from January - June of the calendar year tbllowing the current 3ear being reported OSRAP is capturing
this inft, early. which will he used in preparing next years pension spreadsheet.



ANNUAL FISCAL REPORT (AFR)
FOR 2019

C FNC ‘1: 7’ 15—12 — I oiiisiami Ito-aid of Pliamiacy

IRE PA lIE!) UV: NI alcol in Smiissard

P1 lONE NiMili It: 225M251iI8 I

F NI lIlA III) It F SS: iiibrous rd5ipliannaey a gui

Stillil 11111 lislE: iIOiS.21i190441i PM

OIlier I’os le,T, lO ‘ije’, (lie nell Is (OP Eli)

If our agency has actise or reiired eniployees who are members of the 0111cc of Group Ikoclits IOU) I lealili Plait, please
provide the flullowing mlorination (Note UGH has a 6/3t112() 8 measurement date br their (ill Ii salualion.

iei ue fit payme ‘its in ade subsequent to the measurement dale nI the ()C B Actuarial Val uatutiii Report tint ii tic
emploSer’s liseal year end llknelit payments are defined as the employer payments br retirees health and 1iI 47351insurance premiums) For agencies ssitti a (i/3t) year-end this covers the current fiscal year being reported [or -

calendar year end agencies, it covers (lie period 7/I to (1/31 lw the current year being reported

Ciiserd l-mplo’ee Payroll ir the PRIOR fiscal ‘ear (not including relahed henelits) 1.479.794 00

Fur ralrlIil3r year-end agencies only Benefit payments or employer pa’ inents for relirees’ health and lire
insurance premiums made for lie nest year’s vahuat:on reponine period t/ l/2t1 I H — 6/30/2019) ‘I Ins 0 DC
mnliirmation svi II he provided in the actuaR’ for (lie valuation report early ne’t year

I- or agencies that have emp! o ces that panic i pate in the I_St I lea I, h Ph n. provide the lb (lowing in formal on I Niui e - I he I
I Iealtli Plan has a measurement dale of 6/30/20 I) Fr their 019-13 ahiution report

tnivered I mployee Payroll for the (LRREN’F fiscal year tnot nicluding related benefits) 0 (X)



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AGENCY: 7-I5-I2-I.aainBoMdorftanncy

PREPARED B1 Mdcdm Droa,m,d

PhONE NLIM PER: 225-9254481

EMAIL ADPRFSS:fl*tOWfl*iPbfltY.lMOV

SIIPMfl7AI. DATE: 09/181201904:30 PM

OPERATING lflSFS

B.Udl.gs Eq.dpmn( land Teal

2019 0.00 10,82200 0.00 $10,822.00

2020 ON) 4,226.00 000 53,216.00

2021 000 0.00 000 *00

2022 000 0.00 0.00 50.00

2023 0.00 0.00 0.00 *00

2024 0.00 0.00 0.00 *00

2025 0.00 0.00 0.00 *00

2026 0.00 0.00 0.00 50.00

2027 0.00 000 0.00 50.00

2028 000 0.00 0.00 50.00

2029 0,00 000 0.00 50.00

2030 0.00 000 0.00 50.00

2031 0.00 0.00 0.00 $0.00

2032 0.00 0.00 0.00 *00

2033 0.00 0.00 000 *00

2034 0.00 0.00 0.00 *00

2035 0.00 0.00 0.00 *00

2036 0.00 0.00 0.00 50.00

2037 0.00 0.00 0.00 50.00

2038 0.00 0.00 0.00 50.00

2039 0.00 0.00 0.00 $0.00

2040 0.00 000 0.00 50.00

2041 0.00 0.00 0.00 *00

2042 0.00 000 000 *00

2043 000 0.00 0.00 *00

2044 0.00 0.00 0.00 *00

Teal *00 $15,040.00 *00 $15,040.00



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AC £Nn 7—15—12 — I .ouistana Hoard ni Phamiacy

Pi1FI’. ItS)) 1W: Nlaiciilin i)miiss ant

II IONS N LI MilElt: 225’915.6.18i

M All . Ill) It ESS: ml, ruussards!plianiiacy a gil’

S111i%I III ki. DATE: 1PH8:1i)i90.i 11) I’M

(‘APII’Al, I EASES

iluiIding L:IuipoIcn( land lola)

2019 000 000 (I (10 5(1.11(1

2020 0 00 0 00 0 (10 5(1(10

202 I 0 00 0 00 0 (10 5(1(L)

2022 0 00 0 00 (1(10 5(1(1(1

2023 o 00 0(X) 1)1)1) 51)01)

2024 0 IX) 0 (N) 0 1)0 50.01)

2025 0(X) 0 00 1)01) 50.01)

2026 0(X) 1)00 000 511.1)1)

2027 OCX) 1)00 1)00 SILl)))

2028 0(X) 000 0(X) 511.11(1

202) 00(1 001) (1(X) 511_till

2030 000 001) 0(H) 50.11(1

21)31 0 00 0 III) 111111 50.00

2032 0 00 0 Di) (1(11) SO_UI)

2033 0 00 0 00 0 DI) SO_UI)

2034 0 00 0 00 I) 00 50.01)

2(135 0(X) 000 I) IX) 50.01)

2(136 OCX) 00(1 (1(X) 511.011

20 U 001) (1(10 (1(X) 51I.Ii(l

203N 000 000 0(81 5(1.11(1

20 ;‘i (1(11) (1(1(1 o 00 5(1(10

203(1 0 UI) (1(111 (1(10 50(10

2(131 (1(111 (1(X) (I 00 50.00

2(112 0 (N) (1(X) 0 00 50.00

21133 0 (MI (1(X) (1(1(1 50_UI)

2014 0 00 0 IX) 001) 50.8)))

$0.01) 50,1)11 50.00 51)01)

less amounts representing ewcutory costs ()00 0 00 0 00 51)01)

Net minimum lease payments 50.00 50,011 50.00 50_UI)

less am isursi S represent ng I nieresi 000 11(1(1 0 00 511.01)

I’reseni salue oi’nei minimum lease payments $0.01) 51)011 50.01) 51)01)

Gioss Amount oi’lxased Asset (Ilisiurleal Cost) 000 000 (1(18) 51)_Ill)
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LESSOk LEASES

Buildings Equipment Land Total

2019 000 000 000 SlI.II0

2020 0 00 000 0 00 50.00

2021 0 00 000 0 00 50.00

2022 0 00 000 0 00 50.00

2023 000 000 000 50.00

2024 0.00 000 000 $11.00

2025 000 000 0 00 50.00

2026 000 000 0 00 50.00

2027 000 000 0.00 50.110

2028 1)00 000 0 00 so_no

2029 000 (8.00 0 00 SO_DO

2030 000 000 0,00 50.00

2031 000 0.01) 0,00 50.00

2032 000 000 0.00 50.00

2033 0.00 0.00 0.00 50.00

2033 0,00 0.00 0.00 50.00

2035 000 000 0.00 50.00

2036 0.00 000 0.00 SO.OO

2037 0.00 000 000 50.00

2038 0 00 0 00 000 S0.00

2039 0.00 0.00 0.00 50.01)

2040 000 0.00 000 50.00

2041 0.00 000 0.00 SI).0l)

2042 0.00 0.00 0.00 511.01)

2013 000 0 00 0.00 $001)

2013 0 00 0 00 000 50.011

total 50,00 $11.00 $0.00 50.01)

Cost 0.00 0.00 0.00 511.011

Accumulated Depreciation 000 0.00

Caring Value 50.110 $0.00
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Resta)ed
Beginning l’rior Period Beginning Eiiding lIne ,,illtin

Balatice icljusliiienls Balance :ddilions Ileleijoin Il:ilaiice one year

Bonds Payable:

Bond Series:

000 0 00 0.00 (I 00 0 00

I namonized bond premiums id 0.(3 0.10 Sl).0l) 0(X) 51)110diseounis

‘‘Iat b,,nds payahe 50.1)11 50.1111 50.1)1) 50.01) $0.01) 511.111) 51)_DO

Bond l’ava hit — Direct I’I:, cenien Is:

Bond Series:

00)) 000 0 IX) 0 Dl) 0 00 0 IX)

II na, non wed bond premiums and I) 00 0.00 50.1)11 0 00 I) 00 51)_ItO
discounts

I coal hotids pas able — direct 50 XI solID $11,110 50.01) 50.01) 511.00 511.01)placements

Iota1 bonds pa able including so_no sn_oo 50.00 51)_OIl 511.1111 511.01) SO_OIldirect plaeeincnt.s

Other liabilities:

Compcnsa:cdahseoccspasahle 127.60721 0.00 5127,607.21 7.1)9 JN 000 $135,026.59

Cap I nil case i,hl igaoons 0 (XI 0 00 511.01) 0 4)0 0 041 50.00

Notes pas able I) (10 0 0)) 51)_PIll 0 (X) I) (Xi SoliD (I 04)

Notes paable — direct hcirniwinus 000 0 00 5(141(1 (1(X) 0.0(1 50(11) 1)0(1

Contracis payable 0.00 0 00 50.00 (1(X) (1.0(1 50(11)

I’,illto,on rcmedialion obligation 0.00 0 01) $0.00 1)01) 0(11) 50.011

Claims and litigation 00)) 000 50.00 00)) 0 0)) 50.01)

I:ederai disallowed costs 000 000 $11.01) t) 0)) 00)) 50.011

Oilier long—Ic rm liabilities 0 00 0 00 $0.01) 0 0)) 0 Dl) 51)1)11

Itoal other liabilities 5127,607,21 50.01) 5127,607.21 57,419jH $11.01) 5135,1)26.59

Disclose any unused lines ot credit
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List any assets pledged as collateral Er debt

I:or each applicable bond or nole, list the bond issue or identilS the note (flutes payable) and list the terms specified in debt agreements related to (a,
b, and c be low)

a. Significant events of default with finance related consequences
h Significant termination events with finance related consequences

Significant suhiective acceleration clauses
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S(IIEDI’l.E OF BONDS PAVAI1I.F AMOR[IZ.Vihcn

l)ircch I’Iacn,icnls

Fisc:,I ta r End i’ls: P ri “ci pal liii crcs I I’ ri nc ipal In It rtI I’ ri nc pal In lerest

21)19 000 000 000 (1(1(1 50.00 50.011

1020 0 00 1100 0 00 0 00 50.00 $0011

102 I 0 00 0 (II) 0 00 0 00 50.110 50.011

1022 0,1)1) 000 0 00 0 00 50.1111 50.011

2(123 0(10 0(30 000 000 50.011 50.0(1

2021 I) (10 1)00 0 01) 0 00 51)01) 50.00

1025 I) 00 0 00 0 IX) 0 00 $0.01) 50.00

2026 0 00 1)0)) 0 IX) 0 1)0 $11.00 50.00

1027 I) 00 (II))) 0 01) I) IX) 511,01) 50.00

21128 I) 00 1)1)0 0 01) 0 01) $11.01) 50.1)0

202’) 0 00 1)1)1) 0.00 001) 50.01) 5I).Il0

21)30 1)1)1) 01)1) (I 01) 000 5001) 5I).Il0

21)31 0 00 1) 00 1) IX) 1)1)1) 511.011 50.00

2032 001) 1)00 1)00 1)01) 511.011 511.110

2033 I) 01) 1)18) 1)1))) 01)1) 511.01) 511.1)1)

21)33 1)00 1) IX) 1)1)1) 00)) 50.00 511.00

2035 1)01) 1)18) 1)01) 00)) 511.110 50.011

2)136 1)1)11 1)00 1)1)1) 1)1))) 50.00 50.01)

2037 1)111) 000 01))) 1)1))) 50.00 50.011

21138 1)01) 0(M) 1)0)) 1) (Xl 50.00 50.00

21)39 1)1)1) 0.1)1) 0 0)) ((01) 50.00 $0.01)

2040 1) 00 1)1)1) (1(X) 1)01) 51)00 50.00

21141 1)01) 1)1)1) 0(X) (101) $0.01) 50.00

21)42 () 00 1)1)1) 0(X) 0 (XI $0.01) 50.00

21)43 I) 00 01)0 0.01) I) 00 50.01) 50.00

2)144 000 1)1))) (1(X) 01)0 511.00 511.1)0

1045 0 00 1)1))) (I (1) (100 511.1)11 511.110

2046 000 0(M) 1)013 (11)0 511.1)11 511.110

2047 000 1)0)) 0.00 0.00 511.1)11 511.111)

21)48 000 0 (MI (1(1(1 1)0)) 5(1.11(1 511.011

204’) 000 001) (1(1(1 (1(1(1 50.110 $111111

2050 0.00 0 00 1)110 1)1))) 50.110 S1I.lIII

205) 001) 001) 1)1))) 1)1))) $11.00 SII.lIII

2052 000 1)1)1) 0.0)) 01))) SII.1III 511.1111

2053 000 1)00 01)1) 1)0)) SOlID 511.1111

2054 001) 1)1)1) I) 00 1)1))) Sl).tlO 511.011

Pierni urns and I), scimnls 50.011 511.011 SO. III)

50.011 $0.01) 511.1)1) SI).OI) 511.111) 511.011
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Direr I Borrowing Iota I

Fiscal Near Ending: Principal lnlcrcsl Principal I nleresl Principal Interest

2019 000 0.00 000 000 50.00 50.00

2020 0.00 0.00 000 000 50.00 50.00

2021 0.00 000 0.00 000 50.01) 50.00

2022 0,01) 000 000 0.00 50.00 $0.00

2023 0.00 0 00 0.00 000 50.01) 50.00

2024 0,00 0.00 000 000 51)01) 50.011

2025 0 00 0.00 0 00 0 00 51)00 50.00

2026 000 0.00 0.00 0.00 51)00 51)_lID

2027 0.00 000 0 00 0 00 51)00 50.111)

2028 0 00 000 0.00 0 00 51)111) 5I).0l)

2029 0 00 0.00 000 000 50.111) 511(11)

2030 0 00 000 000 000 511.01) 50.01)

2031 0.00 0 00 0.00 000 SO_Ill) 511.01)

2032 0.00 0 00 0 00 000 50.01) SOUl)

2033 0.00 000 000 0.00 50.01) $0.01)

2031 0.00 000 000 000 50.01) 50.01)

2035 . 0 00 0 00 0 00 0.00 51)1)1) 51)1)11

2036 0.00 0.00 000 000 51)0(1 51)00

2037 0.00 0.00 0 00 0 00 51)110 51)110

2038 0.00 000 000 000 51)00 SI).I11)

2039 00(1 000 0.00 0.00 511.110 $0.00

2030 0 00 0 00 0.00 0.00 511.111) $0.01)

2041 0.00 (I 00 0 00 000 50.111) 50.00

2042 0 00 0 00 0.00 000 $0.01) 50.01)

2043 0 00 0 00 0.00 0.00 50.01) $0.01)

2044 0.00 0.00 0 00 0.00 51)00 51)01)

2045 0.00 0.00 0.00 000 51)0(1 51)01)

2046 0.00 0.00 000 000 51)01) 51)01)

2047 0.00 0.00 000 000 51)00 51)1)11

2048 0 00 000 0 00 0.00 50.111) 51)11(1

2049 0.00 00(1 0.00 0.00 50.1(0 Sl).00

2050 0.00 0.00 000 0.00 51)_lb So_lb

2051 0.00 0.00 0.00 0.00 $0.01) 511.00

2052 0.00 0.00 000 000 50.01) SI).00

2053 000 0.00 000 000 51)111) 50.01)

2054 000 0.00 0.00 0.00 51)111) 51)01)

Intal 51)_Ill) SO_UI) 51)_Ill) 50.110 51)01) $0.00



ANNUAL FISCAL REPORT (AFR)
FOR 2019

A(;EN(1: 7—15.12 — I.ouigian:, Hoard oII’liannacy

I’RE PA RI]) HI: Malcoliii IIrousard

P1 lONE Nt ‘MIlF:R: 22592541% I

EMAIl AI)I)RKSS: mI,nmssardcdpliannacy a

SUBM [VIAl DATE: U’)It/201904 11) PM

n)NTINGI:NCII:s Nl) ()IMlflhlNIS

I)cscriptioo iii litigation l)ik olAclioii Amount



ANNUAL FISCAL REPORT (AFR)
FOR 2019

AGENCY: 7-15-12 - louisiana Board orPhannacy

P11 E PA K F: I) DY: Malcolm B rotissard

P1 lONE N PM HER: 22S925648l

EMAIl AI)DllESS:mbrOuS5ard!PIlannacy ligoc

SITIIM ErFA I DArE: 09/18/201’) 04 40 PM

FIN!) BAlANCE/NET POSITION RESTATEMENT

Account Name/Description Restatement
Amount

SOAIO



ANNUAL FISCAL kPORT (AFR)
FOR 2019

AGENCY: 7-I 5-12 - louisiana [bard nfl’Iianiiay

PR F PA lIE I) BY: MaIcol in l8roa ard

plIoNF: NLiMIIFH: 225.025.6181

EMAIl. ADDRESS: nil,n in tardIcipliannacy l;i.ov

SLIIPI lilAl DArE: 1912010440 I’M

SIBMISSION

Be Ire submitting, ensure that all darn ( statements. notes, Sc lied tiles) ‘ave heen ente red lw the agency.

Once submitted no changes can he made to any tiltlse agency data 11w the specified year.

fly clicking ‘S ubin it’ he low you cert i li that the inane i al statein ents herewith given present burl y the Ii naise al pessi hon and the results of operations lb r the year ended in
aces rdanee with policies and practices estahi shed by the I) iv is ion of Adm in i stral ion tsr in accordance with Ge nerd I ly Accepted Accounting Prine i pies as presc ri hed hy the
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Louisiana Board of Pharmacy
Marijuana Pharmacy Summary Data

Qtr Ending Qtr Ending Qtr Ending Qtr Ending
9/30/2019 12/31/2019 3/31/2020 6/30/2020

State Summary Data
M-1501 / CBD-Rich-Mint 387
M-1502 / THC-Rich-Mint 1588
M-1503 / Balanced-Mint 860
M-1601 / Balanced-Cherry 554
M-1602 / CBD-Rich-Cherry 0
M-1603 / THC-Rich-Cherry 520
Total Prescriptions 3909
     No. Rx Declined
Total No. of Patients 2610
     No. of Minors (<18 years) 33
     No. of Adults 2577
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Enhancing Well-being and Resilience 
Among the Pharmacist Workforce:  

A National Consensus Conference

Introduction
Nearly a half-century of research has described the issues and concerns associated with job stress, 

moral distress, work overload, burnout, and level of control within the pharmacy profession. After 

decades of discussion and engagement in diverse strategies by pharmacy stakeholders combined 

with rapid changes in the practice models of pharmacy and an ever-changing, evolving health care 

system, it is clear that the pharmacist workforce is currently at a critical juncture. The well-being 

and resilience of the pharmacist workforce must be effectively and efficiently addressed by all 

pharmacy stakeholders. 

To address this important issue, a collaboration was formed between the American Association of 

Colleges of Pharmacy (AACP), the Accreditation Council for Pharmacist Education (ACPE), the 

American Pharmacists Association (APhA), the National Association of Boards of Pharmacy (NABP), 

and the National Alliance of State Pharmacy Associations (NASPA) and the Enhancing Well-being 
and Resilience Among the Pharmacist Workforce: A National Consensus Conference was planned  

and conducted.

The objectives of the consensus conference were to:

• Evaluate factors that contribute to well-being and resilience at the individual, organizational,  

and profession levels.

• Develop strategies that could improve pharmacist well-being and resilience and decrease  

moral distress within individuals, managers, organizations, and the profession.

• Identify and prioritize strategies that will drive change and fuel improvements in well-being  

and resilience.

• Develop actionable recommendations that guide organizations and individuals in implementing 

positive change.

Diverse stakeholders within the profession—representing pharmacists and employers from across 

practice settings, schools and colleges of pharmacy, and professional organizations—came together 

in Chicago from July 17–19, 2019, and engaged in a thoughtful and intentional process to discuss 

issues and concerns associated with well-being, moral distress, work overload, and burnout. The goal 

of the conference was the development and approval of meaningful and actionable recommendations 

that can be effectively implemented broadly to address this important issue. 
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Enhancing Well-being and Resilience Among the Pharmacist Workforce:  
A National Consensus Conference

Consensus Recommendations 
A total of 50 recommendations were developed 

and approved by consensus to provide 

immediate, viable, and sustainable solutions to 

create improvements in critical areas related 

to well-being and resilience for pharmacy 

professionals at the societal level, at the 

organizational level, and the individual level. The 

intent of these recommendations is broad, with 

opportunities for action by any individual or 

organization within the pharmacy profession to 

effect change within their spheres of influence.

The accepted consensus recommendations 

reflect opportunities to support meaningful and 

actionable change by addressing improvement of:

• Pharmacist work conditions and patient 

safety

• Payment models 

• Relations between pharmacists and 

employers

• Pharmacist and student pharmacist  

well-being

• Well-being education and training 

• Communications 

• Data, information, and research on 

pharmacist well-being

It is anticipated that accepted recommendations 

will be broadly implemented across the 

profession to effect meaningful change. It is 

anticipated that additional insights and action 

plans will be developed by organizations, 

individuals, and other stakeholders to contribute 

to improving the well-being and resilience of the 

pharmacist workforce. 

Recommendations Related to the Improvement of 
Pharmacist Work Conditions and Patient Safety

• Employers must prioritize patient safety, 

quality of care, and pharmacist well-being 

when setting workload expectations and 

ensure the pharmacy workforce is adequately 

staffed, trained, and utilized to complete the 

expected work volume.

• Employers, payers, accreditors, and 

regulators should assess the relevance, 

frequency, and need for required 

administrative tasks in order to reduce 

burdens that detract from quality patient 

care and compromise pharmacists’  

well-being.

• Employers should promote professional 

autonomy, seek pharmacy team input, 

and encourage open communication to 

effectively establish and meet patient care 

and business objectives (e.g., quotas/metrics/

goals) and achieve shared success.

• Employers should provide pharmacists with 

mandatory, scheduled, uninterrupted meal 

breaks away from the pharmacy workflow to 

promote pharmacist well-being and improve 

patient safety.

• Employers and boards of pharmacy 

should adopt a Just Culture approach to 

management of medication errors that 

focuses on system improvement within a 

learning culture.

• Employers should implement workflow and 

technology solutions that facilitate effective 

and efficient provision of patient-centered 

care, decrease pharmacist burden, and 

alleviate moral distress.
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Enhancing Well-being and Resilience Among the Pharmacist Workforce:  
A National Consensus Conference

• Employers should support staffing and 

scheduling models that allow pharmacists 

flexibility to establish and maintain 

relationships with their pharmacy team, their 

patients, and their local communities.

• The National Association of Boards of 

Pharmacy should work with its membership 

and stakeholders to craft model language 

related to meal breaks and other working 

conditions that prioritize the delivery of safe 

and effective patient care.

• State boards of pharmacy should evaluate 

legislative and regulatory requirements to 

streamline and remove unnecessary burden 

on pharmacists and their ability to safely 

provide patient care.

• Professional associations should work with 

boards of pharmacy to disseminate informa-

tion about state statutes and rules related to 

well-being, working conditions, and burnout.

• Employers and pharmacist managers should 

advocate for expanded roles for pharmacy 

technicians and support technician career 

advancement to enhance the pharmacist’s 

ability to provide patient care.

Recommendations Related to the Improvement  
of Payment Models

• The pharmacy profession should actively 

engage and partner with other health 

professional organizations, patient advocacy 

groups, regulators, and pharmacy benefit 

managers/payers that represent top 

market share to (1) drive transparency and 

expose PBM/health plan payment models 

that create patient safety issues, and (2) 

eliminate the erosion in reimbursement that 

compromises sustainability of and investment 

disincentivizes organizations from investing 

in pharmacist-provided patient care services.

• Professional associations should collaborate 

with other stakeholders to advocate for 

legislative changes in payment models 

focused on fair compensation for pharmacist 

professional services by medical and 

pharmacy payers independent of medication 

products, devices, or supplies.

Recommendations Related to the Improvement of 
Relations Between Pharmacists and Employers

• Employers and pharmacist managers 

should create a culture that facilitates open 

communication and trust, which empowers 

the pharmacy workforce to identify and 

actively participate in creating solutions to 

address burnout.

• Pharmacists should establish and 

communicate mutually agreeable boundaries 

with managers, supervisors, patients, and 

other health professionals without fear of 

retribution.

• Employers and pharmacist managers should 

conduct root cause analyses to understand 

pharmacist burnout and moral distress 

within their workforce, create viable solutions 

to address identified issues, and routinely 

conduct follow-up assessments.

• Employers should hold forums to hear the 

concerns of frontline pharmacists, implement 

solutions, and communicate actions made 

toward addressing the identified issues.

• Pharmacists should actively engage in 

productive dialogue with employers—without 

fear of retribution—to improve awareness 

of issues that negatively affect well-being 

and resilience and identify and implement 

solutions.
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Enhancing Well-being and Resilience Among the Pharmacist Workforce:  
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• Employers should train and sensitize non-

pharmacist managers and supervisors 

about the professional requirements and 

expectations of pharmacists as health care 

providers, including strategies to support a 

positive and safe work environment.

• Employers, pharmacist managers, and 

practicing pharmacists should work to ensure 

job fit by being mutually transparent and 

authentic about requirements, expectations, 

responsibilities, and anticipated challenges 

for specific pharmacy positions.

Recommendations Related to the Improvement of 
Pharmacist and Student Pharmacist Well-being

• Pharmacists should assume their professional 

responsibility to proactively identify personal 

stressors, learn self-care techniques, and 

consistently apply strategies that address 

well-being and help prevent burnout.

• Employers and schools and colleges of 

pharmacy should establish trauma and 

second victim support programs and 

resources, including access to respite time to 

help pharmacists and student pharmacists 

recover and cope with situations (e.g., armed 

robberies, suicides, natural disasters, tragic 

medication errors, and terroristic threats) 

that affect their safety, well-being, and 

professional confidence.

• Pharmacist managers should prioritize and 

model well-being and resilience for their 

workforce.

• State boards of pharmacy should consider 

the relationship between pharmacist well-

being and patient safety when promulgating 

rules and regulations that govern the practice 

of pharmacy.

• Employers and pharmacist managers should 

allow flexibility for pharmacists to engage 

in a variety of professional opportunities 

and practice responsibilities to reduce 

redundancy that leads to burnout.

• Employers should reward and incentivize 

employees to engage in well-being activities.

• Pharmacist managers should engage in 

ongoing leadership training that includes 

communications, team building, staff 

development, advocacy, pharmacist burnout, 

moral distress, and workism and implement 

these skills to effectively lead their workforce.

• Employers and schools and colleges of 

pharmacy should establish strategic plan 

priorities that facilitate the development of a 

culture of well-being and resilience.

• The Accreditation Council for Pharmacy 

Education should require the inclusion of 

annual well-being assessments for students, 

faculty, and staff to facilitate regular dialogue, 

destigmatize behavioral health, and guide 

organizational initiatives within schools and 

colleges of pharmacy.

• The Accreditation Council for Pharmacy 

Education should integrate concepts related 

to well-being and resilience into accreditation 

standards and guidance.

• The American Society of Health-System 

Pharmacists should revise residency 

accreditation standards to include well-being 

of residents and preceptors as a critical 

factor.

• Professional associations should adopt and 

prioritize the findings from the Enhancing 
Well-being and Resilience Among the 
Pharmacist Workforce: A National Consensus 
Conference.
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Enhancing Well-being and Resilience Among the Pharmacist Workforce:  
A National Consensus Conference

Recommendations Related to the Improvement of 
Well-being Education and Training

• Employers, pharmacy associations, and 

schools and colleges of pharmacy should 

provide education and training on how 

to effectively manage angry and abusive 

individuals and address situations in which 

personal safety may be compromised.

• Employers, pharmacist managers, and 

pharmacists should apply a change-

management approach to prepare and 

support the pharmacy workforce in 

responding and adapting to changes in 

pharmacy practice.

• Schools and colleges of pharmacy should 

incorporate ongoing education, self-

evaluation, and reflection for student 

pharmacists, faculty, staff, preceptors, and 

graduate students on topics of well-being, 

resilience and behavioral health.

• All faculty, staff, student pharmacists, and 

preceptors should complete formal training 

that addresses behavioral health awareness 

(e.g., Mental Health First Aid and Question. 

Persuade. and Refer.).

• The pharmacy profession should leverage 

existing programs (e.g., the APhA Institute on 

Substance Use Disorders and state pharmacy 

recovery networks) in order to address the 

consequences of burnout.

• Professional associations should develop 

and deliver training, tools, and resources that 

teach strategies and skills related to personal 

well-being and professional resilience, and 

address behavioral health issues.

• Professional associations and schools of 

pharmacy should develop and deliver training 

that teaches strategies and skill sets to 

effectively manage personal financial issues 

that affect well-being.

Recommendations Related to the Improvement of 
Communications

• Professional associations should support 

the Pharmacists for Healthier Lives outreach 

campaign to enhance public perceptions 

of the pharmacist’s role in improving health 

outcomes.

• Accreditors should utilize standard 

assessment processes and solicit user 

feedback to continuously improve the clarity 

and value of guidance documents.

• Professional associations should develop a 

unified communications approach that is 

accessible to all pharmacists and consolidates 

relevant information to reduce professional 

isolation and communication overload.

• Conference proceedings and 

recommendations should be widely 

disseminated by pharmacy organizations, 

including using the subscriber data from CPE 

Monitor® to reach all relevant stakeholders.
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Enhancing Well-being and Resilience Among the Pharmacist Workforce:  
A National Consensus Conference

Recommendations Related to the Improvement 
of Data, Information, and Research on Pharmacist 
Well-being

• Professional associations and schools and 

colleges of pharmacy should conduct 

research to establish national standards 

related to pharmacy metrics that promote 

patient safety and pharmacist well-being.

• Professional associations and state boards 

of pharmacy should support dissemination 

of profession-wide surveys that assess well-

being and patient safety and advocate for 

pharmacists to complete them.

• The American Association of Colleges of 

Pharmacy should collect and disseminate 

well-being and resilience best practice tools 

and approaches being used in schools and 

colleges of pharmacy.

• Professional associations should advocate for 

research of pharmacist work environments 

to evaluate aspects that lead to burnout and 

identify best practices, and pursue funding 

sources to support these efforts.

Recommendations Related to the Improvement of 
Pharmacist Professional Development

• Employers should partner with professional 

associations and schools and colleges of 

pharmacy to provide and encourage access 

to mentors, role models, career options, 

and relatable stories to help pharmacists 

and student pharmacists improve their 

competence and confidence throughout their 

careers.

• Employers and schools and colleges of 

pharmacy should provide training and 

resources to support pharmacists and 

student pharmacists in all settings and 

roles to enhance business and people-

management skills.

• Employers should support networking and 

engagement opportunities that promote 

professional collegiality between pharmacists 

and other health care team members.
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Drug Shortages:  Root Causes  and Potential Solutions  

Executive  Summary  

In June 2018, a bipartisan group of 31 U.S. Senators and 104 members of the House of 
Representatives wrote to Scott Gottlieb, MD, then Commissioner of Food and Drugs, to ask for 
assistance in addressing the Nation’s drug shortage crisis. Their letters urged the Food and Drug 
Administration (FDA or “the Agency”) to convene a task force to study the problem, prepare a 
report on the root causes of drug shortages, and make recommendations for enduring solutions. 

In response to this request from Congress, the FDA convened an inter-agency Drug Shortages 
Task Force (“Task Force”) of senior officials drawn from its own ranks and several partner 
Federal agencies.1 The Agency invited public participation through a public meeting on 
November 27, 2018 with a docket to receive comments, and invited stakeholders to a series of 
listening sessions. The Task Force commissioned a team of FDA economists and other scientists 
to analyze drugs that went into shortage between calendar years 2013-2017 with a view to 
understanding the underlying forces that were driving them. The analysts relied on the statutory 
definition of drug shortage, as a period of time when the demand or projected demand for the 
drug within the U.S. exceeds the supply.2 The Agency is now issuing this report containing the 
Task Force’s analysis of root causes and recommendations for addressing them. Although the 
focus of the report is on human drugs,3 many of the same concerns apply to veterinary medicines 
used to treat service, companion, and food-producing animals.4 

1 The Drug Shortages Task Force brings together officials not only from the U.S. Food and Drug Administration, but 
also from several partner agencies including the Centers for Medicare and Medicaid Services, the Department of 
Defense, the Department of Veterans Affairs, the Federal Trade Commission, and the Office of the Assistant 
Secretary for Preparedness and Response within the Department of Health and Human Services (HHS). In addition, 
the Task Force consulted with officials from the Defense Advanced Research Projects Agency, the U.S. Department 
of the Treasury, and the Drug Enforcement Administration within the U.S. Department of Justice. This Task Force is 
not to be confused with a previously established drug shortage task force, which was formed in 2012 to implement 
some provisions of the Food and Drug Administration Safety and Innovation Act (FDASIA) and has focused its 
activities on preventing and mitigating actual drug shortages.
2 The Federal Food, Drug, and Cosmetic Act (FD&C Act) defines a “drug shortage” as “a period of time when the 
demand or projected demand for the drug within the United States exceeds the supply of the drug.” FD&C Act 
506C(h)(2) (21 U.S.C. 356c(h)(2)). The statutory definition of “drug shortage” is not limited to medically necessary 
drugs.
3 Section 201(g)(1) of the FD&C Act (21 U.S.C. 321(g)(1)) provides that the term "drug" means: 
“(A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic Pharmacopoeia of the 
United States, or official National Formulary, or any supplement to any of them; and (B) articles intended for use in 
the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals; and (C) articles (other 
than food) intended to affect the structure or any function of the body of man or other animals; and (D) articles 
intended for use as a component of any articles specified in clause (A), (B), or (C).” 
4 Under certain conditions, the Animal Medicinal Drug Use Clarification Act of 1994 allows for the use of approved 
human drugs in animals. Because veterinarians, especially those in the companion animal field, often use human 
drugs in their patients, shortages of human drugs can affect veterinary medicine. 
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As the Congressional letters noted, drug shortages, including those that arise during emergencies, 
have been a persistent problem despite public and private sector efforts to prevent and mitigate 
them. Analysis presented by FDA at the November 2018 public meeting showed that the number 
of ongoing drug shortages has recently been increasing after declining from a peak in 2011, and 
drug shortages have been lasting longer, in some cases more than 8 years. FDA analyzed 163 
drugs5 that went into shortage in the 5-year period between 2013 and 2017. Of the 163 drugs in 
the sample, 63 percent (103) were drugs administered by injection (“sterile injectables”) and 67 
percent (109) were drugs that have a generic version on the market.6 They were also older drugs, 
with a median time since first approval of almost 35 years. After many years off patent, the 
injectables typically were sold at relatively low prices. In the year prior to going into shortage, 
the median per unit price was $8.73 for all the shortage drugs, $11.05 for injectables, and $2.27 
for orally administered drugs.7,8 

Information from health care providers, patients, and research studies suggests that the clinical 
and financial effects of shortages are substantial. However, comprehensive data about these 
effects are lacking and FDA believes that some recent attempts to quantify the impacts have 
underestimated them. Purchasers need more information on the clinical and financial impacts of 
shortages on patients and health care delivery to make informed buying decisions, which could 
play a role in preventing and mitigating drug shortages. Having high-quality quantitative data 
would help determine which strategies, or combinations thereof, would prove most useful in 
addressing the problem. 

Economic Forces Are the Root Causes of Drug Shortages 
Drug shortages persist because they do not appear to resolve according to the “textbook” pattern 
of market response. In this more typical pattern, prices rise after a supply disruption and provide 
an incentive for existing and new suppliers to increase production until there is enough supply of 
a product to meet demand. In this respect, the market for prescription drugs and especially 
generic drugs differs from other markets. A prime question that the Task Force sought to answer 
is, why does the drug market differ? 

5 For purposes of this analysis, FDA defined a drug as a unique combination of active ingredient(s), route of 
administration, and dosage form – potentially grouping together multiple strengths, types of packaging, and 
manufacturers. This means that a shortage can consist of more than one drug. For example, a shortage might 
comprise both the tablet and capsule versions. As a result, these 163 drugs corresponded to 130 shortages as defined 
by FDA.
6 About half (47 percent) of the 163 drugs studied that went into shortage between 2013 and 2017 were both 
generics and sterile injectables.
7 FDA analysis of IQVIA data. The prices are the average 12-month price prior to the shortage start date with a 3 
month leave out period. The prices are inflation adjusted to August 2018 based on the Producer Price Index for 
Pharmaceuticals. Per unit means per injection for injectables, and per pill or capsule for orally administered drugs. 
IQVIA, formerly Quintiles and IMS Health, Inc., is an American multinational company serving the combined 
industries of health information technology and clinical research.
8 These percentiles were calculated by comparing the earlier prices of shortage drugs to the prices of all other drugs 
with the same dosage form sold during that period. The aggregate numbers are then the mean of these percentiles 
within each group (injectables, orally administered, all drugs). 
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After reviewing the FDA analysis, published research studies, and stakeholder input, the Task 
Force identified three major root causes: 

•	 Root Cause 1: Lack of Incentives to Produce Less Profitable Drugs. When market 
conditions limit manufacturers’ profitability, they reduce a firm’s motivation to maintain 
a presence in, or enter the market for older prescription drugs, and to invest in 
manufacturing quality and redundant capacity. Manufacturers of older generic drugs, in 
particular, face intense price competition, uncertain revenue streams, and high investment 
requirements, all of which limit potential returns. Current contracting practices contribute 
to a “race to the bottom” in pricing. 

•	 Root Cause 2: Market Does Not Recognize and Reward Manufacturers for Mature 
Quality Management Systems. All manufacturers must meet regulatory requirements 
for adherence to Current Good Manufacturing Practices (CGMPs), which set a minimum 
threshold that companies must achieve in order to be allowed to supply the U.S. 
marketplace. Mature quality management, however, starts with a foundational quality 
management system that conforms to CGMPs and builds in a performance and patient 
focus that utilizes technology, statistical process control, and planning activities to ensure 
a reliable supply of the drugs manufactured at the facility. 

Currently, purchasers have only limited information that can be used to assess the state of 
quality management of any specific facility and have little information linking the drug 
products they buy with the facilities where they were manufactured. The lack of 
information does not enable the market to reward drug manufacturers with price 
premiums for mature quality management, back-up manufacturing capabilities, or risk-
management plans, nor does it penalize manufacturers that fail to invest in modernization 
of manufacturing equipment and facilities to ensure a reliable supply. Thus, 
manufacturers are more likely to keep costs down by minimizing investments in 
manufacturing quality, which eventually leads to quality problems, triggering supply 
disruptions and shortages. 

•	 Root Cause 3: Logistical and Regulatory Challenges Make It Difficult for the 
Market to Recover After a Disruption. Over the past two decades, the drug supply 
chain has become longer, more complex and fragmented as companies have located more 
production overseas (U.S. Department of Commerce 2011 and Van Den Bos 2009) and 
increased the use of contract manufacturers (Kuehn 2018). Although typical markets 
would respond to a shortage by increasing production, logistical and regulatory 
challenges, especially the complexity of the supply chain, can limit the ability of drug 
manufacturers to increase production. When companies wish to increase production, 
either by modifying an existing facility or building a new one, they may have to obtain 
approvals from many different national regulatory bodies, and/or find a new source of 
active pharmaceutical ingredients (APIs). If a new manufacturer wants to enter the U.S. 
market and start selling a drug that addresses a shortage, the manufacturer must first 
develop and file an application with FDA and await its approval. 

Drug Shortages: Root Causes and Potential Solutions, Executive Summary 6 



   

 
   

 

    
     

    
  

  
  

      
 

 
  

   
  

  
 

  
 

 
 

  
  

 
     

        
    

 
    

    
 

 
    

   
  

   
 

   
 

 
 
 

                                                 
   

 
   

   
 

Recommendations for Enduring Solutions 
Although a complex array of factors contributes to the occurrence and prolongation of drug 
shortages, the root causes themselves are foundational. They reflect market behavior driven by a 
search for cost savings in the face of a seemingly inexorable rise in health care spending. 
Quantifying the extent and effects of drug shortages and addressing the problem over the long 
term will require the active participation of private sector players – purchasers, intermediaries, 
and manufacturers – as well as the public sector. To address the root causes of shortages, the 
Task Force offers three recommendations: 

Recommendation 1: Create a Shared Understanding of the Impact of Drug Shortages 
and the Contracting Practices That May Contribute to Them 
Despite providers’ widespread recognition that drug shortages profoundly affect health care 
delivery in the United States, there has been little private or public sector effort to collect and 
analyze comprehensive information to characterize shortages, quantify their effects, or closely 
observe the contracting practices that may be driving them. Some of the areas most needing 
attention are the following: 

•	 Quantification of the harms of drug shortages, particularly those that lead to 
worsened health outcomes for patients and increased costs for health care providers 
Previous efforts to assess the costs of drug shortages have generally been limited in scope 
and depth, but nevertheless suggest that the total national impact of shortages may be 
very large (“Identifying the Root Causes of Drug Shortages” 2018, slide 40). Given that 
FDA has recognized and posted on its website more than one hundred shortages at a 
single point in time,9 it will require additional research to assess the full impact of 
shortages on patient outcomes and, more generally, on health care delivery and health 
care system costs. Previous estimates, at hundreds of millions of dollars annually (Kacik 
2019; Kaakeh et al. 2011; “Drug Shortages Cost U.S. Care Providers” 2011), may have 
drastically underestimated the harms of drug shortages. 

•	 Better characterization of shortages 
Currently, neither private nor public sector stakeholders quantitatively characterize 
shortages in terms of their frequency, persistence, or intensity; nor do they quantify the 
impact of shortages on available treatments in specific therapeutic categories.10 Having 
this information available to the public would help improve the understanding across all 
stakeholders of the impact shortages have on the Nation’s health care, and support public 
and private strategies to prevent and mitigate shortages. 

9 CDER’s drug shortage list is accessible at https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm; 
CBER’s drug shortage list is accessible at https://www.fda.gov/vaccines-blood-biologics/safety-availability
biologics/cber-regulated-products-current-shortages
10 FDA publishes data on current shortages on its website and makes annual reports to Congress on the number of 
new shortages and the number of continued shortages by year, however. See 
https://www.fda.gov/media/130561/download. 
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• Greater transparency in private sector contracting practices 
Generic drug manufacturers have cited contracting practices as a source of business 
uncertainty and “race to the bottom” pricing dynamics. FDA heard from stakeholders that 
some contracts currently include “low-price clauses” that allow group purchasing 
organizations (GPOs) to unilaterally walk away from a contract if a competing 
manufacturer is willing to supply the same product or bundle of products for a lower 
price. FDA also reviewed evidence that “failure-to-supply clauses” in contracts are 
sometimes relatively weak (Haninger et al. 2011). More systematic study of current 
contracting practices is needed and could support development of model contracts 
designed to promote reliable access to safe, effective, and affordable drugs. 

Recommendation 2: Create a Rating System to Incentivize Drug Manufacturers to 
Invest in Achieving Quality Management System Maturity 
The second root cause of drug shortages, as discussed above, is that the market does not 
recognize and reward mature quality management systems. This recommendation aims to rectify 
this failure by suggesting the development of a system to measure and rate the quality 
management maturity of individual manufacturing facilities based on specific objective 
indicators. The rating would evaluate the robustness of a manufacturing facility’s quality system 
and reward facilities that achieve a high degree of quality management system maturity. 

Historically, many pharmaceutical manufacturing firms have focused their efforts on compliance 
with CGMPs, which include standards for material systems, equipment and facilities, production, 
laboratory, packaging and labeling, and a quality system. These standards, however, are 
foundational and set a minimum threshold that companies must achieve in order to be allowed to 
supply the U.S. marketplace. They do not include more advanced levels of quality management, 
which aim to robustly detect vulnerabilities and address them in order to prevent the occurrence 
of problems, nor do they establish a culture that rewards process and system improvements. As 
companies move from a focus on compliance with CGMPs to institutionalizing continual process 
and system improvement efforts, they begin to advance in quality management maturity. 

A rating system could be used to inform purchasers, GPOs, and even consumers about the state 
of, and commitment to, the quality management system maturity of the facility making the drugs 
they are buying. Pharmaceutical companies could, at their discretion, disclose the rating of the 
facilities where their drugs are manufactured. GPOs and purchasers could require disclosure of 
the rating in their contracts with manufacturers. This effort would introduce transparency into the 
market, and provide firms committed to quality management maturity with a competitive 
advantage, potentially enabling them to obtain sustainable prices as well as grow market share. 

Recommendation 3: Promote Sustainable Private Sector Contracts 
The combination of more complete information about contracting practices and greater 
transparency of the quality management maturity of specific manufacturing sites would enable 
payers, purchasers, and GPOs to consider new contracting approaches aimed at ensuring a 
reliable supply of medically important drugs. The objectives of these contracts should address 
the first two root causes discussed above by: 
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• Providing financial incentives 
Contracts should ensure that manufacturers earn sustainable risk-adjusted returns on their 
investment in launching or continuing to market prescription drugs, especially older 
generic drugs that remain important elements of the medical armamentarium. 

• Rewarding manufacturers for mature quality management 
Similarly, contracts should recognize and reward manufacturing quality maturity. This 
could be done through several different mechanisms, such as paying higher prices for 
drugs manufactured at top-rated facilities, requiring a certain quality maturity rating as a 
condition of contracting, or guaranteeing purchase of a set volume of products from sites 
achieving a certain quality maturity rating. 

FDA Initiatives to Prevent and Mitigate Drug Shortages 
In addition to the recommendations above, there are several legislative proposals and planned 
FDA initiatives that focus primarily on enabling the Agency to help prevent supply disruptions 
from leading to shortages and mitigating shortages when they occur. 

• Improved data sharing 
A legislative proposal in the President’s FY 2020 budget would expand the information 
required to be provided to the FDA about interruptions in manufacturing under section 
506C(a) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) and would authorize 
FDA to impose penalties for failing to provide timely and adequate notification. 

• Improved data sharing guidance 
By the end of calendar 2019, FDA plans to publish a new draft guidance for industry that 
will further discuss the requirement in section 506C(a) of the FD&C Act for 
manufacturers to notify FDA of a permanent discontinuance in the manufacture of certain 
products or an interruption in the manufacture of certain products that is likely to lead to 
a meaningful disruption in supply of that product in the U.S. The guidance will also 
request that manufacturers provide additional details about the situation to ensure FDA 
has the specific information it needs to help prevent or mitigate shortages. 

• Risk management plan requirement 
A legislative proposal in the President’s FY 2020 budget would authorize the Agency to 
require application holders of certain drugs to conduct periodic risk assessments to 
identify vulnerabilities in their manufacturing supply chain and develop plans to mitigate 
the risks of the identified vulnerabilities. 

• Risk management plan guidance 
By the end of calendar 2019, FDA plans to publish a new draft guidance for industry, 
“Risk Management Plans to Mitigate Potential for Drug Shortages.” This guidance would 
outline a new recommendation for pharmaceutical stakeholders to develop, implement, 
and maintain a risk management plan for the purpose of preventing and mitigating drug 
shortages. 
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•	 Lengthened expiration dates 
A legislative proposal in the President’s FY 2020 budget would authorize FDA to 
require, when likely to prevent or mitigate a shortage, that an applicant evaluate, submit 
studies to FDA, and label a product with the longest possible expiration date (shelf life) 
that FDA agrees is scientifically justified. Shortages can be exacerbated if drugs must be 
discarded because they exceed a labeled shelf life based on unnecessarily short expiration 
dates. 

•	 ICH Guideline Q12: Technical and Regulatory Considerations for Pharmaceutical 
Product Lifecycle Management 
This internationally harmonized guideline is currently being finalized. This guideline 
outlines ways to enhance understanding of product and process development and 
establish an effective pharmaceutical quality system. Incentives for adopting these 
guidelines include opportunities for less stringent regulatory oversight of certain post-
approval manufacturing changes. Global implementation of this guideline, once finalized, 
could facilitate the efforts of manufacturers who wish to modernize processes and 
equipment, but have found the regulatory landscape to pose a financial burden. 

Conclusion 
The Task Force believes that there is no simple solution for remedying drug shortages. The root 
causes of shortages involve economic factors that are driven by both private and public sector 
decision making. The types of enduring solutions proposed here will require multi-stakeholder 
efforts and rethinking of business practices throughout the health care system. A fuller 
characterization of the true costs of shortages and more comprehensive and reliable information 
about their effects on patients and the health care system would be an important component, as 
they would better enable purchasers to factor the costs of shortages into their buying decisions. 
Recognizing and rewarding quality manufacturing would provide companies an incentive to 
achieve greater reliability in production, thus reducing the risk of supply disruptions and 
shortages. Finally, changes in how drugs are paid for, including potential changes in contracting, 
could enable generic manufacturers to charge sustainable prices for their products. Given the 
potential scale of impacts from drug shortages, and the fact that these impacts have continually 
been underestimated, it is likely that drug shortages will continue to persist absent major changes 
to this marketplace. 
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Drug Shortages: Root Causes and Potential Solutions
 

Introduction
 
This report responds to a written request from Congress. In June 2018, a bipartisan group of 31 
U.S. Senators and 104 members of the House of Representatives wrote to Scott Gottlieb, MD, 
then Commissioner of Food and Drugs, to ask for assistance in addressing the Nation’s drug 
shortage crisis. Their letters urged the Food and Drug Administration (FDA or “the Agency”) to 
convene a task force to study the problem, prepare a report on the root causes of drug shortages, 
and make recommendations for enduring solutions. 

In response to the Congressional request, the FDA convened an interagency Drug Shortages 
Task Force (“Task Force”) of senior officials drawn from its own ranks and several partner 
Federal agencies.1,2 The Agency invited public participation through a public meeting on 
November 27, 2018 with a docket to receive comments, and invited stakeholders to a series of 
listening sessions. The Task Force commissioned a team of FDA economists and other scientists 
to analyze drugs that went into shortage between calendar years 2013 – 2017 with a view to 
understanding the underlying forces that were driving them. The analysts relied on the statutory 
definition of drug shortage, as a period of time when the demand or projected demand for the 
drug within the U.S. exceeds its supply.3 The Agency is now issuing this report containing the 
Task Force’s analysis of root causes and recommendations for addressing them. Although the 

1 The Drug Shortages Task Force brought together officials not only from the U.S. Food and Drug Administration, 
but also from several partner agencies including the Centers for Medicare and Medicaid Services, the Department of 
Defense, the Department of Veterans Affairs, the Federal Trade Commission, and the Office of the Assistant 
Secretary for Preparedness and Response within the Department of Health and Human Services (HHS). In addition, 
the Task Force consulted with officials from the Defense Advanced Research Projects Agency, the U.S. Department 
of the Treasury, and the Drug Enforcement Administration within the U.S. Department of Justice.
2 The Commissioner’s task force is not to be confused with a previously established drug shortage task force, which 
was formed in 2012 to implement some provisions of the Food and Drug Administration Safety and Innovation Act 
(FDASIA) and has focused its activities on preventing and mitigating actual drug shortages.
3 The Federal Food, Drug, and Cosmetic Act (FD&C Act) defines a “drug shortage” as “a period of time when the 
demand or projected demand for the drug within the United States exceeds the supply of the drug.” FD&C Act 
506C(h)(2) (21 U.S.C. 356c(h)(2)). The statutory definition of “drug shortage” is not limited to medically necessary 
drugs. 
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focus of the report is on human drugs4, many of the same concerns apply to veterinary medicines 
used to treat service, companion, and food-producing animals.5 

As the Congressional letters noted, drug shortages have been a persistent problem, despite public 
and private sector efforts to prevent and mitigate them. Analysis presented by the FDA at the 
November 2018 public meeting showed that the number of ongoing drug shortages has recently 
been increasing, after declining from a peak in 2011, and drug shortages have been lasting 
longer, in some cases more than eight years (“Identifying the Root Causes of Drug Shortages” 
2018, slides 32-37). FDA analyzed 163 CDER-regulated drugs6 that went into shortage in the 5
year period between 2013 and 2017. Of the 163 drugs in the sample, 63 percent (103) were drugs 
administered by injection (“sterile injectables”) and 67 percent (109) were drugs that have a 
generic version on the market.7 They were also older drugs, with a median time since first 
approval of almost 35 years. After many years off patent, the injectables typically were sold at 
relatively low prices. In the year prior to going into shortage, the median per unit price was $8.73 
for all the shortage drugs, $11.05 for injectables, and $2.27 for orally administered drugs.8,9 (See 
Figure 1) When compared with all marketed drugs with the same dosage form during the same 
period, including both generics and brands, the prices of the shortage drugs were at the 36th 

percentile of prices, while the prices of injectables that were in shortage were at the 33rd 

percentile and oral products in shortage were at the 46th percentile. (See Figure 2) 

4 Section 201(g)(1) of the FD&C Act (21 U.S.C. 321(g)(1)) provides that the term "drug" means: 
“(A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic Pharmacopoeia of the 
United States, or official National Formulary, or any supplement to any of them; and (B) articles intended for use in 
the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals; and (C) articles (other 
than food) intended to affect the structure or any function of the body of man or other animals; and (D) articles 
intended for use as a component of any articles specified in clause (A), (B), or (C).”
5 Under certain conditions, the Animal Medicinal Drug Use Clarification Act of 1994 allows for the use of approved 
human drugs in animals. Because veterinarians, especially those in the companion animal field, often use human 
drugs in their patients, shortages of human drugs can affect veterinary medicine.
6 For purposes of this analysis, FDA defined a drug as a unique combination of active ingredient(s), route of 
administration, and dosage form – potentially grouping together multiple strengths, types of packaging, and 
manufacturers. These 163 drugs corresponded to 130 shortages as defined by FDA. 
7 About half (47 percent) of the 163 drugs studied that went into shortage between 2013 and 2017 were both 
generics and sterile injectables.
8 FDA analysis of IQVIA data. The prices are the average 12-month price prior to the shortage start date with a 3 
month leave out period. The prices are inflation adjusted to August 2018 based on the Producer Price Index for 
Pharmaceuticals. Per unit means per injection for injectables, and per pill or capsule for orally administered drugs. 
IQVIA, formerly Quintiles and IMS Health, Inc., is an American multinational company serving the combined 
industries of health information technology and clinical research.
9 These percentiles were calculated by comparing the earlier prices of shortage drugs to the prices of all other drugs 
with the same dosage form sold during that period. The aggregate numbers are then the mean of these percentiles 
within each group (injectables, orally administered, all drugs). 
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Figure 1. Median price of drugs in shortage from 2013 – 2017 was less than $9 per 
dose. 

Figure 2. When compared with all marketed drugs with the same dosage form 
during the same period, including both generics and brands, the prices of the 
shortage drugs were only at the 36th percentile of all drug prices, while the prices of 
injectables that were in shortage were at the 33rd percentile and oral products in 
shortage were at the 46th percentile. 
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The rest of this report examines some of the impacts of drug shortages on patients and the U.S. 
health care delivery system; identifies the root causes responsible for drug shortages; presents 
evidence based on the FDA economic analysis, published research studies, and stakeholder 
perspectives; and presents solutions that are likely to be most effective against the root causes 
over the long term. 
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Impact on Patients and Health Care Providers 
Drug shortages can have a devastating effect on patients who may experience treatment delays, 
receive alternative treatments that are not as effective or well-tolerated, or may have to forgo 
treatment (McLaughlin et al. 2013; Pauwels 2014). These outcomes can prolong patient 
suffering, contribute to disease progression, and result in other adverse health outcomes that 
reduce patient well-being and increase morbidity (Ventola 2011). 

Shortages can worsen patients’ health outcomes by causing delays in treatment or changes in 
treatment regimens, such as substituting less effective therapies when a drug of choice is not 
available. Even when alternatives to the preferred drug are available, a patient’s care may be 
compromised. According to a recent report based on a survey of U.S. community hospitals, 56 
percent of hospitals reported they had changed patient care or delayed therapy during FY 2015 – 
2017 because of drug shortages; 36.6 percent said they had rescheduled non-urgent or emergent 
procedures (“Recent Trends in Hospital Drug Spending” 2019). 

Empirical evidence highlights the various risks drug shortages pose to patients. In 2017, the 
Institute for Safe Medication Practices (ISMP) (“Drug Shortages Continue to Compromise 
Patient Care” 2018) surveyed nearly 300 pharmacy directors, managers, and purchasing agents. 
ISMP’s survey found that most respondents (71 percent) reported that in the 6 months prior to 
the survey, they were sometimes unable to provide patients with the recommended drug or 
treatment for their condition due to shortages, and nearly half (47 percent) thought that this 
resulted in patients receiving a less effective drug. Three-quarters (75 percent) of respondents 
stated that patient treatments had been delayed because of drug shortages. Some reported other 
types of adverse outcomes related to drug shortages, such as increased pain or discomfort during 
procedures due to the unavailability of appropriate analgesic or sedation drugs. 

The survey results also indicated that over half (55 percent) of all respondents reported that more 
than 20 drugs were involved in shortages during the 6 months prior to the survey. Shortages 
affected all treatment categories but were particularly notable in some critical areas. Over two-
thirds of respondents reported that shortages affected emergency care (87 percent), anesthesia 
care (85 percent), pain management (81 percent), infectious disease treatment (71 percent), and 
cardiovascular care (68 percent). More than half of the respondents experienced shortages that 
affected parenteral nutrition (55 percent), while one third involved obstetrics/gynecology (33 
percent), and hematology/oncology (33 percent) services. 
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Effects on health care delivery systems 
Increased time spent managing and coping with drug shortages takes resources – such as staff 
time – that could otherwise be used to treat patients. 
•	 Staffing needs may increase when employees must spend time managing shortages, 

including prioritizing procedures due to limited drug availability and rationing drugs for 
the highest priority cases. 

•	 Pharmacists may need to conduct costly and time-consuming searches to find the drug in 
question or its alternatives. 

•	 Emergency response teams must reconfigure procedures and retrain responders when 
drugs that are routinely used in emergencies are not available and substitutions are 
required. 

•	 Hospitals, clinics, and other care settings may need to modify IT systems to 
accommodate changes in available drugs and ensure that dosing and dispensing of the 
substitutions are accurate. They may also need to find other suppliers, renegotiate 
contracts, delay infrastructure investments, and undertake other time-consuming and 
costly processes. 

•	 Despite the scope and scale of these effects, most hospitals and other health systems have 
not comprehensively quantified the costs of managing drug shortages and the total cost to 
the nation’s health care delivery system is not known. 
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Financial burdens 
When drugs are in shortage, their prices may increase, placing financial burdens on patients, 
providers, and payers (Dave et al. 2018; Hernandez et al. 2019).10 Additionally, drugs used as 
substitutes may be more expensive or may not optimize clinical therapy when compared to the 
original drug of choice. Shortages of critical medications and subsequent rising drug prices are 
affecting patient care and straining hospital budgets and operations, according to a 2019 report 
released by the American Hospital Association, the Federation of American Hospitals, and the 
American Society of Health-System Pharmacists. According to this report, almost 80 percent of 
hospitals said drug shortages resulted in increased spending on drugs to a moderate or large 
extent (“Recent Trends in Hospital Drug Spending” 2019). 

Studies have estimated that responding to drug shortages costs hospitals $359 million each year 
in labor costs (Kacik 2019) and another $200 million each year to substitute drugs in shortage 
with alternatives (“Drug Shortages Cost U.S. Care Providers” 2011). However, these reports 
likely understate the total impact of drug shortages as they were unable to quantify the amount 

10 FDA analysis found sustained price increases for only 18% of drugs that went into shortage in 2013- 2017, as will 
be explained below. 
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hospitals spent on additional staffing, overtime wages, other staff benefits and overhead, 
updating technology, and the loss of revenue caused by postponing medical procedures. 
Ultimately, neither estimate captures the potential patient harm and significant public health 
impacts that can accompany these financial burdens (Metzger et al. 2012; McBride et al. 2013; 
Vail et al. 2017). 

Root Causes of Drug Shortages 

Basic economic theory holds that in instances where demand exceeds supply, prices typically 
rise, thereby providing an incentive for existing and new suppliers to increase production until 
there is a sufficient supply of a product to meet demand. Drug shortages, however, persist after 
supply disruptions despite some price increases. In this respect, the market for prescription drugs 
and especially generic drugs, which account for most drug shortages, appears quite unusual. The 
Task Force sought to determine why the drug market is so different from many other markets. 

To understand this difference and identify the underlying drivers of drug shortages, the Task 
Force relied on findings from a team of FDA economists and other scientists who analyzed a 
sample of drugs that went into shortage during calendar years 2013-2017.11 The Task Force also 
looked at other published research studies and considered stakeholder comments made at a 
public meeting and submitted to FDA in a related docket. Finally, the Task Force considered 
information provided to FDA in individual listening sessions with stakeholders and in meetings 
with organizations representing stakeholders throughout the supply chain. 

Evidence from FDA’s analysis, supported by the published literature and stakeholders’ 
testimony, points to economic factors as the major drivers of drug shortages. Drug manufacturers 
make business decisions across the life cycle of a drug: e.g., whether to launch a new product; to 
maintain an existing product; or to invest in improvements in manufacturing facilities or 
remediating a facility where problems have occurred. If a manufacturer anticipates that a drug 
will be unprofitable or have uncertain profitability, its management may decide not to launch the 
drug, even when holding an approved biologics license application (BLA), new drug application 
(NDA), or abbreviated new drug application (ANDA). If the firm is already marketing the drug 
and its profitability erodes, management may discontinue production or make minimal 
investments in manufacturing, leading to supply disruptions. These disruptions may result in 

11 The FD&C Act defines a “drug shortage” as “a period of time when the demand or projected demand for the drug 
within the United States exceeds the supply of the drug.” FD&C Act 506C(h)(2) (21 U.S.C. 356c(h)(2)). The 
statutory definition of “drug shortage” is not limited to medically necessary drugs. FDA presented some of its 
analysis of drugs in shortage at a public meeting in November 2018.  See 
https://healthpolicy.duke.edu/sites/default/files/atoms/files/duke-fda_drug_shortages_presentation_slides__0.pdf, 
especially beginning at slide 30. 
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shortages. Without sustained profitability, the cycle of minimal investment in manufacturing, 
disruption, and shortage will continue. 

After reviewing the FDA analysis, research studies, and stakeholder input, the Task Force 
identified three major root causes: 

•	 Root Cause 1: Lack of Incentives to Produce Less Profitable Drugs. When market 
conditions limit manufacturers’ profitability, they reduce a firm’s motivation to maintain 
a presence in, or enter the market for older prescription drugs, and to invest in 
manufacturing quality and redundant capacity. Manufacturers of older generic drugs, in 
particular, face intense price competition, uncertain revenue streams, and high investment 
requirements, all of which limit potential returns. Current contracting practices contribute 
to a “race to the bottom” in pricing. 

 Unfavorable pricing dynamics. Over the past few decades, sectors of the health 
care system – including hospital systems, group purchasing organizations 
(GPOs),12 wholesalers, and the pharmaceutical industry – have consolidated to 
achieve efficiencies and increase negotiating power with suppliers and customers. 
For example, GPOs have consolidated their market power, so that by 2018 the 
four largest GPOs accounted for about 90 percent of the market for medical 
supplies in the United States (Bruhn et al. 2018). As a result, GPOs have been 
able to negotiate low prices, especially for multi-source generics. 

Furthermore, prevalent contracting practices often constrain the ability of 
manufacturers to raise their prices, while leaving them open to price challenges 
from competitors who may try to undercut them to gain market share. When a 
manufacturer is confronted with a price challenge, the management usually has a 
choice of either meeting the challenge by lowering its price, even to an 
unsustainable level, or losing market share. As a result, prescription drug 
manufacturers may face “a race to the bottom” and in some cases end by selling 
the drug at or below its cost to manufacture. 

 Price sensitivity among health care providers. Consistent with standard 
business practices, purchasers look for the lowest possible price, especially when 
unable to measure reliability or effective quality management of product 
manufacturing. Additionally, reimbursements under bundled payments and 
managed care contracts may increase price sensitivity. Thus, providers are 
motivated to reduce their costs wherever it is feasible to do so. 

12 A Group Purchasing Organization is an entity that enables health care providers – including hospitals, nursing 
homes, surgery centers and clinics, and home health agencies – to realize savings by aggregating their purchasing 
volume and using that as leverage to negotiate discounts with manufacturers, distributors, and other vendors. 
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 Disconnect regarding the impact of purchasing decisions on shortages. High-
volume drug buyers, including g roup purchasing or ganizations and large hospital  
or pharmacy chains, may not have adequate incentives to purchase drug products  
from potentially more reliable (and possibly  costlier) suppliers. A drug buyer  
typically bears only a small portion of the costs of a shortage while other parties  
(health care providers, third party payers, and patients) bear larger portions. As  
described above, these costs extend  to many  aspects of health care.  

 
Information from stakeholders suggests that such drug buyers may select the  
supplier of a low-priced drug, even if  a competing and otherwise identical drug  
product is available from a more reliable supplier  for only  a modest premium. 
Stakeholders suggest that these decisions may result from high-volume buyers  
lacking information about  the impact of shortages.  In addition, parties bearing  
most  of the costs of shortages may not have  contractual or other  relationships  
with high-volume buyers that could allow  them to communicate the importance  
and value of  reliable supplies of drugs of requisite quality. This disconnect  
between high-volume buyers and those most affected by shortages may  
contribute to t he  lack of incentives for manufacturers of drug products to invest  
in systems that would improve reliability and manufacturing quality.   

 
 High investment requirements.  Manufacturers  must often make expensive 

capital investments in manufacturing facilities and  processes to enter or  remain in 
the market. For example,  expanding or modernizing  a manufacturing facility  
capable of producing multiple products  can take one  or more  years and  can  cost  
more than $100 million ( Ferierra et al. 2016). Manufacturers of sterile injectable  
products must  also  invest in highly specialized equipment to produce their  
products, adding additional costs.13  They typically evaluate the risk-adjusted 
return on this investment in making business decisions.  
 

 Business uncertainty.  Because of the intensely competitive nature of  the 
prescription drug  market,  especially for  generics,  manufacturers may find it  
difficult to forecast a product’s revenues, volumes, and profit margins.  In  
addition, they may face uncertainty in managing  an increasingly global  supply  
chain. With many  manufacturing sites located overseas, changes in exchange 
rates, labor  costs, or regulatory  requirements in other countries  could suddenly  
increase costs and reduce the profitability of  a firm’s product portfolio.  
 

 Manufacturing capacity constraints. Most generic manufacturers cannot  afford 
to support redundant capacity  and must make decisions about how to make the  
best use of their available capacity. Management may have little incentive  to  

 
    

 

                                                 
  13 https://www.particlesciences.com/blog/aseptic-manfacturing-and-sterile-fill-finish-for-complex-drug-products/ 
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continue marketing a less profitable drug, particularly if the firm has opportunities 
to market more profitable drugs that can be manufactured on the same 
equipment.14 

•	 Root Cause 2: Market Does Not Recognize and Reward Manufacturers for Mature 
Quality Management Systems. The prescription drug market, especially for generic drugs 
but also for brand drugs, often does not provide incentives for manufacturers to invest in 
current manufacturing technologies and improvements in quality management. As noted 
above, drugs in shortage are typically older drugs, with a median time since first approval 
of almost 35 years. Following first approval, continual technical improvement and updating 
is needed because facilities age, routine operations require updates to maintain a state of 
control, technology evolves, suppliers change, and scientific expectations may also change. 
A failure to implement such updates and improvements can lead to quality problems that 
result in drug shortages. 

Historically, many pharmaceutical manufacturing firms have focused their efforts on 
compliance with Current Good Manufacturing Practices (CGMPs), which include 
standards for material systems, equipment and facilities, production, laboratory, packaging 
and labeling, and a quality system. These standards, however, are foundational and set a 
minimum threshold that companies must achieve in order to be allowed to supply the U.S. 
marketplace. They do not include more advanced levels of quality management, which aim 
to robustly detect vulnerabilities and address them to prevent the occurrence of problems, 
as well as establishing a culture that rewards process and system improvements. As 
companies move from focusing on compliance with CGMPs to institutionalizing continual 
process and system improvement efforts, they begin to advance in quality management 
maturity. 

•	 Several factors contribute to the market’s failure to recognize and reward quality
 
management maturity. 


 Challenges in assessing quality management maturity. A quality management 
system is a collection of business processes focused on consistently meeting 
expectations, expressed as the organizational goals and aspirations, policies, 
processes, documented information and resources needed to implement and 
maintain quality. Quality management maturity is a measure of the consistency 
and reliability of business processes related to an organization’s goals (see 
Appendix B). 

14 In FDA’s conversations with stakeholders, some manufacturers stated that they would continue to produce an 
unprofitable prescription drug if it is in shortage or at risk of going into shortage, or if it fills a needed space in a 
broader portfolio of products. Hence, the profitability of the individual drug is not the only criterion that the 
pharmaceutical industry uses in making business decisions to continue production. 
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FDA inspects manufacturing facilities and takes regulatory action, if needed, to 
enforce CGMP regulations. The Agency’s investigators look for deficiencies in 
meeting CGMPs, but these assessments of CGMP compliance do not measure 
how far the facility is above the CGMP requirements in its quality management 
systems. Simple adherence to CGMP standards does not indicate that a firm is 
investing in improvements or planning or deploying statistical process control 
techniques that could better enable it to prevent supply disruptions. 

Even when a firm does invest in such improvements, it may be difficult to 
identify measures of quality that could be used to predict operating outcomes, 
such as shutdowns of manufacturing lines resulting in supply disruptions.15 And 
even if these measures were readily available, FDA might not have access to the 
needed data regarding the performance of the manufacturing facility. 

This is why it is critical that industry progress towards quality management 
maturity. Some pharmaceutical firms have been slow to implement robust, mature 
quality systems and the accompanying quantitative measures of quality that have 
been the foundation of success in other industries, such as automotive and 
aerospace (Fuhr et al. 2014). These industries exercise quality oversight by 
vigilantly monitoring ongoing process performance and product quality data, and 
promptly correcting operations when needed. Numerous organizations and quality 
experts have worked to develop conceptual models and standards for advancing 
the maturity of industrial quality management systems, as discussed in Appendix 
B. These models could be used more broadly in the pharmaceutical industry to 
improve supply reliability and shift from doing only what is necessary to meet 
CGMP requirements to proactively focusing on achieving quality management 
maturity. 

 Lack of transparency across the supply chain. In general, product-specific 
information regarding supply chains is tightly guarded by firms as trade secret or 
commercial confidential information (Department of Homeland Security 2018). 
Purchasers of drugs, and intermediaries such as GPOs, generally have little or no 
information linking the drug products they buy, or contract for, with the specific 
sites where they were manufactured. In addition, they have only limited 
information that could be used to assess the quality management maturity of 
specific sites. This lack of transparency, coupled with difficulty assessing quality 

15 Despite these challenges, FDA supports the development and use of quality metrics.  FDA has recently published 
two Federal Register Notices to collect information from industry stakeholders on quality management programs 
now in use by industry. For more information, see Appendix C. In November 2016 FDA published a draft guidance 
for industry entitled "Submission of Quality Metrics Data," proposing to initiate a voluntary industry reporting 
program of selected quality metrics. Data from the quality metrics reporting program would be used to focus FDA’s 
resources on the areas of highest risk to public health: e.g., by identifying establishments and products that may pose 
significant risks to consumers, or that have the potential for supply disruptions. 
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management maturity, makes it challenging for health care providers and GPOs to 
distinguish manufacturers based on whether they can consistently and reliably 
provide adequate supplies of a drug. Instead, they tend to differentiate between 
competing drug products, particularly generics, based solely on price. Similar 
transparency issues apply to active pharmaceutical ingredient (API) 
manufacturers, leading drug manufacturers to prioritize API procurement based 
on price, rather than quality. 

 Lack of market reinforcement of effective quality management maturity. 
Because of the limited information available about the effectiveness of a drug 
firm’s quality management maturity and health care providers’ drive to cost 
reduction, the market does not compensate drug manufacturers with price 
premiums for mature quality management, which could include proactive steps 
such as establishing risk management plans and identifying back-up 
manufacturing capabilities. Conversely, the market does not penalize 
manufacturers that fail to invest in modernization of manufacturing equipment 
and facilities to assure a reliable supply. Although manufacturers’ contracts with 
GPOs may include “failure to supply” clauses intended to create an incentive to 
provide a reliable supply, these are generally weak (Haninger et al. 2011). Thus, 
manufacturers who invest minimally in facilities or risk management and 
experience supply disruptions may face little more than transient loss of some 
revenue and reputation. 

•	 Root Cause 3: Logistical and Regulatory Challenges Make It Difficult for the 
Market to Recover After a Disruption. Logistical and regulatory challenges can limit 
the ability of drug manufacturers to increase production after a supply disruption has 
occurred. Over the past two decades the drug supply chain has become longer, more 
complex and fragmented as companies have located more production overseas (U.S. 
Department of Commerce 2011) and increased the use of contract manufacturers (Kuehn 
2018). When companies wish to increase production, either by modifying an existing 
facility or building a new one, they may have to obtain approvals from many different 
national regulatory bodies, and/or find a new source of APIs. Supply recovery is 
particularly a problem for drugs that already have few suppliers. For example, generic 
drug markets tend to have very few application holders actively supplying the market 
(Berndt et al. 2017; Conti and Berndt 2019),16 so when one firm ceases production, e.g., 
to remediate a manufacturing problem, its competitors would need to increase output 
substantially to meet demand. 

This root cause is closely connected with unfavorable price dynamics mentioned above, 
because the financial investment, time, and management attention required to build new 

16 Conti and Berndt 2019 found that forty percent of generic drug markets were supplied by only one manufacturer, 
and the median number of manufacturers per drug market was two. 
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or increase established production capacity may reduce the incentive for manufacturers to 
launch or increase production of a shortage product. 

 Logistical challenges. Firms face capital, technological and sourcing challenges 
that make it difficult to expand production capacity. As mentioned above, 
expanding or modernizing a plant can take one or more years and cost more than 
$100 million (Ferierra et al. 2016). Sterile injectables also require additional 
specialized equipment to produce and may be even more expensive.17 Since drug 
manufacturing facilities typically operate above 80 percent capacity (U.S. Census, 
2019), pharmaceutical firms often cannot increase production substantially 
without incurring additional costs associated with purchasing new equipment or 
new property and a critical mass of qualified personnel. In turn, this makes it very 
difficult for firms to increase production when a shortage occurs. 

Manufacturers also face difficulties in changing their API source; e.g., when they 
need to increase production or respond to a disruption from their API supplier. 
One major challenge is identifying an API source that is of high quality and 
complies with global regulatory requirements.18 Although FDA lists approved 
API suppliers and recently inspected API manufacturing facilities, there is no 
complete, centralized source of information on API suppliers, so firms often incur 
time and expense seeking such suppliers. In addition, changing API suppliers 
generally requires additional FDA approvals (Mallu et al. 2015). 

According to FDA data on regulated manufacturing facilities for approved 
application products, in 2018, 88 percent of the manufacturing sites making APIs 
and 63 percent of sites making finished dosage forms (FDFs) were located 
overseas (FDA Internal Memorandum 2019; Van Den Bos 2009).19 (See Figure 3 
and Table 1) Although these moves may have resulted in cost savings, they have 
also made it more difficult for firms to coordinate across the entire supply chain 
and enforce quality management in manufacturing sites. 

17 https://www.particlesciences.com/blog/aseptic-manfacturing-and-sterile-fill-finish-for-complex-drug-products/ 
18 API facilities are included in the FDA Inspections Classification Database, which includes final classifications for 
surveillance inspections of all API facilities in the human pharmaceutical program. This database includes results of 
FDA inspections and where FDA has made use of an inspection conducted by a capable inspectorate under the 
Mutual Recognition Agreement (MRA). API facilities not currently supplying the U.S. market would not be 
included in this database. Furthermore, the Database does not list the products being made at the facilities.
19 These numbers apply to manufacturers named in approved applications. Medical gas, compounding, pending 
application and non-application (OTC) facilities are excluded. 
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Figure 3. In 2018, the majority of manufacturing sites making active 
pharmaceutical ingredients and finished dosage forms for the U.S. market were 
located abroad.20 

20 These numbers apply to manufacturers named in approved applications. Medical gas, compounding, pending 
application and non-application (OTC) facilities are excluded. 
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Regional Distribution of Facilities Manufacturing Finished Dosage 
Forms and Active Pharmaceutical Ingredients in 2018. 

Region FDF MANUFACTURE API MANUFACTURE 

Canada 4% 0% 

China 8% 14% 

EU 18% 31% 

India 24% 31% 

Latin America 0% 2% 

Rest of World 10% 11% 

USA 37% 12% 

Total 100% 100% 

 
   

  
  

   
 

  
    

   
  

  
 

  
 

   

  

                                                 
    

  
  

Table 1. For finished dosage forms (FDFs), the predominant overseas 
contributors were located in EU countries and India. For active pharmaceutical 
ingredients (APIs), the predominant overseas manufacturers were located in 
European Union countries, India, and China.21 (Percentages in table have been 
rounded.) 

 Regulatory requirements. In general, after a drug has been approved by FDA 
and is on the market, a manufacturer wishing to expand capacity through 
alternative suppliers (e.g., for API) or alternative manufacturing sites (e.g., for the 
finished product) must submit a regulatory filing to have the new supplier or 
manufacturing facility approved by FDA. 22 

Many drug manufacturers supplying the U.S. market are in fact global operations 
that also supply other regions. Making post-approval changes to update 
manufacturing operations generally requires that they seek approval not only from 
FDA but the regulators in the other markets. According to industry observers, 
many post-approval changes to regulatory filings require prior approval by the 

21 These numbers apply to manufacturers named in approved applications. Medical gas, compounding, pending
 
application and non-application (OTC) facilities are excluded.

22 See generally 21 CFR 314.70.
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regulatory authority of every country individually, and this can be over 100 
countries for globally marketed products. The global approvals for changes can 
often take years because of varying requirements and timelines across different 
regulatory authorities, and this creates disincentives for timely improvements to 
manufacturing operations that could reduce the risk of drug shortages. 

For example, when the International Society for Pharmaceutical Engineering 
(ISPE) developed a model timeline for upgrading aseptic processing equipment or 
facilities, it found that it would take approximately seven years from the initial 
planning phase to secure approval from all global health authorities (ISPE 2014). 
ISPE noted that because health authority reviews are not performed in parallel, 
manufacturers normally must maintain dual operations until they receive all 
approvals. The risks and technical complexities associated with these dual 
operations, including the increased complexity of material management and 
related supply chain modifications, may increase the chance for a drug shortage 
and help explain why some manufacturers are reluctant to upgrade their aseptic 
equipment and facilities. 

Finally, manufacturers wishing to address a drug shortage by bringing to market 
the drug product in shortage, can find the effort both time-consuming and costly. 
For example, some studies have estimated that, for small-molecule generic drugs, 
it can cost $1 million to $5 million and take between 3 to 5 years to prepare an 
application for FDA approval.23 If an original ANDA24 could help mitigate or 
resolve a drug shortage and prevent future shortages, FDA may give it priority 
status for review (FDA MAPP 5240.3). The performance goals of the Generic 
Drug User Fee Amendments of 2017 call for 90 percent of priority ANDAs to be 
reviewed and acted on within 8 months or 10 months, depending on their type 
(GDUFA II Commitment Letter 2018). 

Based on available data, however, the Task Force believes that the cost and speed 
of gaining an ANDA approval are unlikely to be major factors in causing or 
extending shortages. FDA analysis shows that as of June 2019, for all generic 
drugs with approved applications, 39 percent were observed to be marketed, and 
the remaining 61 percent were approved but not marketed.25 (See Figure 4) The 

23 https://www.ftc.gov/sites/default/files/documents/reports/emerging-health-care-issues-follow-biologic-drug
competition-federal-trade-commission-report/p083901biologicsreport.pdf. The Agency notes that the cost and 
timeframe cited in this study may not accurately reflect the cost to develop and file a generic version of an older, 
off-patent injectable drug, which is the primary profile of the majority of drug shortage products in FDA’s analysis.
24 An abbreviated new drug application (ANDA) contains data that are submitted to FDA for the review and 
potential approval of a generic drug product. (Source: FDA)
25 As of June 2019, 1,671 products had an active generic application and at least one approved brand or generic 
application listed in the active section of FDA’s Orange Book: Approved Drug Products with Therapeutic 
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gap between total approved applications and those that are marketed is even more 
extreme for the drugs that were in shortage between 2013 and 2017, as will be 
discussed below in the FDA Analysis section. Rather than the speed of ANDA 
approval, pharmaceutical firms’ disinclination to market drugs for which they are 
already holding an approved ANDA may contribute substantially to shortages. 

Figure 4. As of June 2019, for all generic drugs with 
approved applications, 39 percent were observed to be 
marketed, and the remaining 61 percent were approved but 
not marketed. 

The economic forces driving drug shortages arise primarily from private sector behavior, 
including business decisions made by pharmaceutical firms, GPOs and other intermediaries in 
the supply chain, as well as drug purchasers such as hospitals and other health care providers. 
However, these business decisions may be affected by FDA regulation and by reimbursement 

Equivalence Evaluations. In this context, FDA defines a product as approved applications with unique combinations 
of active ingredients, dosage form, and route of administration, ignoring strength and package size. For these 
products there were 17,848 total approved applications, or about an average of 10.7 with a median of 7 approved 
applications. These data exclude products for which all applications are listed in the discontinued section of the 
Orange Book, as they have effectively left the market and are no longer available. Marketed applications had (1) an 
active NDC listed in FDA’s NDC Directory for June 2019, and (2) positive sales in the IQVIA National Sales 
Perspective database from June 2018 through June 2019. Based on these criteria, we identified 6,982 applications as 
marketed. Thus, for each product there is an average of 4.2 marketed applications and a median of 3 marketed 
applications. 
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policies including those established by Federal programs, such as Medicare and Medicaid, and 
by private payers. 

Evidence for Root Causes 
As discussed above, to identify the root causes, the Task Force relied on evidence from FDA’s 
analysis of drug shortages and published research studies. It also considered stakeholder 
contributions made at a public meeting with a related docket, at listening sessions with 
stakeholders, and in FDA meetings with organizations representing stakeholders throughout the 
supply chain. 
FDA Analysis 
Drug shortages often follow the lifecycle pattern shown in Figure 5 below. Root causes, which 
may be accompanied by other contributing factors, lead to an event or situation that triggers a 
supply disruption: that is, a temporary market imbalance in which the demand for a product 
exceeds its supply. Root causes may exacerbate a supply disruption as well as initiate one: e.g., 
the lack of a financial incentive to market or increase production of a less profitable drug may 
constrain an increase in supply. Not all supply disruptions lead to shortages, since actions can be 
taken in between that prevent the onset of a shortage, but nearly all shortages are preceded by 
supply disruptions. 
If a supply disruption persists, it becomes a drug shortage, an extended period in which existing 
and new suppliers are unable to increase production enough to meet U.S. demand. Eventually, 
suppliers increase production and/or demand for the product falls until the drug is available to 
everyone who wants it and the shortage is resolved. 

Figure 5. Root causes lead to a supply disruption. When exacerbated, this disruption becomes 
a shortage that may be resolved when production increases or demand decreases. 

As mentioned earlier, to capture information about market forces that may have been active both 
during the period leading up to a drug shortage and the period after the shortage had occurred, a 
team of FDA economists examined a sample of 163 drugs in the Agency’s database that first 
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went into shortage between calendar years 2013 and 2017.26 They combined this list of drugs 
with sales data from the IQVIA National Sales Perspective (NSP) database (see Appendix F for 
more information about the analysis). They found that of the 163 drugs in shortage, 62 percent 
went into shortage after supply disruptions occurred that were associated with manufacturing or 
product quality problems. Another 18 percent went into shortage for unknown reasons, and much 
smaller percentages were associated with unanticipated increases in demand (12 percent), natural 
disasters (5 percent), or product discontinuations (3 percent). (See Figure 6) 

Figure 6. Of 163 drugs that went into shortage between 2013 and 2017, 62 percent went into 
shortage after supply disruptions occurred that were associated with manufacturing or 
product quality problems. 

26 For purposes of this analysis, FDA defined a drug as a unique combination of active ingredient(s), route of 
administration, and dosage form – potentially grouping together multiple strengths, types of packaging, and 
manufacturers. This means that a shortage can consist of more than one drug. For example, a shortage might include 
both oral liquid and solid oral versions. As a result, these 163 drugs in shortage occurred in 130 shortages defined by 
FDA. FDA's Center for Biologics Evaluation and Research also maintains a list of products in shortage. As of the 
end of September 2019, most of those products were vaccines, with the notable exception of a) immune globulin and 
b) an anticoagulant (sodium citrate), and c) several products for use to counter insect stings. 
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In this analysis, the economists relied on classifications of the reasons for shortages made by 
Center for Drug Evaluation and Research (CDER) Drug Shortage Staff (DSS). When FDA adds 
a drug to the shortage list that it is required to maintain pursuant to the Food and Drug 
Administration Safety and Innovation Act of 2012 (FDASIA) (Pub. L. 112-144), it identifies one 
of the following reasons for the shortage: 1) Requirements related to complying with good 
manufacturing practices, 2) Regulatory delay, 3) Shortages of an active ingredient, 4) Shortage 
of an inactive ingredient component, 5) Discontinuation of the manufacture of the drug, 6) Delay 
in shipping of the drug, 7) Demand increase for the drug, or 8) Other reason.27 

When a shortage occurs, FDA usually requests additional information from the manufacturer(s) 
so the Agency can best target its shortage mitigation efforts based on the specific situation. This 
additional information requested from the manufacturer(s) can include the specific causes of the 
shortage including product-specific quality issues (which can include particulates and sterility 
issues), facility quality issues (manufacturing line or plant issues, for example), raw material 
issues (related to quality or delays, for example), increased overall demand, loss of 
manufacturing sites, and permanent discontinuations. FDA conducts periodic analyses of the 
data containing these specific causes and these data have consistently shown that the majority of 
shortages are related to quality problems. These quality problems can be either related to specific 
quality defects in individual drugs or quality problems at the manufacturer such as production 
lines breaking down or experiencing contamination or even entire facilities experiencing quality 
problems such as lack of sterility assurance for intravenous (IV) or ophthalmic drugs, and other 
facility-wide problems. 

Events that Happen Prior to Occurrence of a Shortage 
FDA found characteristics that were common among drugs that later went into shortage.  Some 
of these characteristics were related to the markets for these drugs, and were manifested in trends 
in revenue, price and contribution to the manufacturer’s total revenue. Other characteristics were 
associated with the facilities where these drugs were produced. 

FDA’s analysis identified these characteristics by comparing the 163 shortage drugs with a group 
of similar drugs that did not go into shortage during the same period from 2013-2017 (see 
Appendix F for more information about the analysis).28 FDA found statistically significant 
differences between the shortage drugs and those in the comparison group, leading to the 
conclusion that about half of the shortage drugs (86 drugs or 53 percent) may have had 
inadequate financial incentives to market the product or invest in ensuring manufacturing 
capability and capacity prior to the shortage. From January 2010 to the time they went into 
shortage, these 86 drugs were characterized by declining revenues and prices: 

27 See section 506E(b) of the FD&C Act; 21 CFR 310.306(b); 314.81(c)(3)(iii)(d); see also 600.82(d)(1)(iii). 
28 Of these 163 drugs, only 144 drugs had adequate data for this analysis. Please see the technical appendix for more 
information. The comparison drugs were matched with drugs in shortage based on the route of administration, time 
since first approval or marketing, price, and quantity sold. 
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•	 Steeply declining revenues 
Prior to the shortage, the revenues of the 86 shortage drugs in this group declined at an 
average annual rate of 12.9 percent versus a 3.3 percent decline in the comparison group 
(p<0.001). 

•	 Declining prices 
Prior to the shortage, the prices of these 86 drugs declined an average of 2.5 percent 
annually, compared to a 2.9 percent increase in price among the comparison drugs 
(p<0.01). 

•	 Very limited contribution to the firm’s total revenues 
Stakeholders indicated that quality issues could also arise among products or in facilities 
where there are inadequate financial incentives to invest in manufacturing quality and 
redundant capacity. 

o	 On average, these 86 drugs accounted for just 0.16 percent of their company’s 
total revenues, compared with 0.34 percent for similar drugs that did not go into 
shortage, in the 4 months just prior to the shortage (p<0.01). 

o	 In the 4 months prior to the shortage, the facilities that manufactured these drugs 
accounted for just 2.6 percent of their company’s total revenues, compared with 
5.8 percent for similar drugs that did not go into shortage (p<.001).29 

The remaining 77 drugs that went into shortage, when compared with similar drugs that did not 
go into shortage, did not exhibit the same patterns of statistically significant declines in revenues 
and prices before the shortage occurred. The analysts found a statistically significant difference 
between these drugs and the comparison group, for the facilities that manufactured these drugs. 
In the four months prior to going into shortage, the facilities that are registered to manufacture 
these drugs accounted for just 3.7 percent of their company’s total revenues, compared with 5.9 
percent for similar drugs that did not go into shortage (p<.05). 30 FDA lacks information about 

29 The facility level analysis is based on a smaller sample of 104 shortage drugs that could be matched to 
manufacturing facilities that were registered with the FDA to produce the drug.
30 FDA’s available data sources did not enable the Agency to observe the quantities and revenues of a drug made at 
each manufacturing facility that is registered to produce it (this applies to approximately 26% of the shortage drugs 
and 33% of the comparator drugs in their respective samples). Therefore, the Agency assumes in this analysis that if 
a drug is registered at multiple manufacturing facilities, production levels are divided evenly among these facilities. 
FDA chose this assumption because it did not appear to clearly favor one set of facilities over another. 

As a robustness check, FDA restricted the analysis to the remaining 74% of shortage drugs and 66% of comparator 
drugs where the available data allowed the Agency to precisely estimate the quantities and revenues of all drug 
products made at their respective facilities. Specifically, these are products where the manufacturer had approval to 
manufacture at a single facility and other products approved for manufacture at that facility were not approved to be 
manufactured at other facilities owned by that company. This alternative analysis indicated that in both groups, the 
facilities that manufactured the shortage drugs still accounted for a smaller amount of their company’s total 
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how this difference could have affected business decisions that may have led to supply disruption 
and shortage. It is possible that the firm’s management did not prioritize investment in a 
relatively small facility, leading to quality problems and a supply disruption. Or, management 
may have decided to use the available capacity to manufacture more profitable products. 

Events that Happen After Occurrence of a  Shortage  
According to the textbook model of how product  shortages resolve, after a  supply disruption 
prices should increase sharply  as product becomes scarce and remain high for an extended 
period. Existing suppliers and/or market  entrants  should then increase production to fill the gap 
between supply and demand, and supply should eventually be restored to close to the level prior  
to the shortage. However, in the case of the 163 drugs in FDA’s database that went into shortage  
(See Figure 7):  

• 	 Only 29  (18 percent) had a sustained price  increase  of 50 percent or more that began 
during the shortage  and lasted for 6 months.31  Of these 29, only  7  saw the entry of  a new  
manufacturer or increased production from an existing supplier. Only  9 o f the 29 ha d 
production restored to the level prior to the shortage.32   
 

• 	 Only 54 ( 33 p ercent) of the shortage drugs either  experienced significant  production 
increases (up  to 50 percent or more) by companies that were  already in the market, or had 

revenues. However, the finding for the drugs in shortage that exhibited increasing revenues and prices was no longer 
statistically significant at the 5 percent level. Sources: IQVIA. National Sales Perspective. January 2010 to August 
2018. Extracted: October 2018; Internal FDA Data 
31 These results are robust to using alternative price increase thresholds (alternative price thresholds ranged between 
5 and 50 percent increases) and an alternative time horizon of 3 months. There are two reasons why the results could 
also potentially overestimate the total number of sustained price increases occurring after shortage. First, roughly 
half of shortage drugs exhibited increasing price trends prior to going in shortage, and it is possible that their prices 
could have continued to increase even if they had not gone into shortage. Second, the analyses may also include 
gradual price increases that accumulated over a longer time period.
32 This conclusion, that sustained drug prices are relatively uncommon, is not that different from prior published 
work because we focus on relatively large price increases given our earlier observation that the average shortage is 
quite intense, volumes sold fall by 70 percent of volumes prior to the shortage.  In addition, some of the difference 
may stem from our use of price measures that aggregate among all drug products including within each of the 163 
drugs in shortage. 
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new suppliers enter the market. In the latter case, the median time to market entry was 13 
months. 

•	 Only 60 (37 percent) of the shortage drugs had the quantity of the drug restored to at least 
80 percent of its amount just prior to the shortage during the 4th to 9th month following 
the shortage. 

Taken together, these findings lead to the hypothesis that drugs that go into shortage are products 
that companies may not have a strong financial incentive to market or to produce using mature 
manufacturing quality management. 

Figure 7. Few drugs in shortage experienced market response milestones that could help 
the shortages self-correct. 

As discussed in the Root Causes section above, drug manufacturers face barriers to market entry, 
including the time and financial investment required to obtain approval from FDA to market 
their products and comply with regulatory requirements. However, regulatory requirements are 
only one of many factors contributing to the lack of market participants. Multiple generic 
companies are often approved to market drugs that are in shortage but make business decisions 
not to market them. In fact, for the shortage drugs studied, most had multiple applications 
approved by FDA, but only a small number of these were for drugs that were marketed. FDA 

Drug Shortages: Root Causes and Potential Solutions 38 



   

 
    

 

     
      

 

 
   

      
 

 
 

 

  
 

 
 

 
 

 

  
  

 

                                                 
     

 

analysis shows that, just prior to the shortage, there were on average three companies per drug in 
shortage (“Orange Book” 2019) that were not marketing their approvals (see Figure 8).33 

Figure 8. For the shortage drugs studied, there were, on average, three companies that were 
approved to market the shortage drug but were not doing so. 

Published Research 
Academics, Federal agencies, and private organizations have conducted studies to shed light on 
the factors potentially associated with drug shortages. The Task Force conducted a literature 
review to identify research contributions to the understanding of market, logistical, and 
regulatory factors affecting drug shortages. Preference was given to publications that were cited 
multiple times in peer-reviewed journals and to government publications or those from 
established private-sector organizations. A complete bibliography is provided in Appendix A; the 
material below highlights some notable contributions. 

Ventola offered an assessment of causes, impact and management strategies just prior to a peak 
in drug shortages. They called attention to the role of manufacturers’ business decisions, 
“including insufficient profits, the introduction of generic products, market share, anticipated 
clinical demand, patent expiration, drug-approval status, regulatory compliance requirements, 
expense to correct manufacturing problems, or mergers.” Ventola also noted that, “Many of the 
drugs in short supply also tend to be generic medications, which aren’t very profitable, so 

33 This analysis studied 152 of the 163 shortage drugs that we could match to FDA’s Orange Book database. 
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companies don’t plan for backup capacity. Economic pressure on manufacturers can also lead 
them to maintain lower inventories of low-profit drugs or take them off the market.” (Ventola 
2011) 

Soon after the 2011 peak in shortages, the HHS Office of the Assistant Secretary for Planning 
and Evaluation (ASPE) issued a 2012 report finding that a rapid expansion in the scope and 
volume of products produced by the industry in a short period of time, without a corresponding 
expansion in manufacturing capacity, led to a high rate of capacity utilization in the industry. 
This may have made it difficult to maintain manufacturing quality (Haninger et al. 2011).   

Woodcock and Wosinska identified the fundamental driver of drug shortages as the market’s 
inability to observe and reward quality manufacturing (Woodcock and Wosinska 2012). This 
lack of reward for quality can reinforce price competition and encourage manufacturers to keep 
costs down by minimizing quality investments. They conclude that these dynamics may have 
produced a market situation in which quality problems have become sufficiently common and 
severe to result in drug shortages. 

Berndt et al. (Berndt et al. 2017; Conti and Berndt 2019) examined longitudinal trends in generic 
drug markets from 2004-2016 and found that quarterly sales revenues for generic drugs were 
surprisingly small. The median for a unique, generic molecule, dosage-form product was just 
over $300,000 in the third quarter of 2016. Among non-oral drugs, there were fewer market 
entrants than exits. The markets for generic drugs are highly concentrated and becoming more 
so. Forty percent of drug markets were supplied by only one manufacturer, and the median 
number of manufacturers per drug market was two. These findings appear consistent with FDA’s 
analysis, which suggests that some drugs have gone into shortage because manufacturers do not 
have strong financial incentives to begin or continue to market them. It is not surprising that such 
small and highly concentrated markets – where one or two manufacturers are common – often 
have variable or unstable prices and quantities sold. 

 

Frank et al. (2019) reported finding declines in the total consumer price index for generic 
prescription drugs sold at retail pharmacies of about 80 percent between 2007 and 2016. They 
noted that this decline provides context for interpreting some price spikes for selected old, off-
patent drugs that have been widely reported in the media. 

Drug Shortages: Root Causes and Potential Solutions 40 



   

 
    

 

 
     

      
   

  
  

  
 

 
 

   
   

 
 

   
    

   

    
  

  
  

 
 

 
 

  
  

 
   

 

  
  

 

                                                 
   

    

Dave et al. performed a retrospective study of a large cohort of generic drugs that were marketed 
in the United States during 2008-2014 to determine the association between drug shortages and 
changes in generic drug prices.34 They found that low-priced generic drugs were at higher risk 
for drug shortages compared with medium- and high-priced generic drugs, and that periods of 
drug shortages were associated with modest increases in drug prices. However, the authors noted 
that their findings might not be generalizable to drugs that became generics after 2008 or those 
commonly used in an inpatient setting. (Dave et al. 2018) 

Yurukoglu et al. examined whether reduced reimbursement under Medicare Part B contributed to 
shortages of sterile injectable drugs (Yurukoglu et al. 2017). They found that, after the policy 
change under the Medicare Modernization Act, shortages rose more for drugs with (1) higher 
shares of patients insured by Medicare, (2) greater decreases in provider reimbursement, and (3) 
greater decreases in manufacturers’ prices. They hypothesized that lower reimbursement put 
downward pressure on manufacturers’ prices, which reduced incentives to invest in capacity, 
reliability, and new launches. 

A 2017 report (Pew Charitable Trusts and ISPE 2017) on market factors potentially contributing 
to shortages of sterile injectable drugs identified several reasons that a manufacturer might 
decide to withdraw from a market, thus reducing the number of a drug’s suppliers: quality issues, 
the introduction of replacement drugs into the market, and business decisions to realign a 
portfolio to focus on products with either greater margins or a high risk of shortage. The 
companies also cited the need to upgrade to new equipment, achieve better supply chain design, 
establish purchaser-manufacturer incentives that would help companies mitigate the risks of 
making investments, and obtain more accurate information about the expected demand for a 
product, particularly low-volume, low-margin products. Without such information, companies 
would be reluctant to invest in setting up additional manufacturing capabilities to protect against 
future shortages. 

Stakeholder Perspectives 
FDA gathered information on the root causes of drug shortages and recommendations for 
solutions from a diverse array of stakeholders and by several means. On November 27, 2018 
FDA hosted a public meeting, “Identifying the Root Causes of Drug Shortages and Finding 
Enduring Solutions,” with the Robert J. Margolis, MD, Center for Health Policy, to solicit 
stakeholders’ perspectives on the forces driving shortages and potential interventions. In 
connection with the public meeting, FDA established a docket to receive public comments. In 
addition, FDA held a series of listening sessions in September and October 2018 with members 
of academia, medical societies, pharmacists’ associations, patient advocates, manufacturers, 

34 This article relies on a database of outpatient commercial prescriptions, whereas many shortages are for injectable 
drugs used primarily in hospitals that would not be captured well using prescriptions data. 
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GPOs, and drug distributors. FDA also met individually with several concerned stakeholders 
representing hospitals, physicians, intermediaries (GPOs), and the pharmaceutical industry. 

Stakeholders provided additional information about the market forces driving shortages, the 
impact of shortages on patients and the health care system, the regulatory burdens on 
manufacturers and other stakeholders, and potential solutions. Some of the major themes that 
emerged from stakeholders were the following: 

The Market Does Not Foster a Reliable Supply of Generic Drugs 
Manufacturers of generic drugs state that they face a challenging business environment, which 
limits their ability to invest in manufacturing and reduces their incentives to launch new products 
or maintain existing ones. They say that they are under intense pricing pressure due to cost 
reduction efforts by health care providers and the negotiating power of a consolidated GPO 
sector, which enables GPOs to extract price concessions. 

Manufacturers of generic drugs also believe that current contracting practices create a high level 
of business uncertainty as they generally do not guarantee that a certain volume of products will 
be purchased at an agreed upon price. Contracts often contain clauses that leave the manufacturer 
vulnerable to predatory pricing from competitors that are willing to undercut them to obtain 
market share, even at unsustainable prices. As a result, some generic drugs have low profit 
margins or are even selling for less than they cost to produce. Their sponsors may not have 
resources to invest in manufacturing or redundant capacity for these generic drugs. 

The pharmaceutical industry also states that it has limited ability to respond to supply disruptions 
for several reasons, and this limitation increases the probability that disruptions will lead to 
shortages. For example: 

• 	 Manufacturers, GPOs, and distributors have moved toward “just in time” inventory  
management, so there is little redundancy in the supply chain when a disruption occurs.  
 

• 	 After a supply disruption, manufacturers cannot quickly increase production because of  
the lead time and investment required to expand production capacity, and to file and gain 
regulatory approval (if needed)  for any  related post-approval changes to their  
manufacturing operations.35    
 

• 	 Firms must also deal  with an increasingly  complex and global supply chain, which can 
make it difficult to procure API quickly.  

 

35FDA helps to prevent or mitigate shortages by using regulatory discretion when appropriate, while ensuring the 
highest standards of safety and efficacy. 
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However, manufacturers are not heavily penalized for supply disruptions resulting from 
problems with their manufacturing facilities. Although GPO contracts with companies may 
include “failure to supply” clauses, these often have limited effectiveness. These clauses usually 
require the manufacturer to reimburse the GPO for the difference between the negotiated price 
and the purchase price of a drug. However, such clauses may be limited in duration and 
ineffective in situations where the required quantity of the drug is not available from another 
manufacturer. FDA responses to specific proposals from manufacturers and other stakeholders 
are in Appendix C. 

 

Shortages Affect Every Level of the Health Care System 
Stakeholders shared information about the way drug shortages affect every level of the health 
care system, ultimately compromising the standard of care, producing waste, and increasing 
costs. For example: 

Medical Care 
•	 Physicians stated that when they cannot obtain the preferred drug needed to treat patients, 

they may have to deny or delay care, or resort to using alternative medications that they 
believe may be less safe and effective for their patients. Shortages have created 
particularly difficult challenges for specialties that rely heavily on sterile injectable drugs, 
such as oncology, anesthesiology, and emergency medicine. 

•	 Long-lasting shortages may have a detrimental effect on medical care, as young doctors 
and other health care providers who have been trained in an environment where the 
preferred drugs are unavailable may become unaccustomed to, and eventually unaware of 
the standard of care. 

Drug Shortages: Root Causes and Potential Solutions 43 



   

 
    

 

                                                 
      

Hospitals  
• 	 Hospitals stated that to cope  with drug shortages, they  may divert staff  from patient care,  

or hire additional staff to cope with drug shortages, which adds to their costs.  They 
explained that shortages can have a profound impact on hospital operations: e.g., staff  
must adjust electronic health records,  recode IT systems, repackage medications into  
different size containers,  and relabel medications.  Hospitals  have also  had to revise  
treatment protocols to adjust for drug shortages. These revisions can be extensive.  
 

• 	 Hospitals also shared that when low-cost  generic  drugs  are in shortage, they  may have to  
pay more for  brand or other  alternative drugs or obtain medications  from compounding  
facilities, which are not subject to the same level of oversight as manufacturers,  or gray 
market sources.  In general, they  cannot pass the  additional costs to payers  but must  
absorb the resulting losses themselves. Although providers believe that the  costs drug  
shortages impose on the  health care system and patients are high, hospitals generally do 
not track the costs systematically and, as a  result, management may not recognize the full 
financial impact of shortages.  
 

• 	 Hospitals, pharmacists, and GPOs raised concerns about  the gray market,36  which takes  
advantage of drug shortages  by charging  exorbitant prices for hard to find drugs. They 
believe more investigation and insight into these practices is warranted.   
 

 
Patients  
• 	 Although health care providers  expressed  concern about the impact of shortages on their  

patients, stakeholders reported that  prescribers  rarely inform patients when  they  are using  
alternative prescription drugs. As  a result, patients may have little awareness of the effect  
of drug shortages on their care.  
 

• 	 Patients with rare diseases are particularly vulnerable to  prescription drug  shortages,  
because there may be only  one drug approved to treat their condition and one  
manufacturer. If a supply disruption or shortage occurs, they have no alternative.  

 
The Supply Chain Lacks  Transparency  
Stakeholders stated that currently GPOs, health care providers, and patients  do not have access to 
information about where  their drugs are manufactured, or the level of quality associated with the  
manufacturer or the manufacturing site. Thus, the  opacity of the supply chain extends from the  
manufacturing site  to the  patient. Although health care providers  and GPOs stated they  want  
more transparency through the supply chain, the  appropriate  level is unclear, as  stakeholders  
have different interests and needs. Stakeholders  also stated that crucial pieces of information  
needed to assess a manufacturing site’s quality may  be unavailable.   

36 Gray market refers to distribution channels not authorized by prescription drug manufacturers. 

Drug Shortages: Root Causes and Potential Solutions 44 



   

 
• 	 Health care providers  shared that they  would like  more transparency through the supply  

chain to be able to identify  reliable  manufacturers,  anticipate shortages  before they occur, 
and plan their strategy  for coping w ith the shortage. However, stakeholders acknowledge 
that individual responses to mitigate a suspected or impending shortage, such as  
hoarding, could exacerbate the shortage.  
 

• 	 By contrast, the pharmaceutical industry  regards the location of their manufacturing  
facilities as confidential commercial information and  claim that keeping this information  
private is a  matter of  supply  security, e.g. to prevent theft or diversion attempts.  
 

•	  Some private sector  efforts to characterize manufacturers’ quality  and reliability  are 
underway. However, these efforts are hindered by  lack of information about specific  
manufacturing facilities. For example, FDA’s  significant observations of  an inspection 
(FDA Form-483)  are not  proactively posted for all inspections. However, redacted 
Warning  Letters (WL) are publicly  available  via proactive posting.37    

 
Regulatory Requirements Can Affect Industry’s Responses to Supply  Disruptions  
Some stakeholders  have stated  that FDA  and other agencies’ regulatory requirements may  
impede industry’s  ability to mitigate shortages: e.g., by increasing the time and cost of  
responding to a supply  disruption. Appendix C addresses  some of the specific suggestions for  
FDA and other agencies  made by industry  and other stakeholders. The material below introduces  
some of those suggestions from stakeholders on their views of  FDA policies and regulation as  
they relate to more efficient pathways to FDA approval of manufacturing changes, faster ANDA  
approvals, and increased  harmonization of regulatory standards across international borders.  
 
• 	 Under  FDA regulations, a pharmaceutical firm making  “major” manufacturing changes  

(which can include the remediation of a facility)  must submit a prior approval supplement  
(PAS).38  FDA approval of  a PAS can take up to 4, 8, or 10 months depending on whether  
an inspection is  required,  and the applicant meets certain requirements.39  By contrast, 
firms making “moderate” manufacturing  changes  must  generally  submit a Changes  Being  
Effected in 30 days (CBE-30) supplement at least 30 days before the drug pr oduct is  

 
    

 

                                                 
   

   
 

 
  
   

    
    

   
   

 

37 FDA may issue a Warning Letter (WL) close-out letter (“close-out letter’) once the Agency has completed an 
evaluation of corrective actions undertaken by a firm in response to a WL. A close-out letter may issue when, based 
on FDA’s evaluation, the firm has taken corrective action to address the violations contained in the WL. This 
procedure applies to WLs issued on or after 9/1/2009.
38 See 21 CFR 314.70(b). 
39 For example, in the case of a generic drug, per the GDUFA Reauthorization Performance Goals and Program 
Enhancements Fiscal Years 2018-2022 (GDUFA II Commitment Letter), FDA has a performance goal of approving 
a PAS within 4 months if no inspection is required, 8 months if an inspection is required and an applicant meets 
requirements under I(B)(2)(b) of the GDUFA II Commitment Letter, and 10 months if an inspection is required and 
an applicant does not meet the requirements under I(B)(2)(b) of the GDUFA II Commitment Letter. 
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distributed.40  Changes that are moderate in nature and qualify  for submission as a CBE
30 may be implemented by the sponsor  after 30 days have passed and prior to completion 
of any review by the FDA. Because the CBE-30 process is much faster than gaining  
approval of the PAS, these industry representatives said it would be preferable to have  
more manufacturing changes made in response to a supply disruption handled through the  
CBE-30 pathway.   
 

•	  The pharmaceutical industry would like  FDA to waive the pre-approval inspection for  
new processes when similar existing processes have been inspected at sites that are 
deemed lower inspectional risk by  FDA.  
 

• 	 Drug manufacturers  have stated that they  rely on an increasingly  global supply chain and 
having to navigate different regulatory requirements across international borders may  
hinder their ability to launch new drugs or respond to supply disruptions. They  would like  
to see increased harmonization of FDA’s regulatory standards with those of other  
countries.41   
 

• 	 Health care providers would like more complete information about drug shortages and 
coordination between FDA and other agencies. In particular, they  would like to see better  
coordination between FDA and the Drug Enforcement  Administration (DEA) to help  
prevent and mitigate shortages of drugs containing controlled substances.42    
 

• 	 Health care providers would like FDA to provide  more information about  drug shortages, 
including how long they  are expected to last.43  This would aid providers in their efforts to 
plan a response to the shortage.44    

                                                 
40  See 21 CFR 314.70(c).  
41  As  noted earlier in this report, drug companies seeking to update and improve  manufacturing operations often 
must seek permission from  multiple global regulatory authorities in  multiple regions, creating a  significant obstacle  
to timely  improvements that could reduce the risk of drug shortages. To address this, FDA  is  working closely with 
other pharmaceutical regulators and industry representatives  around the  globe, through the International Council on 
Harmonization, to develop a harmonized regulatory  guideline titled: Q12 Technical and Regulatory Considerations  
for Pharmaceutical Product Lifecycle Management.  Q12 provides a framework to facilitate the  management of post-
approval Chemistry, Manufacturing and  Controls (CMC) changes in a  more predictable and efficient  manner across  
the product lifecycle, to promote innovation and continual improvement, and strengthen quality assurance and  
reliable supply of product, including proactive planning of supply chain adjustments. For more information, see 
Appendix C  and https://www.ich.org/page/quality-guidelines.  
42  Please see information in  Appendix C of this  report about the steps DEA and FDA  have taken to improve 
communications and coordination to help prevent and  mitigate shortages containing controlled substances.  
43  However, it should be noted that under section 506E of the  FD&C  Act, FDA is generally  required to publish its  
determination regarding the estimated duration of a shortage.  FDA provides this information to the  best of its ability  
in all shortage postings. 
44  Please note that FDA’s  Draft  Guidance  for “Notifying FDA of a Permanent Discontinuance or Interruption in 
Manufacturing of  Drug or Biological Products”  which is  under development and also  mentioned further in the  report  
under Current FDA Initiatives discusses the requirement in section 506C of the FD&C  Act for applicants and  
manufacturers to notify FDA  of a permanent discontinuance in the manufacture of certain  drugs or an  interruption in 
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•	 Stakeholders noted that the American Society of Health-System Pharmacists (ASHP) has 
a broader definition of shortage than FDA, which uses the definition from the FD&C Act. 
The Act defines a drug shortage as a period of time when the demand or projected 
demand for the drug within the United States exceeds its supply.45 ASHP defines a 
shortage as a supply issue that affects how a pharmacy prepares or dispenses a drug 
product or influences patient care when prescribers must use an alternative agent. As a 
result, ASHP’s published list of shortages is much larger than FDA’s. Some providers 
find the ASHP list more comprehensive and useful for their mitigation efforts.46 

Recommendations for Enduring Solutions 
Although a complex array of factors contributes to the occurrence and prolongation of drug 
shortages, the root causes themselves are foundational. They reflect market behavior driven by a 
search for cost savings in the face of a seemingly inexorable rise in health care spending. 
Addressing the problem over the long term will require the active participation of private sector 
players – purchasers, intermediaries, and manufacturers – as well as the public sector. In 
addition, FDA offers a framework for policymakers considering addressing the issue of drug 
shortages (see Appendix E). 

Recommendation 1: Create a Shared Understanding of the Impact of Drug Shortages and 
the Contracting Practices That May Contribute to Them 
Despite providers’ widespread recognition that drug shortages profoundly affect health care 
delivery in the U.S., there has been little private or public sector effort to collect and analyze 
comprehensive information to characterize shortages, quantify their effects, or closely observe 
the contracting practices that may be driving them. The resulting lack of information limits the 
ability to monitor or predict the frequency, duration, and intensity of shortages. It also 
undermines the motivation of both private and public sector actors to prevent them or mitigate 
their effects by paying a sustainable price for a more reliable supply of safe and effective drugs, 
especially older generics, that may be at risk of going into shortage. 

the manufacture of certain drugs that is likely to lead to a meaningful disruption in supply of that product in the 
United States. This guidance is also expected to recommend that manufacturers submit additional information and 
follow additional procedures to further assist FDA’s efforts to prevent or mitigate a drug shortage. Finally, the 
guidance is expected to discuss how FDA communicates information about supply disruptions and shortages to the 
public.
45 The statutory/regulatory definition of “drug shortage” does not limit itself to medically necessary drugs (see 
506C(h)(2)).
46 Please note that FDA and ASHP routinely share information about drug shortages and have co-authored a posting 
on their respective websites outlining the reasons for the differences between the two shortage websites with regard 
to the information provided. https://www.ashp.org/Drug-Shortages/Current-Shortages/FDA-and-ASHP-Shortage-
Parameters. 
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Better characterization of shortages would help FDA in its work to anticipate, prevent and 
mitigate shortages. Providing more comprehensive information on shortages’ costs to patients 
and the health care delivery system may help purchasers understand the tradeoffs between 
paying the lowest possible price for generics and having reliable access to these often life-saving 
drugs over the longer term. Finally, a more detailed understanding of current contracting 
practices may suggest options for enabling manufacturers to earn sustainable risk adjusted 
returns on their products. In this way, the increased information may help address Root Cause 1: 
Lack of Incentives to Produce Less Profitable Drugs. 

Among the areas most needing attention are: 

•	 Quantification of the harms of drug shortages, particularly those that lead to worsened 
health outcomes for patients 
Previous efforts to assess the costs of drug shortages have generally been limited in scope 
and depth, but nevertheless suggest that the total national impact of shortages may be 
very large (Identifying the Root Causes of Drug Shortages 2018”). Given that FDA has 
recognized and posted on its website more than one hundred shortages at a single point in 
time,47 it is especially important to have additional research to assess the full impact of 
shortages on patient outcomes and, more generally, on health care delivery and health 
care system costs. Previous estimates, at hundreds of millions of dollars annually (Kacik 
2019; Kaakeh et al. 2011; “Drug Shortages Cost U.S. Care Providers” 2011), may have 
drastically underestimated the harms of drug shortages. 

•	 Better characterization of shortages 
Currently, private and public sector stakeholders have limited information to 
quantitatively characterize shortages in terms of their frequency, persistence, intensity, 
and impact on available treatments in specific therapeutic categories.48 Having this 
information would help improve stakeholders’ understanding of the impact shortages 
have on the Nation’s health care. 

Several stakeholders maintain information sources that, if combined, could shed more 
light on the extent of drug shortages and their potential impacts on the health system. For 
example, wholesalers track order fill rates and inventory changes, and manufacturers 
oversee proprietary data on production capacity and production volume by facility. 

47 CDER’s drug shortage list is accessible at https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm; 
CBER’s drug shortage list is accessible at https://www.fda.gov/vaccines-blood-biologics/safety-availability
biologics/cber-regulated-products-current-shortages
48 FDA publishes data on current shortages on its website and makes annual reports to Congress on the number of 
new shortages and the number of continued shortages by year, however. See 
https://www.fda.gov/media/130561/download. 
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Combining this data could enable better measurement of the frequency, persistence and 
intensity of shortages and of their impacts. 

• Greater transparency in private sector contracting practices 
Generic drug manufacturers have cited contracting practices as a source of business 
uncertainty and “race to the bottom” pricing dynamics. FDA heard from stakeholders that 
some contracts currently include “low-price clauses” that allow GPOs to unilaterally 
walk away from a contract if a competing manufacturer is willing to supply the same 
product or bundle of products for a lower price. FDA also reviewed evidence that 
“failure-to-supply clauses” in contracts are sometimes relatively weak, requiring that an 
alternative source of the drug is available and typically recovering just 10 percent of the 
lost value (Haninger et al. 2011). More systematic study of current contracting practices 
is needed and could support development of a model contract designed to promote 
reliable access to safe and effective drugs. 

Recommendation 2: Create a Rating System to Incentivize Drug Manufacturers to Invest 
in Achieving Quality Management System Maturity 

The second root cause of drug shortages, as discussed above, is that the market does not 
recognize and reward mature quality management. This proposal aims to rectify this failure by 
suggesting the development of a system to measure and rate the quality management maturity of 
individual manufacturing facilities based on specific objective indicators. A rating would 
evaluate the robustness of a manufacturing facility’s quality system and could be used to inform 
purchasers and GPOs about the state of, and commitment to, the quality management of the 
facility making the drugs they are buying. Pharmaceutical companies could, at their discretion, 
disclose the rating of the facilities where their drugs are manufactured. GPOs and purchasers 
could require disclosure of the rating in their contracts with manufacturers. This effort would 
introduce transparency into the market, and provide top-rated producers with a competitive 
advantage, potentially enabling them to obtain sustainable prices as well as grow market share. 
For a full discussion of quality management maturity, please see Appendix B. 

As discussed above, FDA’s analysis found that quality problems are responsible for 62 percent 
of the drugs that went into shortage between 2013 and 2017. Having a robust and mature quality 
management system is essential to ensure consistent and reliable drug manufacturing and quality 
performance. A system focused primarily on CGMP compliance is a quality management system 
focused on meeting minimum quality standards rather than on ensuring a stable drug supply for 
patients. 

A stronger, more mature quality management system is one that focuses on performance, 
especially outcomes that affect the patient including reducing complaints, shortages and quality-
related adverse events. Elements of a mature system include vigilant attention to upgrading 
facilities and equipment, training that promotes superior performance, increased understanding 
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of the product and manufacturing process, and statistical-based monitoring of manufacturing 
processes and laboratories. Quality management maturity provides strong oversight that involves 
early detection of major variability in any of these areas, which enables senior management to 
take action to avoid quality failures before patient harm, including drug shortage, occurs. 

Transparency into quality management maturity and a facility’s ability to reliably address quality 
problems and produce a quality product will provide insight into whether a drug will be likely to 
go into shortage. However, measuring quality management maturity, in terms of what and how 
to measure, is an evolving science. Several organizations have been studying various elements of 
quality management maturity, as discussed in Appendix B (St. Gallen FDA Quality Metrics 
Research Final Reports Year 1 2017 and Year 2 2018; ISPE “Quality Metrics Pilot Program”; 
Patel et al. 2015).49, 50 

Developing a system to measure and provide transparency regarding a facility’s quality 
management maturity requires engagement from FDA, industry, academia, Congress and other 
stakeholders. To provide adequate incentives to firms for investing in the quality management 
necessary to reduce the risk of drug shortages, it is important that purchasers and consumers be 
able to accurately distinguish whether a manufacturing facility has demonstrated quality 
management maturity for the products they are buying. 

It is important that the quality management maturity threshold for drugs be set high enough to 
appreciably reduce the risk of drug shortages, but not so high that it either pushes manufacturers 
out of the market or dramatically increases purchasing costs. Once purchasers have this 
information, they need to be able to assess how much they would be willing to pay for drugs 
supplied from sites with a mature quality management system that ensures a consistent supply of 
safe and effective drugs. The development and adoption of this rating would: 

•	 Communicate the value of quality management maturity so it can be adopted by
 
manufacturers and priced into contracts by purchasers;
 

•	 Promote the adoption of better tools to measure manufacturing performance to allow 
earlier detection of potential problems that could lead to shortage; 

•	 Incentivize improvements to manufacturing infrastructure that enhance reliability of 
manufacturing and thus supply. 

No such rating system currently exists for drug manufacturing facilities. A rating system would 
need to provide clear, concise, objective information about the maturity status of a 
manufacturing site’s quality management. FDA has experience in the development and 
application of frameworks similarly focused on quality, and with appropriate resources could 

49 See also https://www.pda.org/scientific-and-regulatory-affairs/quality-culture 
50 https://cmmiinstitute.com 
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work closely with industry and other stakeholders to determine the appropriate measurements, 
standards, other metrics and processes, and incentives to identify firms with superior ratings. 

Recommendation 3: Promote Sustainable Private Sector Contracts 

The combination of more complete information about contracting practices and greater 
transparency of the quality management maturity of specific manufacturing sites will enable the 
development of new contracting approaches aimed at ensuring a reliable supply of medically 
important drugs. To succeed, this proposal will require the active engagement of both the private 
and public sectors. Purchasers, payers and GPOs will need to consider ways to shift some 
financial risk and uncertainty away from producers of drugs, especially older generics. 
Manufacturers will need to support a rating system for their facilities and be willing to 
selectively disclose their facilities’ ratings to introduce transparency into the drug market. The 
Agency must serve as an independent and reliable source of information about the quality 
management maturity of a given manufacturing facility. 

FDA heard from stakeholders that current contracting practices create a high degree of financial 
uncertainty for generic manufacturers, and thus may contribute to business decisions leading to 
shortages. The Agency does not have expertise in private sector contracting and thus is not in a 
position to provide specific recommendations on how contracts should be designed. Instead, 
FDA believes that the private sector should establish contracts that address the first and second 
root causes of shortages by: 

•	 Providing Financial Incentives. Contracts should ensure that manufacturers earn 
sustainable risk-adjusted returns on their investment in launching or continuing to market 
prescription drugs, especially older generic drugs that remain important elements of the 
medical armamentarium. 

•	 Rewarding Manufacturers for Mature Quality Management. Similarly, contracts 
should recognize and reward manufacturing quality maturity. This could be done through 
a number of different mechanisms, such as paying higher prices for drugs manufactured 
at top-rated facilities, requiring a certain quality maturity rating as a condition of 
contracting, or guaranteeing purchase of a set volume of products from sites achieving a 
certain maturity rating. By offering escalating premiums for drugs from more highly 
rated facilities, where the rating system recognizes different levels of achievement, 
purchasers could provide the incentives and means for manufacturers to move up the 
quality management maturity spectrum. 

Payers, purchasers, and GPOs have already begun to explore options for designing contracts to 
achieve these goals, albeit without the quality maturity rating. For example, under one model, 
purchasers could agree to long-term purchasing contracts that guarantee both a minimum 
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purchasing volume and a “fair” price for the drug, an approach that was presented at the 
November 27, 2018 public meeting.51 In exchange for these commitments, the contractor would 
work with manufacturers to establish supply chain redundancies, such as multiple manufacturing 
sites and safety stock, that could buffer against the risk of supply or demand disruptions turning 
into drug shortages. Another proposal by several in academia is to establish purchasing contracts 
that pay more for certain drugs in exchange for stronger failure-to-supply penalties (Jia and Zhao 
2017).  

It is likely that making information available about a given manufacturing facility’s ability to 
provide a reliable supply of safe and effective drugs, coupled with better financial rewards for 
more reliable producers, will reduce the incidence of shortages over time. However, currently 
available data are not sufficient to validate projections of the short- and long-term effects of such 
market reforms. 

FDA Initiatives to Prevent and Mitigate Drug Shortages 
In addition to the recommendations described above, there are several legislative proposals and 
planned FDA initiatives that focus primarily on enabling the Agency to help prevent and mitigate 
drug shortages. Although the Agency undertook some of these prior to its investigation of root 
causes, the efforts will complement the Task Force’s first recommendation, by increasing the 
Agency’s access to more complete information to characterize shortages. Some other initiatives 
will reduce logistical and regulatory challenges to increasing production after a supply 
disruption, the third root cause of shortages. They will achieve this by ensuring that 
manufacturers of products vulnerable to shortage have risk management plans in place and by 
harmonizing global regulatory requirements for approval of manufacturing changes. Appendix C 
provides additional information on FDA initiatives, some of which are described briefly below. 

•	 Improved Data Sharing. In a legislative proposal in the President’s FY 2020 budget, 
FDA recommends clarifying the information required to be provided about interruptions 
in manufacturing under section 506C(a) of the FD&C Act and expanding FDA’s 
authority to allow the Agency to impose penalties for failing to provide timely and 
adequate notification. 

•	 Improved Data Sharing Guidance. By the end of calendar 2019, FDA plans to publish 
a new draft guidance for industry that will explain the requirement in section 506C(a) of 
the FD&C Act for manufacturers to notify FDA of a permanent discontinuance in the 
manufacture of certain products or an interruption in the manufacture of certain products 
that is likely to lead to a meaningful disruption in supply of that product in the U.S. The 
guidance will also request that manufacturers provide additional details about the 

51 Slides 103-104 from November 27, 2018  Public Meeting, “Identifying the Root Causes of Drug Shortages and 
Finding Enduring Solutions” accessed July 23, 2019 at: 
https://healthpolicy.duke.edu/sites/default/files/atoms/files/duke-fda_drug_shortages_presentation_slides__0.pdf 
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situation to ensure FDA has the specific information it needs to help prevent or mitigate 
shortages. 

•	 Risk Management Plan Requirement. FDA has recommended a legislative proposal, 
included in the President’s FY 2020 budget, that would expand the Agency’s authority to 
require application holders of certain drugs to conduct risk assessments to identify 
vulnerabilities in their manufacturing supply chain and develop plans to mitigate the risks 
associated with the identified vulnerabilities. 

•	 Risk Management Plan Guidance. FDA plans to publish a new draft guidance for 
industry, “Risk Management Plans to Mitigate Potential for Drug Shortages,” by the end 
of 2019. This guidance outlines a new recommendation for pharmaceutical stakeholders 
to develop, implement, and maintain a risk management plan for the purpose of 
preventing and mitigating drug shortages. 

•	 Lengthened Expiration Dates. In a legislative proposal in the President’s FY 2020 
budget, FDA recommended expanding its authority to require, when in the interest of 
public health (e.g., to prevent or mitigate a shortage), that an applicant evaluate and label 
a product with the longest possible scientifically-determined expiration date (shelf-life). 
Shortages can be exacerbated if drugs must be discarded because they exceed a labeled 
shelf-life based on unnecessarily short expiration dates. 

•	 ICH Guideline Q12: Technical and Regulatory Considerations for Pharmaceutical 
Product Lifecycle Management. This internationally harmonized guideline is intended 
to be finalized later in 2019. With significant contributions and leadership from FDA 
experts, this guideline sets out tools and enablers to incentivize enhanced product and 
process understanding and an effective pharmaceutical quality system through 
opportunities for less stringent regulatory oversight of certain post-approval 
manufacturing changes. Global implementation of this guideline, once finalized, could 
facilitate the efforts of manufacturers who wish to modernize processes and equipment, 
but have found the regulatory landscape to pose a financial burden. 

FDA expects the two risk management initiatives to help prevent shortages by enabling 
manufacturers to proactively assess their vulnerabilities in risk management plans and take steps 
to reduce their risks. If a manufacturing disruption does occur, expanding the Agency’s authority 
to require increased data sharing about the interruption will enhance FDA’s ability to work with 
firms to quickly increase production. Extension of expiration dates, where scientifically 
warranted, will also ease capacity constraints in the wake of a supply disruption. The ICH 
guideline Q12, when finalized, will reduce the regulatory burden on firms making post-approval 
manufacturing changes, thus allowing them to increase production more quickly. All of these 
initiatives will likely address the third root cause by easing logistical and regulatory challenges to 
increasing production following a supply disruption. 
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Conclusion 
From its work on this report, the Task Force believes there is no simple solution for addressing 
drug shortages. The root causes of shortages involve economic factors that are driven by both 
private and public sector decision making. Likewise, the types of enduring solutions proposed 
above will require multi-stakeholder efforts and a rethinking of business practices throughout the 
health care system. A fuller characterization of the true costs of shortages and more 
comprehensive and reliable information about their effects on patients and the health care system 
would be an important component, as they would better enable purchasers to factor the costs of 
shortages into their buying decisions. Recognizing and rewarding mature quality manufacturing 
would provide companies with incentives to achieve greater reliability in production, thus 
reducing the risk of supply disruptions and shortages. Finally, changes in how drugs are paid for, 
including potential changes in contracting, could enable generic manufacturers to charge 
sustainable prices that enable them to continue production of their products. In the past, the scale 
of drug shortages and their impacts have continually been underestimated. Absent major changes 
to the marketplace, it is likely that drug shortages will continue to adversely affect patient care 
and add costs to the health care system. 
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Appendix  B:  Quality  Management  Maturity
  

Vision for Pharmaceutical Quality in the 21st Century 

In 2004, FDA published a report on pharmaceutical quality for the 21st century that laid out the 
following vision: “a maximally efficient, agile, flexible manufacturing sector that reliably 
produced high-quality drug products without extensive regulatory oversight.” Although we have 
made progress towards this vision, more remains to be done. 

Current Good Manufacturing Practices (CGMPs) establish standards for systems that ensure 
proper design, monitoring, and control of manufacturing processes and facilities. Manufacturers 
that are strongly committed to quality go beyond the CGMP standard to implement enhanced 
quality management systems (QMSs) that focus on performance, facilitate continuous 
improvement, and center on patients’ needs. CGMPs provide the foundation for quality 
management systems. The existing regulatory framework, however, does not measure the 
capacity of a site to ensure ongoing quality supply. 

The capacity for robust quality assurance is determined by the maturity of the quality 
management system. Fully realizing the 21st century pharmaceutical quality vision requires a 
transparent method of evaluating and communicating quality management maturity. When 
manufacturers demonstrate rigorous oversight, understanding, and control over their 
manufacturing processes, FDA can exercise a more flexible regulatory approach, which should 
advance the goal of “high-quality drug products without extensive regulatory oversight” while 
also encouraging continual improvement of manufacturing processes. 

What is quality management maturity? 

A quality management system is a collection of business processes needed to implement and 
maintain quality of product in the marketplace. These business processes focus on consistently 
meeting expectations (expressed as organizational goals and aspirations), and complying with 
regulations, policies, and processes. 

Quality management maturity starts with a foundational QMS that conforms to CGMPs and 
builds in a performance and patient focus that utilizes technology, statistical process control, and 
planning activities such as risk- management and continuous improvement plans. These planning 
activities and improved knowledge of product and process contribute to ensuring a robust supply 
of drug. As further explained below, a company that attains quality management maturity does 
not merely spot-check products for problems. Instead, in a mature quality management system, 
manufacturing problems readily become evident, enabling the company to act promptly and 
continually improve product quality. 

A basic quality management system might be focused, for example, on CGMP compliance. As 
noted above in the discussion of Root Cause 2, adherence to CGMP standards is foundational, 
but is not sufficient to demonstrate a firm is applying quality management maturity standards 
that enable it to predictably prevent supply disruptions. 
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A stronger, more mature quality management system is one that focuses on performance, 
especially outcomes that affect the customer/patient, including reducing quality issues that lead 
to complaints, shortages, and quality-related adverse events. Elements of a mature system 
include vigilant attention to upgrading facilities and equipment; training that promotes all 
employees’ understanding of their contributions to quality; increased understanding of the 
product and manufacturing process; and ongoing statistical-based monitoring of manufacturing 
processes and laboratories. Quality management maturity provides strong oversight that involves 
early detection of major variability in any of these areas, which enables senior management to 
take action before drug shortages occur. 

Advanced quality management maturity builds in elements such as continual improvement, 
enhanced communication that encourages staff to raise issues, knowledge management to 
promote product understanding, manufacturing infrastructure investment, supply chain 
robustness, data analytics, and risk-management practices that exceed the explicit requirements 
currently in CGMPs. 

Because most drug shortages are related to quality issues,1 quality management maturity can be 
helpful in driving consistent production of quality product to meet customer demand. It is 
essential for the American public that each dosage unit from each manufactured batch has the 
quality needed to ensure their medications are safe and effective. 

Mature quality management systems, when coupled with process and product knowledge and the 
use of effective risk-management practices, can guide the building of quality into the product. 
This can also aid in managing many types of changes to facilities, equipment, and processes. In 
some cases, this may be able to obviate the need for FDA approval via formal regulatory 
submissions. Therefore, manufacturers with a mature quality management system and 
appropriate process knowledge may be able to implement certain improvements with less 
stringent regulatory oversight, facilitating an increased pace at which product improvements can 
be made. 

History of Quality Management Maturity 

Industry has long recognized the need for the application of appropriate quality management. 
Multiple models of excellence, including cross-industry and industry-specific, are available, 
some of which are described below. 

In his seminal 1979 book Quality is Free,2 Philip B. Crosby formulated a Quality Management 
Maturity Grid (QMMG) to benchmark the maturity of processes and the extent to which these 
processes are culturally embedded. In 1987, the QMMG became the precursor maturity model 

1 See Appendix F for information on FDA analysis.
 
2 Crosby, Philip (1979). Quality is Free. McGraw-Hill. ISBN 0-07-014512-1. 
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for the Capability Maturity Model.3 That same year, the Baldridge National Quality Program 
became a model to recognize U.S. organizations for achievements in quality and performance.4 

In 2002, the Capability Maturity Model Integration (CMMI) was created as a process level 
improvement training and appraisal program. Many U.S. Government contracts, especially in 
software development, require it. The CMMI defines maturity levels (1-5) for processes for use 
in internal or external appraisal of an organization.5 CMMI is currently used as the model in 
FDA’s Center for Devices and Radiological Health’s (CDRH) program for medical device 
quality.6 While the CMMI provides a useful rubric, some aspects of this approach (e.g., certain 
terminology) may not be ideally suited for comprehensive quality oversight of human drugs. 

Recent literature shows that while many industries have successfully adopted quality maturity 
principles and tools, the pharmaceutical sector has been slower to capitalize on these learnings.7,8 

In 2017, Yu and Kopcha9 reinforced and extended the FDA vision for pharmaceutical quality by 
challenging industry to improve manufacturing capability to ensure reliable supply and minimize 
risk to consumers. 

Research on Pharmaceutical Quality Management Maturity 

To advance the pharmaceutical industry, trade associations and academics have conducted 
significant research on quality management maturity, including quality metrics, quality culture, 
and operational excellence. For example, since 2004 St. Gallen University has benchmarked 
hundreds of pharmaceutical manufacturers, collecting numerous quality indicators of 
performance and cultural excellence. Their research demonstrates that quality metrics programs 
are a good business practice.10 

The Parenteral Drug Association developed a quality culture maturity assessment tool for 
industry auditors to evaluate the quality culture of a manufacturing facility. The tool includes 

3 Software Engineering Institute (1994). The Capability Maturity Model: Guidelines for Improving the Software 
Process. Reading, Massachusetts: Addison Wesley Longman, Inc. p. 11. ISBN 0-201-54664-7. 
4 One example is described in a National Institute of Science and Technology (NIST) report: Comparison of 
Baldrige Award Applicants and Recipients with Peer Hospitals on a National Balanced Scorecard. “Hospitals using 
the Baldridge process are significantly more likely than peers to become 100 Top Hospitals award winners.”
5 https://cmmiinstitute.com/ 
6 https://www.fda.gov/medical-devices/quality-and-compliance-medical-devices/case-quality 
7 MDIC Case for Quality Program, Maturity Model Research Report, June 2015, https://mdic.org/resource/maturity
model-report/
8 McKinsey & Company, Flawless: From Measuring Failure to Building Quality Robustness in Pharma, 2014, 
https://www.mckinsey.com/business-functions/operations/our-insights/mature-quality-systems
9 X. Yu, Lawrence & Kopcha, Michael. (2017). The future of pharmaceutical quality and the path to get there. 
International Journal of Pharmaceutics. 528. 10.1016/j.ijpharm.2017.06.039.
10 http://tectem.ch/institute/opex/fda 

Drug Shortages: Root Causes and Potential Solutions, Appendix B 68 

https://www.revolvy.com/page/Capability-Maturity-Model
https://www.nist.gov/document-8485
https://www.nist.gov/document-8485
https://cmmiinstitute.com/
https://www.fda.gov/medical-devices/quality-and-compliance-medical-devices/case-quality
https://mdic.org/resource/maturity-model-report/
https://mdic.org/resource/maturity-model-report/
https://www.mckinsey.com/business-functions/operations/our-insights/mature-quality-systems
http://tectem.ch/institute/opex/fda


   

 
   

 

    
 

   
   

     
     

     
 

 

    
  

    
    

  

   

   
 

   

 
   

   
 

 

 

 
      

   
  

  
  

                                                 
  
  
  
  
  

 

over 20 elements, each with a written maturity model that describes weak maturity (1) to strong 
maturity (5).11 

The International Society of Pharmaceutical Engineering (ISPE) has studied multiple aspects of 
quality management maturity and drug shortages.12,13 In 2014, ISPE published their Drug 
Shortage Assessment and Prevention Tool to provide a structured assessment of potential supply 
chain vulnerabilities that is consistent with Quality Risk Management principles.14 The tool 
enables the identification of specific risks or products that might merit priority attention. It 
identifies points to consider when assessing the gap between current operations and the desired 
robust quality system. 

In 2017, an ISPE Cultural Excellence Report was published that focuses on a six-dimensional 
cultural excellence framework. This framework facilitates a holistic assessment of elements 
required to improve an organization’s quality culture. The report includes a Cultural Excellence 
Assessment Tool designed for an organization to assess the maturity of 21 key behaviors as part 
of their quality culture program. 

In 2013, the first of two ISPE pilots was initiated to define and operationalize standard metrics 
reporting to the FDA and refine the proposed set of metrics and definitions, data submission 
process, and evaluation. The second pilot expanded the data set across segments, geography, and 
time to expand the knowledge and evaluate trends. Findings from the pilots confirmed the 
importance of quality culture and emphasized the difficulty in finding simple-to-collect metrics. 

ISPE’s Advancing Pharmaceutical Quality (APQ) program proposes an industry-led approach to 
advance pharmaceutical quality beyond the submission of data for harmonized, reportable 
metrics. This program, still in development, includes a maturity model and evaluation for one 
element (corrective action and preventive action) of a robust quality system. The finished tool 
will have a detailed maturity model for each quality system element to assess the maturity level 
and implement performance metrics. 

FDA Supporting Initiatives 

FDA has been promoting the modernization of quality management through multiple programs. 
For example, CDRH’s Case for Quality helps to identify and promote practices that support 
consistent quality manufacturing. This will align CDRH’s regulatory, enforcement, and 
compliance approaches with those practices. The Case for Quality consists of three core 
components: (1) focus on quality, (2) enhanced data transparency, and (3) stakeholder 
engagement.15 

11 https://www.pda.org/global-event-calendar/courses/pda-quality-culture-transformation 
12 https://ispe.org/initiatives/drug-shortages/publications-tools 
13 https://ispe.org/initiatives/quality-metrics 
14 https://www.fda.gov/media/71543/download 
15 https://www.fda.gov/medical-devices/quality-and-compliance-medical-devices/case-quality 
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Quality Metrics 

FDA is working on implementing a reporting program for certain key metrics (performance 
indicators).16 On November 25, 2016, FDA issued a revised draft guidance that discusses how 
the Center for Drug Evaluation and Research (CDER) and the Center for Biologics Evaluation 
and Research (CBER) may utilize submitted data and quality metrics to help ensure that their 
policies and practices continue to support continuous improvement and innovation in the 
pharmaceutical manufacturing industry. Many of the elements of Quality Metrics will also help 
in the larger efforts to implement QMM. 

Since 2016, FDA has identified the need for additional discussion with industry. Therefore, FDA 
initiated two programs: (1) a site visit program for manufacturers to demonstrate their level of 
quality maturity and (2) a feedback program in which companies can discuss their quality 
measurement approach in-depth. 

New Inspection Protocol Project (NIPP) 

FDA is modernizing the manufacturing facility inspections program with a new way of 
assessing, recording, and reporting data from pre-approval and surveillance inspections for drug 
products. NIPP uses standardized electronic inspection protocols to collect data in a structured 
manner for more consistent oversight of facilities and faster and more efficient analysis of 
findings. The protocols also include additional questions related to quality maturity observed in 
facilities. 

The first phase of NIPP was aimed at developing a protocol that could be used during aseptic 
processing surveillance and pre-approval inspections. Facilities using this processing technique 
to manufacture sterile drug products are a logical starting place. If the quality of drugs intended 
for sterile injection is compromised, patient safety can be compromised. In recent years, these 
types of quality challenges have led to shortages of sterile, injectable drugs. With better and 
more consistent oversight of these manufacturing facilities, problems can be spotted earlier and 
mitigated to avert dangerous drug shortages. 

Emerging Technology Program17 

FDA recognizes that adopting innovative technologies to manufacturing is key to ensuring 
continuous improvement and modernizing the industry. However, implementing these new 
approaches can present technical and regulatory challenges. Pharmaceutical companies may have 
concerns that using such technologies could result in delays in FDA application approval. To 
address these concerns, CDER’s Office of Pharmaceutical Quality created the Emerging 
Technology Program (ETP) to promote the adoption of innovative approaches to pharmaceutical 
product design and manufacturing. Through the program, industry representatives can meet with 
ETT members to discuss, identify, and resolve potential technical and regulatory issues regarding 

16 https://www.fda.gov/drugs/pharmaceutical-quality-resources/quality-metrics-drug-manufacturing 
17 https://www.fda.gov/about-fda/center-drug-evaluation-and-research/emerging-technology-program 
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the development and implementation of a novel technology prior to filing a regulatory 
submission. 

Site Engagement Program (SEP)18 

FDA is establishing a voluntary program that encourages quality practices at selected drug 
manufacturing sites with the goal of ensuring the availability of quality pharmaceuticals. FDA is 
conducting a limited introduction of this concept based on the idea that enhanced interaction 
between the Agency and identified sites will help to prevent or mitigate shortages of certain 
finished drug products. For these products, supply disruption would result in higher risk to 
patients. The program also offers identified sites an additional opportunity to gain clarification 
on FDA’s expectations for pharmaceutical quality. 

Defining Quality Management Maturity for the Pharmaceutical Industry 

Current good manufacturing practice requirements set a minimum standard for methods, 
facilities, and controls used in manufacturing, processing, and packing of a drug product. A 
robust commitment to quality goes beyond the explicit minimum requirements and includes an 
enhanced quality management system that focuses on continual improvement. However, the use 
of quality management maturity is far from universal in the pharmaceutical industry. FDA’s 
analysis found that for 62 percent of the drugs that went into shortage between 2013 and 2017, 
the shortages were triggered by quality problems. FDA seeks better data on the prevalence of 
mature quality systems in the pharmaceutical industry. Our current focus on inspections has 
primarily been on identifying and addressing CGMP violations and other problems, rather than 
evaluating the relative maturity of a manufacturer’s quality system. 

Based on current research, knowledge-sharing with pharmaceutical manufacturers and trade 
associations, and benchmarking with other industries, FDA has identified certain performance 
indicators and behaviors that are indicative of a mature quality management system. For 
example: 

• The ability of a quality system to consistently and reliably deliver quality product despite 
desired and undesired changes helps determine how well a system can perform over time 
through various conditions including changes in market demand. To ensure high 
reliability, mature companies measure delivery performance of their suppliers and 
themselves (on-time and in-full). They also have robust supplier qualification and 
management programs that include elements like ensuring supply chain redundancy and 
routinely surveying customer requirements. 

• Operational stability (e.g., measured through statistical process control, process capability 
and performance) helps identify causes of variation and find opportunities for continual 
improvement. 

18 https://www.fda.gov/drugs/pharmaceutical-quality-resources/site-engagement-program-sep 
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• Effective continual improvement includes robust root cause analysis using standardized 
tools and corrective action and preventive action programs (e.g., effectiveness, timeliness). 
The reduction of human error can lead to a system that can prevent problems before they 
occur. 

• A strong quality culture across the organization demonstrates that product quality and its 
impact on the patient drives corporate strategy and decisions. For example, this might 
include ensuring that employees understand patient impact, can escalate potential quality 
issues effectively, and are rewarded based on quality outcomes. Senior management’s 
commitment to quality can play a central role in driving quality culture by supporting staff 
development programs (e.g., mentoring, training, staff development plans, and in shop-
floor operations.) 
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Appendix  C:  U.S. Food and Drug Administration
  

This report responds to a June 2018 request from Congress to identify the root causes of drug 
shortages and make recommendations for enduring solutions. However, long before receiving 
this request, FDA had been working to prevent and mitigate drug shortages through multiple 
initiatives. Some current initiatives focus on risk management plans, improved transparency, 
quality metrics, shortage forecasting, and cooperative work with other agencies on advanced 
manufacturing. The purpose of this Appendix is to (1) discuss proposed legislation and some of 
the Agency’s planned and current initiatives; and (2) respond to proposals that stakeholders have 
made that would involve changes to FDA policy or regulation. 

The Food and Drug Administration Safety and Innovation Act of 2012 (FDASIA) (Pub. L. 112
144) gave the Agency new authorities to prevent and mitigate drug shortages, and called for the 
formation of a task force to carry out its provisions. In response, FDA established the Drug 
Shortages Task Force (FDASIA Task Force) with representation from the Center for Drug 
Evaluation and Research (CDER), the Center for Biologics Evaluation and Research (CBER), 
and the Office of Regulatory Affairs (ORA). The FDASIA Task Force is not to be confused with 
the new Task Force established by then Commissioner Scott Gottlieb, MD, in July 2018 to 
respond to a Congressional request for a report that would identify the root causes of drug 
shortages and recommend enduring solutions, a request that this report fulfills. 

Since 2012 the FDASIA Task Force, including CDER’s Drug Shortage Staff, has worked to 
implement the provisions of the Act. In 2013, the FDASIA Task Force developed a Strategic 
Plan for preventing and mitigating drug shortages, and in every year since has issued a Report to 
Congress on the number of new drug shortages as well as the shortages successfully prevented. 
Because the authorities, activities, and achievements of the FDASIA Task Force are well 
documented, the purpose of this section of the Appendix is to provide an overview of other 
actions that FDA is taking, in parallel, to prevent and mitigate shortages. 

Proposed Legislation and Planned and Current FDA Initiatives 
Risk Management 
Risk Management Plan Guidance 
FDA is developing a new draft guidance for industry, “Risk Management Plans to Mitigate 
Potential for Drug Shortages.” This guidance will outline a new recommendation for 
pharmaceutical stakeholders to develop, implement, and maintain risk management plans 
(RMPs) for the purpose of preventing and mitigating drug shortages. RMPs can provide 
manufacturers a framework to proactively identify, prioritize, and implement strategies that 
mitigate hazards that could potentially disrupt the drug supply chain (and could ultimately result 
in drug shortages.) It is a natural extension of the FDASIA requirement for industry to report 
potential drug shortages because this program provides a framework to prevent or mitigate the 
drug shortage. 
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Legislative Proposal to Require Risk Management Plans 

FDA has recommended a legislative proposal, which is in the President’s FY 2020 budget, that 
would authorize the Agency to require application holders of certain drugs to conduct periodic 
risk assessments to identify the vulnerabilities in their manufacturing supply chain and develop 
plans to mitigate the risks associated with the identified vulnerabilities. Currently, many 
applicants lack plans to assess and address vulnerabilities in their manufacturing supply, putting 
them at risk for drug supply disruptions following disasters (e.g., hurricanes) or other reasons. 
Without these plans, recovery can be substantially delayed. One goal of this assessment would be 
to identify those potential shortage vulnerabilities. Based on the results of the assessment, the 
applicants would be required to develop a risk mitigation plan (e.g., redundant manufacturing 
capacity) to address those risks. These requirements would be applied using a risk-based 
approach to drugs that are considered “life-supporting, life-sustaining, or intended for use in the 
prevention or treatment of a debilitating disease or condition, including any such drug used in 
emergency medical care or during surgery”1 where the drug has been on the FDA drug shortage 
list in the last 5 years or meets 1 or more criteria determined by FDA to increase risk of shortage. 

Increased Transparency 

Improved Data Sharing: Ensuring Timely and Informative Notification 

In a second legislative proposal, FDA recommends expanding the information required to be 
provided about interruptions in manufacturing under section 506C(a) of the Federal Food, Drug, 
and Cosmetic Act (FD&C Act) and authorizing the Agency to impose penalties for failing to 
provide timely and adequate notification. Currently, some firms do not provide timely or 
sufficient notification related to drug shortages pursuant to section 506C(a) of the FD&C Act. 
Failing to provide timely, adequate information in the notification can preclude the Agency’s 
ability to take effective and appropriate action to address the shortage. Currently, the only 
“penalty” that FDA may pursue for noncompliance with the notification requirement under 
section 506C is a letter to the firm that is posted on FDA’s website, and this penalty applies for 
failure to notify at all or in a timely manner. 

Improved Data Sharing Guidance 

By the end of calendar 2019, FDA plans to publish a new draft guidance for industry that will 
further discuss the requirement in section 506C of the FD&C Act for manufacturers to notify 
FDA of a permanent discontinuance in the manufacture of certain products or an interruption in 
the manufacture of certain products that is likely to lead to a meaningful disruption in supply of 
that product in the U.S. The guidance will also request that manufacturers provide additional 
details about the situation to ensure FDA has the specific information it needs to help prevent or 
mitigate shortages. 

1 See section 506C(a) of the FD&C Act. 
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Quality Metrics Program 

Quality issues (e.g., substandard manufacturing facilities or processes, or significant quality 
defects that are identified in the finished product) are the most common immediate cause of 
manufacturing disruptions. These situations necessitate remediation efforts to fix the issue, 
which in turn may interrupt production and lead to a shortage of drugs. 

FDA has sought input from industry on the establishment of an FDA Quality Metrics Program as 
another mechanism to promote continual improvement in manufacturing quality. Through this 
effort, the Agency has learned that it should obtain additional feedback from manufacturers who 
have already implemented their own quality metrics programs. Based on this input, FDA 
initiated a Quality Metrics Feedback Program in June 2018 with the announcement of a pilot 
program in the Federal Register.2 This pilot, which ran between July 30, 2018 and July 29, 
2019, was voluntary and helped the Agency gather information on quality metrics programs that 
are established and operational in industry. In addition, FDA launched a Quality Metrics Site 
Visit Program3 to enable CDER and CBER staff to observe directly at a manufacturing facility 
how quality metrics data are gathered, collected, reported to management, and used to drive 
continual improvement. 

Predictive Modeling for Drug Shortages 

In 2014, GAO published a report, Drug Shortages: Public Health Threat Continues, Despite 
Efforts to Ensure Product Availability, which recommended that “FDA should strengthen its 
internal controls over its drug shortage data and conduct periodic analyses to routinely and 
systematically assess drug shortage information, using this information to proactively identify 
drug shortage risk factors.” The first recommendation was closed after the implementation of the 
Shortage Tracker, a commercially developed data system, in March 2016. The Agency is 
currently attempting to construct a predictive model. FDA anticipates that this project will 
provide insight into the complexities involved and whether such a model is feasible. If 
successful, this work may assist FDA in improving identification and mitigation of shortage risk 
factors. 

Cooperative Work with the HHS Office of the Assistant Secretary for Preparedness and 
Response and the Defense Advanced Research Projects Agency 

FDA is working with the Assistant Secretary for Preparedness and Response (ASPR) and the 
Defense Advanced Research Projects Agency (DARPA) through various paths, including 
Memorandums of Understanding (MOUs) to strengthen U.S. capabilities critical to protect the 
Nation from 21st century health security threats. 4 The partnership will ultimately provide 

2 “Modernizing Pharmaceutical Quality Systems; Studying Quality Metrics and Quality Culture; Quality Metrics 
Feedback Program,” Federal Register, Vol. 83, No. 126, June 29, 2018, p. 30748 – 30751. 
3 “Quality Metrics Site Visit Program for Center for Drug Evaluation and Research and Center for Biologics 
Evaluation and Research Staff; Information Available to Industry,” Notice. Federal Register, Vol. 83, No. 126, June 
29, 2018 p. 30751.
4 https://www.fda.gov/about-fda/domestic-mous/mou-225-17-015 
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flexible, transportable manufacturing platforms that enable response to emerging medical needs 
in the military or civilian populations, flexibly, on demand, and at the point of need. These 
systems will enable the U.S. Government to ensure supply of chemical and biological 
countermeasures and other medicines in austere environments, prevent or mitigate drug 
shortages, radically shorten the drug supply chain, and reduce U.S. dependence on overseas 
production and extensive distribution networks. 

FDA’s work with ASPR and DARPA ensures that the essential technical and policy experts are 
brought together to develop and navigate the core technologies and policies concurrently, 
ensuring that U.S. capability and policy is compatible with a changing technology and need 
landscape. For example, the FDA CDER’s Emerging Technology Team5 is working with 
DARPA and ASPR to ensure that the closed manufacturing systems under development will 
fulfill regulatory requirements, while also assessing how the new paradigm may shift regulatory 
policy.6 

Lengthening Expiration Dates 

In a legislative proposal in the President’s FY 2020 budget, FDA recommended expanding its 
authority to require, when in the interest of public health (e.g., to prevent or mitigate a shortage), 
that an applicant evaluate and label a product with the longest possible scientifically-determined 
expiration date (shelf-life). Shortages can be exacerbated if drugs must be discarded because they 
exceed a labeled shelf-life based on unnecessarily short expiration dates. 

ICH Guideline Q12: Technical and Regulatory Considerations for Pharmaceutical 
Lifecycle Management 

Mature quality management systems were envisioned as a basis for regulatory flexibility in 
making post-approval manufacturing changes in the ICH guideline Q10 Pharmaceutical Quality 
System. However, the regulatory flexibility suggested by ICH Q10 has not yet been fully 
realized. Further, where requirements for post-approval changes differ amongst global regulatory 
authorities, implementing the improvements called for by a mature quality management system 
can involve significant time and expense. These issues have been the basis for the development 
of an internationally harmonized guideline, ICH guideline Q12: Technical and Regulatory 
Considerations for Pharmaceutical Product Lifecycle Management, which is intended to be 
finalized later this year. With significant contributions and leadership from FDA experts, this 
guideline sets out tools and enablers to incentivize enhanced product and process understanding 
and an effective pharmaceutical quality system through opportunities for less stringent regulatory 
oversight of certain post-approval manufacturing changes. Global implementation of this 
guideline, once finalized, could facilitate the efforts of manufacturers who wish to modernize 
processes and equipment, but have found the regulatory landscape to pose a financial burden. 

5 https://www.fda.gov/about-fda/center-drug-evaluation-and-research/emerging-technology-program 
6 https://www.phe.gov/ASPRBlog/pages/BlogArticlePage.aspx?PostID=318 
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Stakeholder Proposals to FDA 
Essential Medicines List 

Some stakeholders have suggested that FDA develop a list of essential medicines and explore the 
possibility of increasing financial incentives and/or reporting requirements for these drugs. As 
part of the Drug Shortage Task Force activities, FDA set out to develop a set of criteria that 
would readily allow a manufacturer to determine if a drug is considered at risk for shortage. FDA 
took this approach because a static list of drugs would not be able to take into account changing 
factors such as additional drug approvals, changing quality conditions in manufacturing 
facilities, changes in medical practice, and other variables that could change over time. The 
Agency considered a variety of risk factors and vulnerabilities, including those related to national 
security interests, attributes of the drug, and manufacturing facilities. FDA also considered how 
application of these criteria could be integrated into current FDA processes and inform future 
FDA actions intended to prevent or mitigate shortage. 

Regarding drugs for which shortage could impact national security, FDA considered those drugs 
used in emergency response and those used in response to specific chemical, biological, and 
radiological/nuclear (CBRN) threats and emerging infectious diseases. FDA identified a number 
of existing resources that identify drugs that meet these criteria, such as the Strategic National 
Stockpile Formulary (a non-public list), the HHS Chemical Hazards Emergency Medical 
Management (CHEMM) antidotes for chemical threats (2017), and the Advanced Cardiac Life 
Support (ACLS) Crash Cart Supply and Equipment Checklist (2016), among others. 

When considering product-related risk factors, FDA explored how to identify drugs of interest 
(referred to as “medically necessary,” “essential,” or “important” by various stakeholders). As 
there are different definitions available from different organizations, FDA proposed to apply the 
criteria from section 506C of the FD&C Act, which outlines drug shortage notification 
requirements. Under section 506C(a), the requirement for notification to FDA about a possible or 
actual shortage applies to drugs that are life-supporting, life-sustaining, or intended for use in the 
prevention or treatment of a debilitating disease or condition, including any such drug used in 
emergency medical care or during surgery that are not radio pharmaceutical drug products or 
other products designated by FDA. FDA also sought product-specific factors associated with 
drug shortage. The only specific predictive factor FDA identified was prior history on the FDA 
drug shortage list. In particular, the analysis found that a drug that was on the FDA drug shortage 
list in the past 3 to 5 years has an approximately 15-20 percent chance of reappearing on that list 
within 1 year. 

FDA also evaluated possible manufacturing facility-related risk factors that might assist in 
identifying drugs at risk for shortage. Our assessment revealed that a component supply chain 
with limited capacity (e.g., a single active pharmaceutical ingredient [API] facility or a single 
finished dosage form facility) was not a sufficiently discerning risk factor, as a large percentage 
of currently marketed drugs meet this criterion and yet many of those drugs have not experienced 
shortage. Narrowing this criterion to where such a single facility has experienced significant 
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quality issues may further enhance the ability to predict the risk of shortage, but the impact of 
this added criterion requires further assessment. 

FDA considered other factors such as market share, volume of the market, and environmental 
factors (e.g., weather, conflict), but did not find that these factors provided any additional 
predictive capability. The Agency will continue its efforts to identify factors that help FDA and 
manufacturers predict and/or mitigate shortage. 

Better Coordination Between FDA and the Drug Enforcement Administration (DEA) 

In the past 15 years, shortages of prescription drugs containing controlled substances, such as 
narcotics and stimulants, have increased nationwide, limiting providers’ and patients’ access to 
medications needed for treatment. During FDA’s solicitation of public input into the drivers and 
solutions for drug shortages in 2018-2019, some stakeholders expressed a desire for better 
coordination between the FDA and the DEA, with a view to better mitigation of shortages of 
drugs typically used for anesthesia and pain management. 

In February 2015, the U.S. Government Accountability Office (GAO) reported on a 
study7examining shortages of drugs containing controlled substances. In the 2015 report, GAO 
made seven recommendations, including that the DEA and FDA should update their MOU and 
agree on steps each should take regarding drug shortages. In March 2015, FDA and DEA 
implemented a recommendation to finalize an information-sharing agreement with FDA 
regarding drug shortages. 

•	 In March 2015, DEA and FDA updated the MOU to establish procedures regarding the 
exchange of proprietary and other sensitive information between the two agencies. The MOU 
calls for the development of separate plans to specify what information is to be shared and 
with whom it is to be shared. 

•	 After establishing the MOU, DEA and FDA met to determine the specific procedures for 
sharing information about drug shortages and developed draft work plans. While the drafts 
circulated between the two agencies for comment, FDA and DEA began to actively share 
information and by August 2017 had successfully completed numerous exchanges. 

•	 In March 2018, the work plans were cleared through both agencies and signed. FDA believes 
that it has now completed implementation of this recommendation. 

Faster ANDA Approvals 

Industry members made suggestions to evaluate existing regulatory frameworks and further 
expedite application reviews and facility approval processes to accelerate the entry of generics 
and API suppliers. FDA has decreased the time it takes to review and approve applications over 
the years and continues to seek ways to improve overall processes, but FDA remains focused on 

7 “DRUG SHORTAGES:  Better Management of the Quota Process for Controlled Substances Needed; 
Coordination between DEA and FDA Should Be Improved,” GAO-15-202. February 2015. 
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protecting the public health and must perform due diligence in its drug reviews and facility 
inspection processes. 

Better Communication and Coordination During ANDA Review 

Industry stated that navigating multiple FDA offices can be confusing and suggested FDA 
appoint a senior-level drug shortage navigator to coordinate with each manufacturer who submits 
an ANDA for a drug shortage product. This position should reside within the OGD and 
responsibilities would include shepherding drug applications through the internal review and 
approval processes at FDA and maintaining contact with the manufacturer. 

The Drug Shortage Staff within CDER, who report to the Office of the Center Director, already 
provide overall coordination of priority ANDAs and supplemental ANDAs that are expected to 
prevent or address a drug shortage. CDER’s Office of Generic Drugs (OGD) also has project 
management staff charged with tracking reviews of ANDAs and helping to resolve issues, and a 
Drug Shortage Coordinator. For shortage-related ANDAs and supplemental ANDAs, the Drug 
Shortage Staff works closely with the OGD Drug Shortage Coordinator to expedite reviews and 
inspections for submissions that could help mitigate or resolve a drug shortage and prevent future 
shortages. 

Expand the FMD-135 Program 

Industry recommended that FDA enhance the FMD-135 Program through its Office of 
Regulatory Affairs and the Center for Drug Evaluation and Research, so that it can devote more 
resources and expedite advice under the FMD-135 program. Providing manufacturers with 
hands-on advice about new manufacturing processes or facilities could expedite a supply of 
critically needed drugs to market. 

FDA appreciates industry’s interest in increasing production capacity to address a drug shortage. 
The FMD-135 is a narrowly defined program targeted at reviewing plans for construction of new 
or modifications of facilities prior to commercial production, most useful when a firm wishes to 
take a manufacturing approach for which the technology or design requirements have not been 
well clarified by existing guidance. It is therefore necessarily limited in scope, and only one of 
several resources that FDA provides to industry to help bring new capacity online or remediate 
manufacturing sites that have had a quality problem. 

Drug Efficacy Study Implementation Compliance Policy Initiative 

Industry recommended refining the unapproved Drug Efficacy Study Implementation (DESI) 
drugs compliance policy initiative to permit the use of real-world evidence to demonstrate 
efficacy and streamline and simplify the filing requirements for DESI drugs. 

The 1962 Kefauver-Harris Amendments to the FD&C Act require that new drugs be proven 
effective, as well as safe, to obtain FDA approval. The amendment also required FDA to 
evaluate the effectiveness of the approximately 3,400 drug products that the Agency had 
approved only for safety between 1938 and 1962. DESI is FDA’s administrative implementation 
of this effectiveness evaluation. 
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FDA has made substantial progress with the DESI program, as nearly all DESI proceedings have 
been closed. Only a few DESI proceedings that lack FDA’s final determination of effectiveness 
remain open today. 

The use of real-world evidence in the evaluation of drugs that were part of or are currently being 
reviewed under DESI proceedings neither depends on nor requires any changes to CDER’s 
Marketed Unapproved Drugs—Compliance Policy Guide (CPG), Section 440.100 (September 
19, 2011). Instead, once a DESI proceeding closes, and regardless of the Agency’s final 
effectiveness determination, each drug firm marketing the drug that was subject to the DESI 
proceeding is required to obtain an FDA approved application (or approved supplement to a 
previously approved application) that demonstrates both safety and effectiveness. The drug does 
not retain its DESI status once the proceeding closes. Rather, older drugs that were previously 
part of the DESI program would, like any drug subject to section 505 of the FD&C Act, fall into 
one of two categories: they become approved (for both safety and effectiveness) or they remain 
unapproved. 

With respect to marketed unapproved drugs, prior inclusion in a DESI proceeding is not relevant 
to consideration of real-world evidence in FDA’s evaluation of an application for drug approval. 
Such drugs should be treated like all other drugs for which an application has been submitted, 
and whether real-world evidence is appropriate under that circumstance should be considered in 
light of the guidance, Submitting Documents Using Real-World Data and Real-World Evidence 
to FDA for Drugs and Biologics, Guidance for Industry. 

For those drugs currently subject to open DESI proceedings, the consideration of real-world 
evidence would significantly delay the administrative closure of those still-open proceedings. For 
the open DESI proceedings, volumes of effectiveness data have already been submitted to the 
Agency over the past several decades, and this data has been reviewed and evaluated by the 
Office of New Drugs (OND). It is an FDA priority to administratively close the remaining open 
DESI proceedings and provide a final effectiveness determination for the drugs in these 
proceedings. When a DESI proceeding closes, if the drug subject to that proceeding is 
determined to lack substantial evidence of effectiveness, firms can resubmit applications to be 
evaluated by OND for safety and efficacy under the appropriate standards applicable to all drugs 
subject to section 505 of the FD&C Act. 

Finally, pursuant to CDER’s Marketed Unapproved Drugs CPG, drugs subject to an ongoing 
DESI proceeding are permitted to remain on the market during the pendency of that proceeding. 

Expanded Use of the Changes Being Effected-30 Program 

Industry stakeholders proposed adjusting regulations to enable what are considered to be 
moderate manufacturing changes to be submitted as Changes Being Effected-30 (CBE-30) 
supplements. Re-entering the market may require a new API source and manufacturing site, 
which would require a prior approval supplement (PAS). Changes that qualify for submission as 
a CBE-30 may be implemented by the sponsor 30 days after the submission of the supplement to 
FDA, and the CBE-30 supplement process is therefore a faster process than filing a PAS. 
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The CBE-30 program is already intended to be used for “moderate” manufacturing changes, 
while “major” ones must be approved under a PAS. However, if a facility has a compliance 
history, the firm may use the “comparability protocol” to reduce the time for approval. FDA 
published a draft guidance for industry, Comparability Protocols for Human Drugs and 
Biologics, in April 2016 and expects to finalize it in calendar 2019. However, FDA cannot rely 
on a comparability protocol for a new facility with no compliance history. 

Medical Device Reporting 
Some stakeholders have suggested that the Agency require medical device manufacturers to 
notify FDA in the event of an interruption or discontinuation of certain medical devices and 
equipment needed to administer drugs, such as containers to dilute drugs for IV infusion. 
Currently, no law requires medical device manufacturers to notify FDA when they become 
aware of a circumstance that could lead to a device shortage. Such circumstances may include, 
for example: discontinuation of a device; interruption of the manufacture of the device (e.g., due 
to scarcity of a raw material or unavailability of a component part); or loss of or damage to a 
manufacturing facility. FDA’s Fiscal Year 2020 Budget Request includes a legislative proposal 
to address device shortages. This proposal would ensure FDA has timely and accurate 
information about likely or confirmed national shortages of essential devices to enable FDA to 
take steps to promote the continued availability of devices of public health importance. 
Specifically, under this proposal, FDA would be granted authority to: require firms to notify 
FDA of an anticipated significant interruption in the supply of an essential device; require all 
manufacturers of devices determined to be essential to periodically provide FDA with 
information about the manufacturing capacity of the essential device(s) they manufacture; and 
authorize the temporary importation of devices whose risks presented when patients and health 
care providers lack access to critically important medical devices outweigh compliance with U.S. 
regulatory standards. 

Enhanced Industry Reporting of Inventories. 

Some stakeholders have recommended that FDA require manufacturers of essential critical drugs 
to report their monthly inventories to the FDA by entering data directly into an FDA database. 
This information would give FDA transparency to the supply levels with an overall picture of 
drug supply capacity across manufacturers. FDA is currently exploring additional data sources. 

Extend FDASIA Title 10 Requirements. 

Stakeholders recommended extending Title 10 requirements to require industry to provide FDA 
with information on API sources, production locations, duration of expected shortages, and more 
details on manufacturing quality issues. FDA is pursuing an extension of FDASIA Title 10 
requirements through legislative proposals in the President’s FY2020 budget, as discussed 
above. 

Publicly Identify Manufacturing Locations 

Some stakeholders recommended making manufacturing locations transparent. However, the 
pharmaceutical industry generally regards these locations as trade secret or confidential 
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commercial information and has stated that revealing them to the public would create a security 
risk.8 

Early Warning System 

Industry recommended that FDA establish an early warning system to alert companies when a 
contract manufacturing firm is cited for GMP issues that could negatively impact multiple 
products. However, companies already have access to this information. 

FDA’s inspection classification data base is updated every 30 days with results from surveillance 
inspections. Final classifications of inspection results are made within 90 days of the close of 
inspection. Stakeholders who are interested can check the data base once a month to determine 
the status of contract manufacturers. FDA also notes that pharmaceutical firms could specify in 
their contracts with contract manufacturing firms that the latter notify them promptly of any 
GMP issues found in an FDA inspection. 

Monitoring Distribution Patterns for Drugs in Shortage 

Industry recommended that FDA require national wholesalers to implement checks and balance 
systems for shortage drugs, similar to suspicious order monitoring requirements for controlled 
substances, to identify potential diversions of shortage drugs to the gray market. However, 
FDA’s governing statutes do not set up such systems specifically to address potential diversions 
of shortage drugs. 

Better Communication and Navigation with FDA Processes 

Industry suggested that FDA pursue post-4839 meetings with sponsors. They recommended that 
CDER meet with a sponsor of a drug shortage product upon request after the sponsor submits its 
483 response. Industry suggested that this approach would allow for effective and timely 
remediation of the identified 483 issues. 

FDA believes that it has adequate policies and procedures in place that address industry concerns 
related to communications post-issuance of a Form 483. Recently, in response to Section 806 of 
the FDA Reauthorization Act of 2017 (FDARA), FDA implemented processes to ensure timely 
reviews of responses to 483s. In addition, sponsors of drug products in shortage also already 
have existing mechanisms to engage the Agency through the Drug Shortages Staff, and FDA 
does consider all requests for meetings related to remediation, particularly if a drug is in 
shortage. 

8 FDA Listening session with manufacturers, October 1, 2018. 
9 An FDA Form 483 is issued to firm management at the conclusion of an inspection when an investigator(s) has 
observed any conditions that in their judgment may constitute violations of the FD&C Act and related Acts. (See 
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/fda
form-483-frequently-asked-questions) 
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Economic Incentives 

Some industry stakeholders have suggested that FDA could help prevent or mitigate drug 
shortages by providing economic incentives such as waiving ANDA application fees or facility 
fees for essential medicines that have routinely been on shortage, or offering tax incentives to 
bring API sources and manufacturing back to the U.S. 

Based on our available data, it is unlikely that waivers of ANDA application fees would provide 
an incentive for generic manufacturers to bring a drug to market. As highlighted in FDA’s 
analysis, 62 percent of drugs newly in shortage between 2013-2017 resulted from issues with 
manufacturing quality. Addressing these issues through expanding or modernizing a 
manufacturing facility can cost up to $100 million.10 In contrast, user fees for generic drugs 
under the Generic Drug User Fee Amendments (GDUFA) in Fiscal Year 2019 are much smaller: 
$178,799 per original application; $211,305 and $226,305 per year for domestic and foreign 
finished product manufacturers; and up to $1,862,167 per year for companies that hold more than 
20 approved applications. The value of the waiver is small in proportion to the total cost of 
expanding, modernizing, or building new capacity. 

Typically, manufacturers produce multiple drugs at a given facility and few manufacturers would 
dedicate a facility to manufacturing only a shortage drug or drugs. For this reason, there would 
be few situations in which waiving facilities fees for shortage drugs would be feasible. 

As the U.S. Treasury section of the Appendix states, tax incentives often do not work and must 
be carefully targeted to have an impact. Although some localities may provide tax incentives for 
manufacturers to locate production, the cost and regulatory requirement differentials between the 
U.S. and locations overseas, particularly China, have provided a powerful incentive for 
companies to locate manufacturing there. 

10 Ferierra et al., “A Comparison of Capital and Operating Costs of Aseptic Processing Facilities,” Advanced Aseptic 
Processing. Edited by J. Akers and J. Agallaco, Informa Publishing (U.K.). 

Drug Shortages: Root Causes and Potential Solutions, Appendix C 83 



   
 

 
  

 
  

 
 

   

 
 

    
 

  
 

  

Appendix  D: Agencies  and Offices  Participating  in  the  Drug  Shortages 
 
Task  Force
  

The Drug Shortages Task Force brings together officials not only from the U.S. Food and Drug 
Administration, but also from several partner agencies including the Centers for Medicare and 
Medicaid Services, the Department of Defense, the Department of Veterans Affairs, the Federal 
Trade Commission, and the Office of the Assistant Secretary for Preparedness and Response 
within the Department of Health and Human Services. In addition, the Task Force has consulted 
with officials from the Defense Advanced Research Projects Agency, the U.S. Department of the 
Treasury, and the Drug Enforcement Administration within the U.S. Department of Justice. Each 
of these organizations has a unique perspective based on its authorities, mission, and activities. 

In the course of its work, the Task Force has consulted with each of these organizations to better 
understand how their activities might affect drug shortages, their potential contributions to long
term solutions, and the limitations imposed by their enabling legislation and authorities. The 
material below provides a summary of what the Task Force has learned and was provided by the 
agencies themselves. 
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Centers for Medicare and Medicaid Services 
The Centers for Medicare & Medicaid Services (CMS) pledges to put patients first in all of its 
programs – Medicaid, Medicare, and the Health Insurance Exchanges. To do this, the Agency 
strives to empower patients to work with their doctors and make health care decisions that are 
best for them. This means giving them meaningful information about quality and costs to be 
active health care consumers. It also includes supporting innovative approaches to improving 
quality, accessibility, and affordability, while finding the best ways to use innovative technology 
to support patient-centered care. 

To these ends, CMS administers the Medicare program and works with state governments to 
administer the Medicaid program. Within Medicare, CMS administers several programs: Part A, 
which covers inpatient hospital, skilled nursing, and hospice care; Part B, which covers 
medically necessary services and supplies, including outpatient care and preventive care; and 
Part D, which adds prescription drug coverage to Parts A and B for beneficiaries who elect it. 
Part D plans are offered by private sponsors but must conform to Federal guidelines. There is 
also Part C, which includes Medicare Advantage Plans, whose benefits combine the coverages 
under traditional Medicare A, B, and potentially D as well. 

Some stakeholders have suggested that Medicare and Medicaid reimbursement policies may 
reduce the incentive for manufacturers to market certain drugs, and thus contribute to shortages. 
However, drugs are reimbursed differently under each of these programs, and quantitative data 
about the relationship between Federal reimbursement policies and drug shortages are scarce. 
Some stakeholders asked if CMS had quantified how much drug shortages are costing our public 
programs. CMS does not collect the information needed for this analysis and indicated that 
HHS/ASPE is developing a report on these costs. 

Medicare 

Part A 

Under Part A, CMS bundles payments for hospital services using a system of diagnostic related 
groups (DRGs). A DRG is part of a medical case classification system that standardizes 
prospective payment for hospitals. In general, a DRG payment covers the cost of all charges 
associated with an inpatient stay from the time of admission to the time of discharge, including 
the cost of any drugs used to treat the patient. The DRG system is intended to encourage cost 
containment, because hospitals whose costs exceed the DRG payment will experience a loss for 
the inpatient stay involved, while those whose costs are less can earn a profit. The level of DRG 
reimbursement varies by region and is calculated based on the average costs of hospitals in the 
same region, with adjustments for case intensity, so each hospital is tacitly encouraged to 
compete with its regional peers on cost containment. 

During FDA’s listening sessions and the November 2018 public meeting on drug shortages, 
some stakeholders raised questions about the possible impact of DRGs on drug shortages; e.g., 
whether the cost containment pressures they exert are incenting hospitals to buy the cheapest 
drug available, thus driving down generic prices to unsustainable levels. Some suggested that 
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changes in CMS’ reimbursement policies might provide better incentives for manufacturers to 
market shortage drugs. 

For example, some stakeholders have recommended that CMS consider a policy of paying for 
shortage drugs outside of the DRG. This, they believe, could ensure that their reimbursement is 
high enough to provide an incentive for manufacturers to market the drug. However, CMS does 
not have the statutory authority to move shortage drugs out of a DRG. Also, this tactic may be 
counter to the Administration’s strategy of encouraging health care cost containment by setting 
reimbursement levels and allowing providers to make their own decisions about how to operate 
efficiently. CMS is advancing a value-based transformation of health care, with a move in 
emphasis from paying for individual items and services to making bundled payments for entire 
episodes of care, with incentives to contain costs. 

Some stakeholders have noted that CMS already has a process in place for New Technology 
Add-on Payments or NTAPs for DRGs and pass-through payments for Ambulatory Payment 
Classifications (APCs, a classification system similar to DRGs for outpatient care) to supplement 
bundled payments. Some stakeholders have asked whether CMS might follow a similar approach 
for shortage drugs. However, the NTAP program is only available to new technologies that meet 
the definition of newness of the technology, exceed cost criterion thresholds, and demonstrate 
substantial clinical improvement over existing services or technologies. Due to the time needed 
to approve NTAPs (for DRGs) and the existing criteria, it would not be feasible for shortage 
drugs to be considered unless submitted applications meet all three criteria. 

Stakeholders also raised the question of whether CMS could drive changes in hospitals’ 
contracting practices through Medicare Conditions of Participation (CoP) or similar mechanisms. 
For example, could CMS require hospitals to enter into contracts for guaranteed supply, or 
exchange higher prices/reimbursement for stronger penalties when drugs go into shortage? 

The statutory authority for CoP is limited to establishing health and safety standards that address 
systems and processes of care at a given facility. Thus, it would not be possible to use CoP as a 
mechanism for forcing hospitals to modify their contracting practices, which are a hospital rather 
than a Federal governance issue. 

CMS does not have information on the fraction of shortage drugs that are reimbursed primarily 
by Medicare. Because Part A payments for drugs are bundled within the DRG reimbursement 
covering all the services provided during an episode of care, CMS cannot determine which 
specific drugs (active pharmaceutical ingredient/dosage form/manufacturer) have been used for 
specific inpatient cases. Even if CMS had this information, it would not know how much other 
payers, such as private insurers offering Medigap plans, have paid for shortage drugs. 

Part B 

Under Part B, CMS reimburses drugs based on an Average Sales Price (ASP), calculated 
quarterly. It is unlikely that the use of ASP has a negative financial impact on providers, because 
the ASP is updated quarterly. Although there is a lag between the period on which the 
calculation is based and the period during which the ASP is used for reimbursement (e.g., the 
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April-June ASP is based on sales from the previous October-December), the frequency of 
updates largely compensates for this lag. 

Part D 

Part D coverage is provided through Medicare-approved private drug plans offered by plan 
sponsors. Under Federal guidelines, sponsors independently negotiate pharmacy reimbursement 
with pharmacies and price concessions with manufacturers. Pharmacy reimbursement under Part 
D is based on ingredient cost, a dispensing fee, and sales tax. Ingredient costs are generally based 
on the Average Wholesale Price (AWP) discounted by a specified percentage or maximum 
allowable cost negotiated by plan sponsors. 

Medicare subsidizes the cost of drugs covered under approved Part D plans. To be approved by 
Medicare, these plans must cover certain medications but are otherwise free to establish their 
own formularies, which vary and thus enable beneficiaries to have choices. Medicare Part D 
plans use tiered copayment systems designed to incent beneficiaries to use more cost-effective 
drugs. These tiered copayment systems follow CMS guidance. 

Some stakeholders, citing a 2018 Avalere Health report,1 have claimed that a 2016 CMS 
guidance that addresses formulary composition has led to unintended consequences by allowing 
both brand and generic drugs to occupy the same non-preferred tier. They believe that this policy 
prevents generics from competing effectively on price with brands, and as a result is responsible 
for reducing generic market penetration. 

CMS sought comment regarding an alternative to the tier composition policy whereby plan 
sponsors would be prohibited from placing generics on brand formulary tiers and brand drugs on 
generic formulary tiers and eliminating the non-preferred drug tier. CMS analyses of formulary 
placement and Prescription Drug Event (PDE) data comparing generic access in 2011 to 2019 do 
not indicate that this alternative approach would result in the beneficiary savings asserted in the 
cited Avalere report. CMS has concluded that a broad prohibition of the inclusion of generic 
drugs on non-preferred tiers would result in preferred formulary placement of a number of 
generic drugs that are high cost and/or high risk for adverse events, especially in elderly patients. 
This could increase out-of-pocket costs for generic medications in some circumstances. For 
example, in order to meet actuarial equivalence, plans may raise their generic tier copayment 
amount in order to account for the need to add more expensive generic drugs to the generic drug 
tier, increasing the cost for the majority of generic drugs on the formulary. This alternative tier 
composition policy could also result in an increase to Part D premiums due to reduction in 
flexibility in plan design and reduced negotiating leverage with drug manufacturers. 

However, while CMS analysis of CY 2019 formularies shows robust access to cost-effective 
generic medications and that Part D sponsors have been achieving very high generic dispensing 
and substitution rates, it notes that there are limited instances when Part D sponsors are not 
including generic alternatives when available. Instead, sponsors are only covering the brand 
drugs, which decreases generic substitution and increases beneficiary costs. Further, CMS has 
noted that some sponsors, despite having the generic at a more preferred formulary status than 

1 “Generic Drugs in Medicare Part D: Trends in Tier Structure and Placement.” Avalere Health. May 22, 2018. 
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the brand, are not achieving optimal generic substitution. While CMS is declining to change its 
tier composition policy at this time, it will continue to monitor beneficiary access to generic 
alternatives, utilization of multi-source brands when generics are available, and situations where 
the brand drug is situated more favorably in comparison to the generic with regards to tiering and 
utilization management. CMS will consider future policy changes should this trend continue. 

CMS is aware of strategies that can be used to encourage generic use and has already adopted or 
proposed some. These include: 

•	 Allowing certain low-cost generic drugs to be substituted onto Part D plan formularies at 
any point during the year, so that beneficiaries immediately have access to them and 
lower cost sharing; 

•	 Requiring Part D plans to increase transparency and provide enrollees and their doctors 
with a patient’s out-of-pocket cost obligations for prescription drugs when a prescription 
is written; 

•	 Implementing a statutory requirement signed by President Trump to prohibit pharmacy 
gag clauses in Part D, which prevent pharmacists from notifying consumers of lower-cost 
options for obtaining their medications. 

Medicaid 

Medicaid receives rebates on drugs provided to its beneficiaries under the Medicaid Drug Rebate 
Program.2 The Bipartisan Budget Act of 2015 includes a provision that requires generic drug 
makers to pay an additional rebate to Medicaid if the prices of their generic drugs rise at a rate 
faster than inflation. This provision, which previously applied only to brand-name drugs, is 
informally known as the “CPI-U rebate” or “CPI-U penalty.” 

The additional rebate for generics applies to rebate periods starting in the first quarter of 2017. 
The amount of the additional rebate is equal to the average manufacturer price (AMP) for the 
current quarter minus the baseline AMP, adjusted for inflation. Meanwhile, the adjustment for 
inflation is calculated as the Consumer Price Index for all Urban Consumers (CPI-U) for the 
month immediately before the reporting quarter, divided by the baseline CPI-U. 

Some have noted that because the prices of some generics are so low, even a modest increase in 
price could trigger the CPI-U rebate. For example, if a company manufacturing a drug selling for 
$1.00 raised its price by 5 percent to $1.05, while the CPI-U increase is only 2.3 percent, the 
company would be affected by the penalty. Furthermore, some have noted that if the costs of 
manufacturing inputs rise faster than the CPI-U, the CPI-U rebate would undermine the ability of 
drug manufacturers to recoup these rising costs. As a result, the CPI-U rebate could erode the 
incentive for the manufacturer to continue marketing the drug and increase the likelihood of drug 
shortages.3 

2 For an explanation of the Medicaid Rebate Program, see https://www.medicaid.gov/medicaid/prescription
drugs/medicaid-drug-rebate-program/index.html. 
3 Richard Manning and Fred Selck, Bates-White Economic Consulting, “Penalizing Generic Drugs with the CPI 
Rebate Will Reduce Competition and Increase the Likelihood of Drug Shortages,” September 12, 2017. Accessible 
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The argument that the CPI-U rebate will make it difficult for manufacturers to recoup rising input 
costs may be weak, however. There is little evidence that manufacturing input costs are rising 
faster than the CPI-U, and they are likely to be captured in the rising costs of consumer goods that 
the CPI-U measures. 

Some state Medicaid programs offer financial incentives for pharmacists to dispense generics, as 
an additional strategy to encourage generic use. 

at https://www.accessiblemeds.org/sites/default/files/2017-09/Bates-White-White-Paper-Report-CPI-Penalty-09-12
2017.pdf. 
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Defense Advanced Research Projects Agency and HHS Office of the Assistant 
Secretary for Preparedness and Response 

The mission of the Defense Advanced Research Projects Agency (DARPA) is to make pivotal 
investments in breakthrough technologies for national security. DARPA explicitly reaches for 
transformational change instead of incremental advances, addressing challenges that span the 
spectrum from deep science to systems to capabilities. DARPA works within an innovation 
ecosystem that includes academic, corporate, and governmental partners to transform 
revolutionary concepts and even seeming impossibilities into practical capabilities. The ultimate 
results have included not only game-changing military capabilities such as precision weapons 
and stealth technology, but also such icons of modern civilian society such as the Internet, 
automated voice recognition and language translation, and global positioning system receivers 
small enough to embed in myriad consumer devices.4 

The mission of the HHS Office of the Assistant Secretary for Preparedness and Response 
(ASPR) is to safeguard the Nation’s health during times of disasters, emergencies, and disease 
outbreaks, and secondly, to strive to reduce and eliminate threats to the Nation’s health security. 
ASPR’s authorities, policies, and programs ensure that Americans have access to potentially life
saving pharmaceuticals and medical supplies for use in a public health emergency. In addition, 
ASPR builds relationships with Federal, state, local, tribal, and territorial government partners 
and the private sector to identify and mitigate risks to key systems and infrastructure so that 
Americans have access to quality health care every day. 

Currently, ASPR and DARPA are partnering to explore novel sustainment strategies and develop 
point-of-need manufacturing solutions that disrupt entrenched paradigms for production and 
distribution of small-molecule medicines and biologics. Specifically, DARPA and ASPR are 
working on validating automated, portable capabilities that produce medicines and vaccines in 
dosage form, as either finished pills or injectables. Their partnership will ultimately provide 
flexible, transportable manufacturing platforms that enable response to emerging medical needs 
in the military or civilian populations, flexibly, on demand, and at the point of need. These 
systems will enable the U.S. Government to ensure supply of chemical and biological 
countermeasures and other medicines in austere environments, prevent or mitigate drug 
shortages, radically shorten the drug supply chain, and reduce U.S. dependence on overseas 
production and extensive distribution networks. 

ASPR and DARPA are working together and with other agencies such as the FDA through 
various paths, including Memorandums of Understanding (MOUs) to strengthen U.S. 
capabilities critical to protect the Nation from 21st century health security threats. 5 These 
partnerships ensure that the essential technical and policy experts are brought together to develop 
and navigate the core technologies and policies concurrently, ensuring that our capability and 
policy is compatible with a changing technology and need landscape. For example, FDA 

4 https://www.darpa.mil/about-us/about-darpa 
5 https://www.fda.gov/about-fda/domestic-mous/mou-225-17-015 
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CDER’s Emerging Technology Team (ETT)6 is working with DARPA and ASPR to ensure that 
the closed manufacturing systems under development will fulfill regulatory requirements, while 
also assessing how the new paradigm may shift regulatory policy.7 

6 https://www.fda.gov/about-fda/center-drug-evaluation-and-research/emerging-technology-program 
7 https://www.phe.gov/ASPRBlog/pages/BlogArticlePage.aspx?PostID=318 
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Department of Defense 
The Department of Defense (DoD) must ensure a reliable drug supply to America’s military 
forces so that they are adequately healthy and protected to deter war and safeguard the Nation’s 
security. As a result, readiness is a prime concern, and DoD ensures access to drugs through a 
variety of mechanisms. 

To help meet its service readiness sustainment requirements, the Defense Logistics Agency 
(DLA) Troop Support has sought various methods to garner access to pharmaceuticals. One such 
arrangement is the use of contingency contracts in which DLA pays its vendors a fee for access 
to a guaranteed quantity of specific products in a designated timeframe. Although this approach 
is less costly than purchasing and holding drugs in inventory, if there is an urgent need, DLA 
must rely heavily on vendors to meet their contractual delivery schedules. 

DLA leverages the following types of contracts to ensure medical readiness: 
•	 Industrial Base Maintenance Contracts create long term partnerships with selected 

manufacturers to maintain production capabilities. 
•	 Prime Vendor War Readiness provides pre-negotiated access to prime vendor stocks. 
•	 Vendor Managed Inventory Contracts create long term partnerships with distributors that 

provide guaranteed product availability. 
•	 Corporate Exigency Contracts create long term partnerships with manufacturers
 

providing guaranteed product availability.
 
•	 Commercial Product Visibility Contracts provide the data necessary to support critical 

medical IT planning and execution applications. 

These contingency contracts give DoD access to approximately $720 million worth of material, 
on a time-phased basis, should the DoD have a contingency that necessitates a surge in support. 

Despite these efforts, DoD has experienced problems with access to certain drugs. Although it 
does not hold backorders in the traditional sense, the DLA does receive feedback from prime 
vendors on drugs that cannot be supplied due to their manufacturer backorders and strict 
allocations. Once a drug is unavailable, DLA urges its customers to order alternatives. 

To estimate the scale of the problem, DLA used data from its Global Prime Vendor Contract for 
the period from October 2018 through March 2019 and examined order rejections related to 
Manufacturer Backorder and Manufacturer Allocation. The DoD analyzed the data and used a 
threshold of 50 instances or more of rejections for each National Drug Code (NDC) to determine 
unavailability. During this period, DLA found that approximately 1,334 NDCs were 
experiencing unavailability due to Manufacturer Backorder and 238 were experiencing 
availability issues due to Manufacturer Allocation. 

DoD’s access to generic drugs is also limited by the Trade Agreements Act (TAA) of 1979, a 
Federal law applicable to all Federal contracts. TAA prohibits Federal agencies from acquiring 
products made in certain countries. In the case of drugs, both the finished product and the active 
pharmaceutical ingredient (API) must be developed in a TAA-compliant country, unless the API 
undergoes substantial transformation in a compliant country. Because the APIs for many generic 
drugs are made in China and India, which are not TAA-compliant, DoD cannot purchase them 
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but must instead buy the more expensive compliant generic or brand version. In Fiscal 2018, an 
estimated 75 percent of the drugs DLA purchased were brands, and only 25 percent were 
generic. 

Currently, the DoD does not maintain the data needed to determine how much more it pays for 
compliant drugs when TAA compliant generics are not available. However, the Department 
recently had an independent study conducted that estimated cost reductions based on waiving 
TAA compliance. The study analysts estimated that waiving TAA compliance requirements 
would reduce DoD’s costs between $36 million and $83 million annually depending on the scope 
of the waiver. 
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Department of Veterans Affairs 
The Department of Veterans Affairs (VA) is responsible for providing vital services, including 
health care services, benefits programs, and access to national cemeteries, to America’s former 
military personnel and their dependents. 

On behalf of all Federal purchasers, the VA administers several Federal Supply Schedules (FSS) 
under delegated authority from the General Services Administration. Included in this delegated 
authority is the Federal Supply Schedule for pharmaceuticals. The FSS serves multiple Federal 
entities including the Department of Defense (DoD), Bureau of Prisons (BoP), U.S. Public 
Health Service (PHS), Indian Health Service (IHS) and the VA, and covers approximately 15 
million beneficiaries. The beneficiaries VA serves have low prescription co-payments and 
statutory authority exempts many beneficiaries from prescription co-payments based on a variety 
of factors, including Service Connected Disabilities and their ability to pay. Beneficiaries also 
have an annual cap on prescription co-payments. 

Public Law 102-585 (also known as The Veterans Health Care Act of 1992) places upper limits 
on the prices drug manufacturers can charge “Big 4” Federal customers relative to what they 
charge non-Federal purchasers for drugs required to be listed in the FSS. The Big 4 Agencies are 
VA, the Department of Defense, the Public Health Service and the Coast Guard. Public Law 
102-585 dictates that drug manufacturers may charge the Big 4 no more than 76 percent of the 
average price for which they sell an FSS drug to non-Federal purchasers. 

The VA uses several approaches to obtain medicines for veterans, all of which are subject to 
established procurement hierarchies. If generic drugs are available via the FSS, the agency may 
buy through those contracts if a VA or joint National Contract with Other Government Agencies 
(OGAs) is not in place. If the needed drugs cannot be obtained through any of the contracts, VA 
can purchase on the open market using the Streamlined Acquisition Procedures outlined in the 
Federal Acquisition Regulation (FAR) or by submitting a procurement request to a warranted 
contracting officer. 

In the event a competitively bid VA National Contract supplier lacks product to fulfill an order 
due to a national drug shortage, and the VA must purchase the product elsewhere, the national 
contract vendor may be asked to credit the VA for any purchases made in excess of what the 
contracted product for the same quantity would have cost. Based on back order reimbursement 
from the first two quarters of VA Fiscal Year 2019 where VA elected to exercise this contract 
clause, it is estimated that these back orders will cause an increased cost of $2.5 million for the 
entire fiscal year. The magnitude of VA’s actual excess cost for Fiscal Year 2019 due to 
procuring alternate supplies of drugs due to national shortages is estimated to be significantly 
larger than the amount it will recoup via contract penalties.8 

All drugs purchased by VA must comply with the Trade Agreements Act (TAA) and the Buy 
American Act (BAA). A Federal Acquisition Regulation (FAR) process exists for VA to obtain a 
waiver to buy a non-TAA or non-BAA compliant drug, but this approach takes months to 

8 Estimate provided in an email from Jennifer L Zacher, Assistant Chief Consultant, VA Pharmacy Benefits 
Management Services, to FDA on April 7, 2019. 
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complete for each drug shortage and does not work in practice. When no other options are 
available, VA allows the use of 503B compounders9 but strongly advises against it due to the 
associated risk. If VA facilities choose to outsource to a compounder, there are requirements the 
pharmacy must meet. VA has a growing number of contracts where they cannot find a supplier. 

When drugs are in shortage in the United States, importation might enable the VA to procure 
them for its beneficiaries. However, importation is generally not an option since many products 
do not comply with the TAA and BAA. For several years, VA has advanced a legislative 
proposal to amend Subchapter II of Chapter 81, Title 38 of the United States Code to allow VA 
pharmaceutical procurements to be exempt from the TAA and BAA under certain conditions that 
could negatively affect the health of veteran patients. However, no legislative action has been 
taken on the proposal to date. 

9 Refers to outsourcing facilities that compound consistent with section 503B of the FD&C Act (21 U.S.C. 353B). 
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Drug Enforcement Administration 
The Drug Enforcement Administration (DEA) administers and enforces the Controlled 
Substances Act (CSA) to help ensure the availability of controlled substances, including certain 
prescription drugs, for legitimate use while limiting their availability for abuse and diversion. 
The CSA requires the DEA to set quotas to manage the amount of certain substances that are 
available in the United States. The CSA also requires those handling controlled substances to 
register with the DEA. In addition, the DEA works to disrupt and dismantle major drug 
trafficking organizations and uses confidential informants to help facilitate investigative efforts. 

Controlled Substances Quota Process 

The DEA sets an annual aggregate production quota (APQ) for each basic class of Schedule 1 
and II controlled substances. The APQ is a “top line” number that specifies the maximum 
amount of each controlled substance that can be manufactured in the United States in a given 
year to provide for the estimated medical, scientific, research, and industrial needs of the United 
States, lawful export requirements, and the establishment and maintenance of reserve stocks. It 
then sets bulk and procurement quotas for individual manufacturers. Generally, the DEA sets 
quotas for active ingredients, not active ingredient dosage forms. Prior to the enactment of the 
Substance Use-Disorder Prevention that Promotes Opioid Recovery and Treatment for Patients 
and Communities Act (SUPPORT Act enacted October 24, 2018), it could not tell individual 
manufacturers what prescription drugs and in what formulation to make with their quota 
allotment. With the enactment of the SUPPORT Act, the DEA may under specific conditions 
listed in the Act direct a manufacturer to utilize its allotted quota for specific formulations. 21 
U.S.C. 826(a)(2). 

Because of the opioid crisis, the DEA has recently been under pressure to lower several APQs, 
which has had a cascading effect on manufacturers. Under a provision of FDASIA that amended 
the DEA quota law (21 U.S.C.826(h)), any manufacturer who believes that the DEA is not 
giving them a sufficient quota to meet legitimate medical needs can contact the FDA to trigger 
the FDASIA provision. After an internal review, the FDA contacts the DEA with the information 
provided by the manufacturer and a synopsis of FDA’s internal assessment, the DEA then has 30 
days to respond. So far, the DEA has not received any requests from the FDA under this 
mechanism. FDA also monitors drug shortages and if it observes a shortage of prescription drugs 
containing controlled substances, can also contact the DEA under the current Memorandum of 
Understanding (MOU) to discuss if a quota adjustment is warranted. 

The DEA does not believe that it has ever contributed to a drug shortage, as manufacturers’ 
business decisions are beyond its control and the quotas assigned to manufacturers already have 
a “built in cushion.” When the DEA sets a quota for a manufacturing company, it incorporates 
information not only on projected needs, but also on expected, product development 
requirements, manufacturing losses and an inventory allowance based on 50 percent of the 
average current and prior year’s company’s sales. Excess quota that is not used in a given year 
expires and cannot be utilized to procure or manufacture new material. However, any material 
that was in the manufacturing process at the end of the calendar year may be completed without 
new quota for the new year. In addition, manufacturers can request an increase in quota at any 
time during the year, and as many times as needed. For approval, the manufacturer generally 
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must demonstrate new product development requirements or an increase in demand from the 
current year’s sales not previously contemplated. 

GAO Report on DEA Management of the Quota Setting Process 

In the past 15 years, shortages of prescription drugs containing controlled substances, such as 
narcotics and stimulants, have increased nationwide, limiting providers’ and patients’ access to 
medications needed for treatment. In February 2015, the U.S. Government Accountability Office 
(GAO) reported on a study10 examining shortages of drugs containing controlled substances. The 
GAO report claimed that the DEA had not effectively administered the quota process managing 
the amount of certain controlled substances available for use in the United States, and that it 
needed to strengthen its coordination with FDA to prevent and mitigate shortages. The DEA 
raised multiple objections to the GAO report. However, during FDA’s solicitation of public input 
into the drivers and solutions for drug shortages in 2018-2019, some stakeholders expressed a 
desire for better coordination between the Agency and the DEA. 

In the 2015 report, GAO made seven recommendations, including that the DEA and FDA should 
update their MOU and agree on steps that each should take regarding drug shortages. In March 
2015, the DEA implemented one recommendation to finalize an information-sharing agreement 
with FDA regarding drug shortages. In June 2016, the DEA implemented a second 
recommendation strengthening the internal controls in the quota system.11 On July 16, 2018, the 
DEA published a final rule to strengthen the process for setting controls over diversion of 
controlled substances and make other improvements in the quota management regulatory system 
for the production, manufacturing, and procurement of controlled substances.12 

10 “DRUG SHORTAGES:  Better Management of the Quota Process for Controlled Substances Needed; 
Coordination between DEA and FDA Should Be Improved,” GAO-15-202. February 2015.
11 DRUG ENFORCMENT ADMINISTRATION: Additional Actions Needed to Address Prior GAO 
Recommendations, GAO -`6-737T, a testimony before the Committee of the Judiciary, U.S. Senate.
12 Department of Justice, Drug Enforcement Administration 21CFR Part 1303 [Docket No. DEA-480] RIN 1117
AB48, Controlled Substances Quotas,” Action:  Final Rule, Federal Register Vol 83, No. 136 Monday, July 16, 
2018, p. 32784. 
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Federal Trade Commission 
The mission of the Federal Trade Commission (FTC) is to protect consumers and competition by 
preventing anticompetitive, deceptive, and unfair business practices through law enforcement, 
advocacy, and education without unduly burdening legitimate business activity. Congress has 
empowered the FTC to take action to prevent unfair methods of competition, such as illegal 
anticompetitive agreements among firms to increase prices or restrict supply, and illegal 
exclusionary or predatory practices. In addition to enforcing laws that prohibit unreasonable 
restraints of trade, the FTC is authorized to challenge mergers and acquisitions that are likely to 
reduce competition and lead to higher prices, lower quality goods or service, or less innovation. 

Although the FTC has no authority to regulate the price of prescription drugs, nor general 
authority to make markets more competitive, protecting American consumers from 
anticompetitive activity in the health care sector has long been one of its most important 
responsibilities. The FTC combats high prices and drug shortages by enforcing the antitrust laws 
to stop anticompetitive conduct or mergers that are likely to lead to higher prices or reduced 
supply.13 The FTC’s enforcement efforts and merger analysis are guided by public policy 
underlying the antitrust laws, namely, the promotion of consumer welfare. 

Although a unilateral decision to raise prices or stop marketing a product, without more, is not 
actionable under the antitrust laws,14 an agreement among competitors to fix prices or reduce 
output is illegal.15 The FTC has the authority to prosecute anticompetitive conduct that limits 
consumer access to affordable prescription drugs, and in some cases, seek monetary relief for 
those harmed by the illegal conduct. 

Complaints about drug shortages and price spikes come to the FTC from various sources 
including consumers, other government agencies, Congress, trade press, and news reports. 
Complaints are assigned to divisions in the FTC’s Bureau of Competition that specialize in the 
pharmaceutical industry and are investigated as they arise. These efforts go back at least two 
decades. For example, in December 1998, the FTC filed suit against Mylan Laboratories and 
three other drug companies, charging them with restraint of trade, monopolization, and 
conspiracy to monopolize the markets for two generic drugs through exclusive dealing 
arrangements. The FTC alleged that Mylan and its co-conspirators agreed to deny access to the 
active pharmaceutical ingredients (API) needed to manufacture lorazepam and clorazepate 
tablets. Without access to the API, Mylan’s competitors were unable to manufacture and sell the 
two drugs, allowing Mylan to raise prices approximately 2000-3000 percent, depending on bottle 

13 For a list of FTC conduct and merger enforcement actions in the pharmaceutical industry, see Overview of FTC 
Actions in Pharmaceutical Products and Distribution (June 2019),  
https://www.ftc.gov/system/files/attachments/competition-policy-guidance/overview_pharma_june_2019.pdf
14 Organisation for Economic Co-operation and Development, Excessive Pricing in Pharmaceutical Markets—Note 
by the United States, 28 November 2018, https://one.oecd.org/document/DAF/COMP/WD(2018)111/en/pdf 
15 Naked agreements to fix prices or restrict output may prosecuted criminally. Enforcement authority for criminal 
violations of the antitrust laws, such as price fixing and bid rigging, is vested solely in the Department of Justice. 
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size and dosage strength. The FTC settled the case with the defendants, returning $100 million in 
illegal profits to injured consumers and state agencies.16 

For nearly as long, the FTC has challenged a number of reverse payment agreements (also 
known as “exclusion payment” or “pay-for-delay” agreements) between branded drug companies 
and their generic rivals. Such agreements entail settlements of patent litigation in which the 
branded drug company pays its potential generic competitor to abandon a patent challenge and 
delay entering the market with a lower cost, generic product. Branded drug companies have used 
such agreements to buy more protection from competition than their patent rights provide, at the 
expense of competition and consumers.17 

In addition, the FTC has challenged unilateral conduct by branded drug companies to illegally 
maintain a monopoly position by engaging in a strategy known as “product hopping”18 and 
through abuse of governmental processes, such as sham litigation,19 or repetitive and meritless 
regulatory filings (such as citizen petitions to the FDA).20 The FTC also has acknowledged that 
misuse of restricted drug distribution programs, such as Risk Evaluation and Mitigation 
Strategies (REMS), may limit supply and violate the antitrust laws. Branded drug companies 
allegedly have used restricted distribution of drug samples to thwart efforts by generic 
competitors to establish bioequivalence in order to obtain FDA approval.21 Branded drug 
companies’ actions to deter generic rivals have delayed or blocked consumer access to lower cost 
drug products. 

The second way the FTC considers how high drug prices and shortages may impact consumer 
welfare is through its review of mergers in the pharmaceutical industry. The FTC reviews 
mergers and acquisitions that may facilitate or exacerbate high drug prices or shortages where 

16 FTC Reaches Record Financial Settlement to Settle Charges of Price-fixing in Generic Drug Market, 
https://www.ftc.gov/news-events/press-releases/2000/11/ftc-reaches-record-financial-settlement-settle-charges-price
17 Federal Trade Commission v. Actavis, Inc., 570 U.S. 756 (2013). In re Androgel Antitrust Litigation (No. II), 
MDL Docket No. 2084 (All Cases) 1:09-MD-2084-TWT. The FTC settled this case before trial in February 2019. 
https://www.ftc.gov/news-events/press-releases/2019/02/ftc-enters-global-settlement-resolve-reverse-payment
charges
18 Federal Trade Commission v. Reckitt Benckiser Group PLC, Case No. 1:19-cv-00028-JPJ-PMS (W.D. Va.), FTC 
File No. 131-0036 (Reckitt agreed to pay $50 million to settle FTC allegations that Reckitt violated the antitrust 
laws through a deceptive product hopping scheme to thwart lower-priced generic competition to its branded 
Suboxone tablets. FTC’s complaint alleged that before generic versions of the tablets became available, Reckitt 
developed a new film version of Suboxone and misrepresented that the new film version was safer than the tablets), 
https://www.ftc.gov/news-events/press-releases/2019/07/reckitt-benckiser-group-plc-pay-50-million-consumers
settling-ftc
19 Federal Trade Commission v. AbbVie Inc., et al., Case No. 2:14-cv-051510-HB (E.D. Pa.), FTC File No. 121
0028 (complaint filed seeking a permanent injunction and other equitable relief on September 8, 2014), 
https://www.ftc.gov/enforcement/cases-proceedings/121-0028/abbvie-inc-et-al
20 Federal Trade Commission v. Shire ViroPharma Inc., Civil Action No. 1:17-cv-00131-RGA (D. Del.), FTC File 
No. 1210062 (complaint filed February 7, 2017), 
https://www.ftc.gov/enforcement/cases-proceedings/121-0062/shire-viropharma
21 Without taking a position on the merits, the FTC filed an amicus brief in a private suit contending that Mylan’s 
antitrust claims are not barred as a matter of law. Mylan Pharmaceuticals v. Celgene Corp., Case No. 2:14-CV
2094-ES-MAH (D. N.J. June 17, 2014), https://www.ftc.gov/system/files/documents/amicus_briefs/mylan
pharmaceuticals-inc.v.celgene-corporation/140617celgeneamicusbrief.pdf. 
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the parties sell competing drug products and the merged firm may be able to exercise market 
power post-merger.22 For branded drug companies, the focus typically is on overlaps in a 
therapeutic category, and for generic drug companies, the focus typically is on overlaps in 
specific molecules. 

The FTC frequently requires divestiture of assets and related intellectual property rights as a 
condition of approving a merger between two pharmaceutical companies that market competing 
products or have competing drugs in development. For example, in July 2016, the FTC ordered 
Teva to divest the rights and assets related to 79 pharmaceutical products to 11 firms to address 
competitive concerns raised by its acquisition of Allergan, preserving competition in markets 
where Teva and Allergan competed or would likely have competed in the future if not for the 
merger.23 Moreover, some markets, such as generic injectables, are susceptible to supply 
disruptions and shortages, which makes them especially sensitive to a reduction in the number of 
competitors.24 

The FTC and the FDA have a long history of working together to ensure that safe and effective 
drugs are accessible and affordable for consumers. For instance, on July 27, 2017, then Acting 
Director of the FTC’s Bureau of Competition, Markus Meier, spoke on a panel with then-
Commissioner of Food and Drugs Scott Gottlieb regarding Antitrust Concerns and the FDA 
Approval Process before the House of Representatives Judiciary Committee’s Subcommittee on 
Regulatory Reform, Commercial, and Antitrust Law.25 Mr. Meier also participated as a panelist 
at the FDA’s Public Meeting: The Hatch-Waxman Amendments: Ensuring a Balance Between 
Innovation and Access on July 18, 2017.26 The FTC also consults industry experts and uses 
research and market reports related to the pharmaceutical industry to advocate for regulatory 
policies that encourage more competition. On November 8, 2017, the FDA joined the FTC in a 
public workshop, “Understanding Competition in Prescription Drug Markets:  Entry and Supply 
Chain Dynamics,” in Washington DC.27 This workshop considered, inter alia: 1) questions 
concerning whether generic drug companies have enough incentives to enter markets where the 
brand drug is off-patent; 2) the role of intermediaries such as pharmacy benefits managers 

22 The FTC maintains a comprehensive merger review program to identify and prevent pharmaceutical mergers that 
may reduce competition and lead to higher prices for specific pharmaceutical products. For a list of merger cases in 
the pharmaceutical industry, see Sections IV and V in Overview of FTC Actions in Pharmaceutical Products and 
Distribution (June 2019),  
https://www.ftc.gov/system/files/attachments/competition-policy-guidance/overview_pharma_june_2019.pdf
23 FTC Approves Final Order Preserving Competition in Markets for 79 Pharmaceutical Products, 
https://www.ftc.gov/news-events/press-releases/2016/07/ftc-requires-teva-divest-over-75-generic-drugs-rival-firms
settle 
24 FTC Puts Conditions on Mylan’s Proposed Acquisition of Agila from Strides, https://www.ftc.gov/news
events/press-releases/2013/09/ftc-puts-conditions-mylans-proposed-acquisition-agila-strides
25 Antitrust Concerns and the FDA Approval Process Subcommittee on Regulatory Reform, Commercial, and 
Antitrust Law (Committee on the Judiciary), 
https://docs.house.gov/Committee/Calendar/ByEvent.aspx?EventID=106333
26 Public Meeting: The Hatch-Waxman Amendments: Ensuring a Balance Between Innovation and Access, 
https://www.fda.gov/news-events/public-calendar-meetings-fda-officials/public-calendar-july-16-22-2017
27 Understanding Competition in Prescription Drug Markets: Entry and Supply Chain Dynamics, 
https://www.ftc.gov/news-events/events-calendar/2017/11/understanding-competition-prescription-drug-markets
entry-supply 
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(PBMs) and group purchasing organizations (GPOs); 3) how well providers and consumers 
understand the roles of PBMs and GPOs in the drug supply chain; and 4) how these 
intermediaries may impact the affordability and availability of prescription drugs in the United 
States. 
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HHS Office of the Assistant Secretary for Preparedness and Response 

The mission of the HHS Office of the Assistant Secretary for Preparedness and Response 
(ASPR) is to save lives and protect Americans from 21st century threats. ASPR leads the 
Nation’s medical and public health preparedness for, response to, and recovery from disasters 
and public health emergencies. To accomplish this mission, ASPR collaborates with the private 
sector; community members; health care coalitions; state, local, tribal, and territorial 
governments; and other partners across the country. The strength of our Nation’s public health 
and medical infrastructure, as well as the capabilities necessary to quickly mobilize a coordinated 
national response to pandemics, attacks and disasters, are essential to save lives and protect all 
Americans. 

The continuity of medical services depends on the consistency of a reliable supply chain in both 
steady state and response. The medical supply chain is an incredibly sophisticated system, with 
private sector partners working across a global market and relying on just-in-time delivery. 
Disruptions to the system can have critical impacts on patient care. ASPR’s involvement with 
drug shortages is inextricably linked to its impact on health care delivery during emergencies and 
disasters. As a further concern, disasters can exacerbate shortage issues, such as the shortage of 
intravenous (IV) saline solution, which became more acute during the 2017 hurricane season. 
Multiple ASPR components are actively involved in supporting work on drug shortages, 
including the Division of Critical Infrastructure Protection (CIP); the Strategic National 
Stockpile (SNS); the Biomedical Advanced Research and Development Authority (BARDA); the 
Hospital Preparedness Program (HPP); and ASPR’s Technical Resources, Assistance Center, and 
Information Exchange (TRACIE). ASPR authorities, policies, and programs ensure access to 
potential life-saving pharmaceuticals and medical supplies for use in a public health emergency. 

CIP promotes resilience of the Nation’s health infrastructure by leading a dynamic public-private 
partnership, drawing from all aspects of the Healthcare and Public Health (HPH) Sector, to 
manage risk and coordinate effective response to 21st century threats. Coordinating with private 
and public sector partners, CIP works to identify potential courses of action to both better 
understand and address supply chain issues, promotes resilience, and fosters connections across 
the sector. CIP further works to understand foreign dependencies within the supply chain and 
identify how policy decisions and geopolitical concerns could impact access to products in the 
health care delivery system. Through communication, information sharing and analysis, and 
policy development, ASPR is able to support the continuity of life saving and life sustaining 
supply chain capabilities in the Nation’s Healthcare and Public Health Sector. 

The SNS manages and delivers life-saving medical countermeasures (MCM) during a public 
health emergency. It is the largest federally owned repository of pharmaceuticals, critical 
medical supplies, Federal Medical Stations (FMS), and medical equipment available for rapid 
delivery to support Federal, state, and local response to health security threats. If a biological, 
chemical, radiological, or nuclear event occurred on United States soil today, the SNS is the only 
Federal resource readily available to respond once state and local MCM supplies are depleted. 
Additionally, SNS is a significant purchaser of pharmaceuticals and medical supplies, and 
maintains relationships with key members of the supply chain to strategically address supply 
availability within the United States. Together with Federal and private sector partners, the SNS 
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analyzes integrated procurement, storage, and delivery models to identify ways to increase 
supply availability within the United States, such as increasing production of key products and 
utilizing strategies like vendor-managed inventory and alternative distribution models. 

BARDA supports the development and transition of medical countermeasures against chemical, 
biological, radiological, and nuclear threats, as well as pandemic influenza and other emerging 
infectious diseases, from research through advanced development towards consideration for 
approval by the FDA and inclusion into the SNS. BARDA’s Division of Research, Innovation, 
and Ventures (DRIVe) plans to leverage new authorities under the 21st Century Cures Act to 
stimulate medical countermeasures innovation to solve systemic challenges. The team identifies 
promising new technologies across the country using an entrepreneurial approach to address 
public health emergencies; current focus areas include sepsis, early, pre-symptomatic detection 
of infection, and a variety of innovative interventions to improve MCM evaluation, production, 
delivery, and administration. 

HPP is the nation’s only source of Federal funding to support regional health care system 
preparedness. HPP improves patient outcomes and minimizes the need for Federal and 
supplemental state resources during emergencies through the development and sustainment of 
health care coalitions (HCCs). HCCs are comprised of diverse and often competitive health care 
organizations with differing priorities and objectives within a geographic area. HCCs have been 
active during intravenous fluid and drug shortages, including information sharing about 
contingency strategies and current inventories. The HCC provides a central mechanism for 
information sharing and management coordination between and among health care facilities to 
ensure the consistency of use and recommendations during shortages. The ability to share 
information improves situational awareness, optimizes the use of resources, and mitigates the 
impact of the emergency on the facilities themselves and existing and potential patients. In 2019, 
HPP elevated the significance of supply chain awareness and preparedness for shortages by 
directing coalitions to more formally identify sources for medicine and supplies and prepare to 
manage shortages cooperatively, when they arise. 

ASPR TRACIE was created to meet the information and technical assistance needs of regional 
ASPR staff, health care coalitions, health care entities, health care providers, emergency 
managers, public health practitioners, and others working in disaster medicine, health care 
system preparedness, and public health emergency preparedness. ASPR TRACIE provides vetted 
resources for common topics of inquiry housed in a library, a centralized method to provide 
technical assistance for health and medical preparedness activities, and a mechanism for end 
users to communicate directly and share promising practices, questions, and peer-to-peer 
answers. ASPR TRACIE has developed and compiled resources to help stakeholders prepare for 
and manage drug shortages and the allocation of scarce resources. In 2017, ASPR TRACIE 
hosted a webinar on Clinicians and Coalitions: A Conversation about Finding Solutions for 
Medical Shortages. 
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U.S. Department of the Treasury  
 
The U.S.  Department of the Treasury's  mission is to maintain a strong e conomy and create  
economic and job opportunities by promoting the  conditions that enable economic growth and 
stability  at home and abroad, strengthen national security by combating threats and protecting the  
integrity of the  financial system, and manage the  U.S. G overnment’s finances and resources  
effectively.28  
 

The Treasury is organized into two major components the Departmental offices and 
the  operating bureaus. The  Departmental Offices  are primarily responsible for the formulation of  
policy and management of the Department as a whole, while the operating bur eaus carry out the  
specific operations assigned to the Department. Taxation falls within the Treasury’s jurisdiction, 
as its basic functions include:  
• 	 Collecting taxes, duties and monies paid to and due to the United States  and paying  all 

bills of the United States;  
• 	 Advising on domestic and international financial, monetary, economic, trade and tax  

policy;  
• 	 Enforcing  Federal finance and tax laws;  
• 	 Investigating a nd prosecuting tax evaders, counterfeiters, and forgers.  
 

Some stakeholders have  suggested that tax credits might be used  as  a mechanism to prevent or  
mitigate drug shortages, e.g., by providing incentives for manufacturers:  
•	  To invest in modern manufacturing systems, which are less prone to the quality problems  

that can  lead to supply disruptions and shortages;   
• 	 To locate their facilities in the United States  rather than overseas, which would shorten  

and strengthen the supply  chain. Long, complex supply chains are believed to be  
vulnerable to disruptions resulting in shortages;  

• 	 To begin marketing, or continue to market, an unprofitable drug that otherwise would 
have no business case  and be vulnerable to going i nto shortage.  

 
According to the Treasury, there is limited evidence that tax credits are effective in achieving  
their goals. To be effective, a tax credit must be well designed. The  industry receiving the  credit  
needs  to identify and communicate the critical factors  providing  levers for achieving the credit’s  
goal, and this is often difficult to do. Furthermore, tax credits granted under  highly specific 
conditions  are often  difficult to administer: e.g., it  may be hard to correctly identify the parties  
who qualify for the  credit. To the extent of a market failure, the Treasury may  wish to use tax  
credits to address the issue, but as the  Government aims to maintain stable tax revenue, credits  
given to one party may require that taxes be raised for another.  
 
The Tax Cuts and Jobs Act of 2017 introduced sweeping changes to the tax code. It promised to 
stimulate job growth, incentivize companies to repatriate profits from abroad and invest in the  
U.S. economy. The Treasury is hopeful that the changes will provide an incentive for drug  

28 See https://home.treasury.gov/about/general-information/role-of-the-treasury. 
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manufacturers to invest in modern manufacturing systems at domestic sites. However, it is too 
early to assess the effect that the changes to the tax code will have on the pharmaceutical 
industry. 
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Appendix  E: A Framework for Enduring  Solutions to Drug Shortages  

The recommendations presented in this report are non-exhaustive but as this landscape continues 
to evolve, policymakers may want to consider using this framework in the future. In this 
appendix, FDA includes a framework that policymakers can apply to determine whether an 
additional proposed solution (or set of solutions) to drug shortages would be enduring. Based on 
the root causes FDA identified earlier in the report, the Agency believes that enduring solutions 
to drug shortages should address the following objectives: 

1.	 Increasing the economic sustainability of drug manufacturing and distribution 
A solution in this area should provide predictability in production costs, pricing, and 
volume sold; increase flexibility in contracting and sourcing of finished drugs and raw 
materials; and ensure that no one group of stakeholders is favored in contracts for 
purchasing drugs. 

2.	 Enhancing supply chain resiliency 
A solution in this area should provide increased transparency to purchasers on drug 
manufacturing and quality maturity, while also establishing mechanisms to reward supply 
chain resiliency and reductions in the severity of drug shortages. 

Enduring solutions should also satisfy the following broad considerations to help ensure that they 
would be effective and feasible to implement: 

1.	 Providing total benefits to society that exceed total implementation costs 
An enduring solution should effectively address the harms of drug shortages without 
requiring too many resources to implement. For example, it could improve treatment 
outcomes or the availability of drugs, reduce staffing needs for responding to drug 
shortages, or reduce costs for purchasing alternative treatments. Likewise, it should seek 
to minimize any direct costs of implementing the solution or any indirect costs for 
adjusting or adapting to it. 

2.	 Distributing net benefits to most, if not all, affected stakeholder groups 
An enduring solution should encourage stakeholders to implement it by not overly 
favoring or penalizing any one group. Several categories of stakeholders should be 
considered, including drug manufacturers; supply chain intermediaries such as GPOs, 
PBMs, and wholesalers; health care providers such as hospitals and pharmacies; payers 
(both public and private); and patients. 

3.	 Avoiding any major unintended consequences that could increase the total costs
 
associated with the solution, or that could otherwise undermine its effectiveness
 
Similar to the first consideration, an enduring solution should avoid generating other 
adverse impacts that could undermine its success once implemented. These might include 
discouraging drug manufacturers from remaining in the marketplace, contributing to 
excessive hoarding or stockpiling among drug purchasers, or disclosing commercial 
confidential information and trade secrets. 
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Appendix  F: Technical Summary  of  FDA’s Analysis
  

Background
 

To supplement FDA’s review of the published literature and the feedback the Agency received 
from stakeholders, FDA economists and other staff carried out several additional quantitative 
analyses to further elucidate the root causes of drug shortages. 

FDA selected quantitative analyses that met the following three criteria: 

1)	 Utility – the analysis had the potential to either filter out potential root causes or evaluate 
the importance of what remained. 

2)	 Originality – there were few to no prior analyses on the topic, or previous analyses were 
several years out of date. 

3)	 Feasibility – there were sufficient data, methods, and time available to complete the 
analysis. 

FDA explored analyses that would help to address each of the three criteria listed above. While it 
initially considered developing a predictive model to identify risk factors for drug shortages, 
there was not enough time available to implement this approach.1 

Table 1 below lists each of the quantitative analyses that FDA completed for the report and 
which of the three root causes they supported. 

1FDA is continuing to work on this predictive model as part of a longer-term project. For more information about 
this effort, see Appendix C. 
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Table 1: Quantitative Analyses Completed for the Drug Shortage Report 

Root Cause(s) 
Supported 

Analysis Key Questions 1 2 3 
General Characteristics of 
Shortage Drugs 

- What were the reasons reported to FDA 
for the shortages? 

- How did the drugs in shortage differ from 
the drugs not in shortage along economic, 
medical, and other dimensions? 

- Are there any groups of shortage drugs 
that stand out based on these 
characteristics? 

X X X 

Market Trends for Shortage 
Drugs 

- What were the trends in revenues, prices, 
and quantities sold prior to, during, and 
after the shortage? 

- How much did the shortage drugs and 
manufacturing facilities comprise of a 
company’s overall revenues? 

- How did these results compare to similar 
drugs that did not go into shortage? 

- How many approved but unmarketed 
applications were there for shortage 
drugs? 

X X 

Impacts of Shortages - How large was the gap between previous 
and current production during the 
shortage? 

- How were the drugs in shortage used 
medically? 

- How did these impacts vary across the 
phases of the shortage lifecycle? 

X X 

Market Response to Shortages - Did sustained price increases occur 
during shortages? 

- Did companies enter the market or 
increase production? 

- Did quantity sold return to previous levels 
once the shortage ended? 

X X 

Other Potential Drivers of 
Shortages 

- Did shortages follow failed inspections or 
previous shortages? 

- Did shortages coincide with approval of 
newer drugs with a similar route of 
administration? 

- Were shortage drugs manufactured by 
someone other than the applicant? 

X X X 

As part of the Market Trends for Shortage Drugs analysis (see above), FDA also attempted to 
measure trends in the profitability of specific drugs as well as the companies that made them. 
The Agency carried out a preliminary analysis using two separate approaches but found both to 
be infeasible due to limitations of the available data. For more information about these 
approaches and the challenges encountered, see the General Methodology section for Key 
Finding 2. 
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In the rest of this appendix, the Agency provides a more detailed summary of the data, 
methodology, and results that support the analysis presented in the report. Note that results were 
combined from several of the analyses listed above to develop each of the key findings. 

Dataset Development 
Sample 

To construct the sample, FDA extracted monthly IQVIA National Sales Perspective (NSP) data 
for prescription drugs covering January 2010 to August 2018.2 FDA defined a drug by grouping 
products by active ingredient (CombinedSalt), route of administration (ProdForm1) and dosage 
form (ProdForm3); it also removed drugs from this dataset based on USC and ATC codes that 
were unlikely to meet FDA’s definition of a drug3 or therapeutic biologic, such as vaccines and 
biological drug products derived from blood. This yielded a total of 3,357 drugs in the dataset. 

FDA then merged this IQVIA dataset with an internal FDA list of drug shortages provided by the 
Center for Drug Evaluation and Research (CDER) Drug Shortage Staff (DSS) and identified 130 
shortages beginning between calendar years 2013 and 2017, corresponding to 163 drugs in the 
sample. 

Metrics 

For each drug in the sample, FDA calculated its price in a specific month by dividing its total 
revenues by its volume sold – either the number of pills (Extended Units) for tablets and 
capsules, or the number of dosing units (Eaches). Revenues and prices were inflation-adjusted to 
August 2018 using the Producer Price Index series WPU0638, which includes non-seasonally 
adjusted data from pharmaceutical products.4 

FDA calculated the number of approved application holders marketing the drug in each month 
by first matching up each drug to the FDA Orange Book, and then removing applications that 
had been withdrawn from approval at the time.5 An approved application holder was deemed to 
be marketing the drug if it had: (1) an active NDC listed in FDA’s NDC Directory for June 2019, 
and (2) positive sales in the NSP database 4 months prior to going into shortage. 

FDA determined whether a drug had a generic version in the market in each month by using the 
Brand/Generic column in the IQVIA data to flag whether a product with a value of “generic” or 

2 IQVIA. National Sales Perspective. January 2010 to August 2018. Extracted: October 2018. 
3 Section 201(g) of the FD&C Act (21 USC 321(g)) provides that the term "drug" means: 
(A) articles recognized in the official United States Pharmacopoeia, official Homoeopathic Pharmacopoeia of the 
United States, or official National Formulary, or any supplement to any of them; and (B) articles intended for use in 
the diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals; and (C) articles (other 
than food) intended to affect the structure or any function of the body of man or other animals; and (D) articles 
intended for use as a component of any articles specified in clause (A), (B), or (C). (Source: 
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/classification-products-drugs-and
devices-and-additional-product-classification-issues#statutorydef)

4 https://www.bls.gov/ppi/
 
5 https://www.fda.gov/drugs/drug-approvals-and-databases/approved-drug-products-therapeutic-equivalence
evaluations-orange-book
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“other” had positive sales in that month. FDA also calculated the age of the product by taking the 
earlier of the approval dates in the Orange Book: Approved Drug Products with Therapeutic 
Equivalence Evaluations6 and its first marketing date in the IQVIA data (Product Launch Date) 
for all companies that ever sold the drug during the study time period. 

Finally, in many cases FDA defines these metrics at their values from “just prior to the 
shortage,” which refers to 4 months before the shortage start date in FDA data. This allows the 
analysis to account for potential delays between when the shortage first occurred and when FDA 
was first notified. 

Summary Statistics 

The 163 drugs in the sample, just prior to the shortage, tended to: 

•	 Be administered via injection: 103 (63 percent) 
•	 Have a generic version in the market: 109 (67 percent) 
•	 Be older products: with a median time since first approval or marketing of 34.8 years 
•	 Be lower price, higher volume products: 93 (57 percent) had both lower prices and higher 

volume sold than the median within their dosage form 
•	 Have several more companies approved to market than were actually marketing: For the 

shortage drugs studied, there were, on average, three companies that were approved to 
market but were not doing so. 

The analyses that follow are based on this set of 163 drugs in shortage, and in some cases 
involve comparisons against other drugs that did not go into shortage. In the remainder of this 
technical appendix, FDA provides an overview of the analysis and describes how it supports the 
findings presented in the report. 

Key Findings 
Key Finding 1 – Quality issues were the most common reason for disruptions that became 
shortages 

Because the root causes of supply disruptions are likely to differ from those of demand 
disruptions, FDA evaluated which categories of disruptions have been most prevalent among 
drugs that ultimately go into shortage, i.e., when the market is unable to prevent the shortage and 
it is formally declared by FDA. 

Methodology 

In this work, FDA analyzes the reasons for drug shortages submitted to FDA by manufacturers 
and categorized by the Center for Drug Evaluation and Research (CDER) Drug Shortage Staff 
(DSS). 

6 Id., at 3. 
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Under Title X of the Food and Drug Administration Safety and Innovation Act,7 manufacturers 
of certain drug products8 are required to submit notifications to FDA of permanent 
discontinuations and other meaningful supply disruptions in the United States, including the 
reasons for these events. This information is required to be submitted to FDA at least six months 
prior to the event, or if that is not possible as soon as practicable. Manufacturers that do not 
comply with this provision of the Act are subject to having a non-compliance letter posted on the 
FDA website. To this date five of these letters have been posted.9 

For each of the 163 drugs in the sample that went into shortage, FDA identified a reason for the 
shortage based on information entered into FDA’s databases using these notifications. FDA 
aggregated these reasons into five main categories, which are defined below: 

1) Quality Issues – When there is a manufacturing problem, either with a specific product or 
an entire facility, that temporarily leads to unavailability of that product or a delay in 
shipping it to end users. For example, particulate matter in the product or unavailability 
of raw materials. 

2)	 Product Discontinuation – When a manufacturer permanently discontinues a product 
from sale and there is no concurrent quality problem. It is important to note that FDA is 
unable to determine if this is for an economic reason. 

3)	 Increase in Demand – When market-wide demand for the product has increased, and 
there is no other problem that is making the product unavailable to end users. For 
example, if a more severe than expected flu season occurs and manufacturers are unable 
to keep up with demand for antiviral drugs that can treat the flu. 

4)	 Natural Disaster – When any problems that led to the drug shortage were solely due to a 
natural disaster, i.e., the drug was not already in shortage and was not experiencing these 
problems prior to the natural disaster. For example, when Hurricane Maria struck Puerto 
Rico in September 2017 and damaged the power grid, some manufacturing facilities were 
forced to shut down production. 

5)	 Unknown – When the manufacturer provided insufficient information to FDA to 

categorize the shortage.
 

Results 

Figure 1 summarizes the most prevalent reasons for disruptions among the sample of 163 drugs. 
FDA found that 115 of these drugs (71 percent) experienced a supply disruption (either a quality 
issue, a product discontinuation, or a natural disaster), and that 101 of these supply disruptions 
(88 percent) were specifically tied to quality issues. 

7 See Public Law 112-144. 
8 These include products that are life-supporting, life-sustaining, or intended for use in the prevention or treatment of 
a debilitating disease or condition; and which are not a radiopharmaceutical drug
9 https://www.fda.gov/drugs/drug-shortages/drug-shortages-non-compliance-notification-requirement 
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Among the reasons that were known, this largely followed a similar pattern to previously 
published data from 2011; however, 29 (18 percent) of the reasons for disruptions were 
unknown, which represented a notable increase from previous data.10 

 
     
 

Figure A1. Most drugs in shortage were experiencing supply disruptions, specifically quality 
issues. 

Source: Internal FDA Data 

Key Finding 2 – Shortages were often associated with drugs that had a weak business case 

Many stakeholders hypothesized that quality issues and shortages are more likely to occur when 
either the drug or the facility where the drug is made is insufficiently profitable to justify 
investing in improvements to manufacturing processes (i.e., it has a weak business case). 

To understand how a drug’s business case may relate to the incidence of shortages, FDA 
examined broader economic trends for shortage drugs, as well as the relative importance of these 
shortage drugs and their manufacturing facilities to each company’s overall portfolio of drugs. 
FDA also compared these metrics against those of non-shortage drugs with similar 
characteristics. 

10 Woodcock J, Wosinska M. Economic and technological drivers of generic sterile injectable drug shortages. Clin 
Pharmacol Ther. 2013;93(2):170-6 
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General Methodology 

Framework for Determining a Drug’s Business Case 

Ideally, FDA would have evaluated the business case for a drug by directly measuring its 
profitability. However, for the reasons explained in the following paragraphs, FDA could not 
directly measure the profitability of shortage drugs. 

The first approach for doing this attempted to estimate the overall profitability of generic drug 
manufacturing using financial statements (10-K forms) for publicly traded pharmaceutical 
companies that are reported to the Securities and Exchange Commission (SEC).11 These 
statements capture information on gross and net profits of these firms, often separated by 
business segment (e.g. brand drugs vs. generic drugs). However, further review of these 
statements for several large- and mid-size companies revealed that pharmaceutical companies 
often record financial information differently, and that many companies changed their practices 
over time. This made it challenging to compare financial performance across companies, or to 
estimate trends within the same company. 

The second approach attempted to estimate the profitability of individual generic drugs using 
data on international drug sales from IQVIA’s MIDAS database.12 The MIDAS database 
captures quarterly international sales and volume data that is locally recorded at the 
manufacturer, wholesale, or pharmacy level for over 60 countries between fourth quarter of 2012 
and third quarter of 2018. 

FDA attempted to use MIDAS data to estimate the profitability of individual generic drugs by 
assuming that drugs sold overseas in lower or middle income13 countries might more closely 
reflect the marginal cost of manufacturing.14 FDA made the distinction between lower- and 
middle-income countries to account for potential differences in manufacturing practices and 
quality maturity between drugs marketed in the United States and other countries with different 
regulatory requirements. For example, middle-income countries, particularly in Europe, often 
have differences in prices due to the significant role that the public sector plays in 
pharmaceutical purchasing and the use of external reference pricing.15 FDA classified countries 
as lower- or middle-income based on per-capita gross domestic product and retained only the 
countries that had the same products marketed in the U.S. Available low-income countries 
included India, Ecuador, Tunisia, Thailand, and the Dominican Republic. Available middle-
income, European countries included Greece, Latvia, Hungary, Poland, Lithuania, Estonia, the 
Slovak Republic, and Turkey. 

11 U.S. Securities and Exchange Commission. The Electronic Data Gathering, Analysis, and Retrieval System 
(EDGAR). https://www.sec.gov/edgar.shtml 
12 IQVIA MIDAS. 2012Q4 to 2018Q3. Extracted: January 2019. 
13 FDA focused on middle income countries in Europe to identify ones that may have regulatory requirements more 
similar to those in the U.S. 
14 FDA used this approach due to the general lack of product specific cost (and by extension, profit margin) data in 
public documents, including SEC financial statements; this is often considered business confidential information.
15 Souliotis K, Papageorgiou M, Politi A, Athanasiadis A. Pharmaceutical Pricing Policy in Greece: Toward a 
Different Path. Front Public Health. 2016;4:185. Published 2016 Aug 31 
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FDA matched products marketed overseas in at least one lower- or middle-income country with 
the equivalent product in the United States. The Agency then estimated gross profit margins for 
each matched product, one quarter prior to the shortage or in the quarter during the shortage, by 
first multiplying the total U.S. quantity sold by the difference between the U.S. price and the 
lower- or middle-income median (or lowest available) price of that product. This estimated profit 
was then divided by the total U.S. revenue of that product in that quarter to arrive at the gross 
profit margin. 

FDA ultimately felt that this method did not accurately estimate profitability for several reasons. 
First, the standard deviation of profit margins across products and quarters was consistently 
large, which did not allow for easy interpretation or statistical testing. Second, estimated profit 
margins could not be calculated for up to 73 percent of shortage drugs – this was either because 
the product itself did not appear to be available in other countries, or no sales data were available 
in other countries during or in the months leading up to the shortage. Third, given different 
regulatory, manufacturing, and marketing standards between the United States and lower- and 
middle-income countries, FDA was unsure of whether a lower- or middle-income country’s price 
was a useful proxy of production cost. 

Due to these limitations in measuring profitability, FDA instead developed a framework to 
evaluate the business case that companies may have faced with the shortage drugs prior to the 
shortage. 

The first step in this approach was to divide drugs based on whether their revenues were 
increasing or decreasing prior to the shortage. To do so, FDA fit univariate, linear regressions 
(n=154) of the drugs’ revenues on the number of months from the beginning of calendar year 
2010 to the starting month of the shortage.16 FDA considered those drugs with positive slopes to 
have had increasing revenues prior to the shortage, while those with negative slopes had 
decreasing revenues. Of the 154 drugs, 73 (47 percent) of them had increasing revenues prior to 
the shortage whereas 81 (53 percent) had decreasing revenues. 

For each of these two groups, FDA examined whether there were differences among shortage 
drugs and similar non-shortage drugs using the following indicators: 

1) The drug’s revenues, prices, and volumes sold 
2) The drug’s share of a company’s total sales 
3) The manufacturing facility’s share of a company’s total sales 

FDA defined similar non-shortage drugs as those that were never in shortage during the study 
period, and which had a comparable route of administration, age, price, and volume sold17 as of 
the first month with positive sales. For the route of administration, FDA matched drugs based on 
whether they were likely to require sterile manufacturing processes.18 For the remaining 3 

16 Although there were 163 total shortages, only 154 shortages had sales prior to the shortage start date.
 
17 Price and volume sold were calculated as percentiles within the drug’s dosage form, excluding drugs that had no
 
sales over the previous 12 months.

18 Routes of administration that fell into this category included injection, ophthalmic, inhalation, implant, lung,
 
vaginal, and urological.
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characteristics, FDA performed a nearest neighbor match after standardizing the variables. For 
each shortage drug, FDA selected the 50 nearest drugs based on these 3 characteristics that also 
matched on the route of administration. 

For each of these indicators, FDA followed a similar process. Using the sample of drugs that 
went into shortage and had sales prior to the shortage, FDA calculated the indicator in question 
for each shortage drug prior to the shortage start date. FDA then calculated the indicator in the 
same way for each of the 50 similar non-shortage drugs corresponding to each shortage drug. For 
the similar non-shortage drugs, FDA aggregated indicators across these drugs to create one 
comparison value for each shortage drug. Finally, FDA further aggregated both values – for the 
shortage drug and its aggregated comparators – across all shortage drugs and compared these 
results. 

In aggregating these indicators, FDA used the following summarization techniques to capture the 
central tendency of the sample data. 

1) Mode – In this case, the observation with the highest volume sold 
2) Arithmetic Mean – A traditional sample mean, although this may potentially be 

influenced by extreme values 
3) Median – To exclude potential extreme values, but without taking account of the full 

distribution of the data 
4) Geometric Mean – To exclude potential extreme values while accounting for the full 

distribution of the data. Note that this measure is often similar to the arithmetic mean 
when extreme values are not present but has different statistical and mathematical 
properties. 

To evaluate statistical significance when comparing results between shortage drugs and similar 
non-shortage drugs, FDA performed hypothesis tests for each indicator at the final level of 
aggregation using several methods. When FDA used a t-test, it assumed that the samples had 
unequal variances. When FDA used a pivot confidence interval to estimate a p-value, it carried 
out 1000 bootstrapped replications to estimate the error in these indicators and made no 
assumptions about sample distributions. 

The Drug’s Revenues, Prices, and Volumes Sold 

Because FDA couldn’t directly measure the profitability of shortage drugs, it instead indirectly 
explored this question by examining trends in the revenues, prices, and volumes sold of these 
drugs, compared with similar non-shortage drugs. 

Methodology 

To compare trends in these indicators, FDA first scaled these variables by their magnitude just 
prior to the shortage. For each shortage drug, FDA then took the geometric mean of these 
rescaled variables in each month before the shortage across its similar non-shortage drugs. For 
each month’s calculation, FDA excluded similar non-shortage drugs that had a value exactly 
equal to zero. 
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To ensure that there were sufficient data for analysis, FDA excluded shortage drugs that did not 
have positive sales for at least one-third of their months before the start of the shortage. This left 
144 of the 154 remaining shortage drugs to analyze. 

For each of the remaining shortage drugs and each set of similar non-shortage drugs, FDA 
separately estimated the average trend in each indicator using a linear regression of the natural 
log of each variable on the month, from January 2010 to the start of the shortage. To compare 
trends between shortage and similar non-shortage drugs, FDA took the arithmetic mean of the 
regression coefficients for each trend within the two groups and applied a t-test to the differences 
in these means to evaluate statistical significance. 

Results 

Of the 144 drugs with sufficient data prior to the shortage, 73 (51 percent) experienced steadily 
decreasing revenues (see Figure 2A). Among these drugs, the magnitude of the decline was 
greater than similar non-shortage drugs: on average, 12.9 percent per year, compared with a 3.3 
percent decline, (p<0.001). During this decline in revenue, prices of these same drugs declined 
2.5 percent on average per year, compared to a 2.9 percent increase in price among similar non-
shortage drugs (p<0.01). Despite both groups facing a declining volume of drugs sold, there was 
no discernable difference in this metric between drugs with declining revenue that went into 
shortage and similar non-shortage drugs that did not. 

In contrast, 71 (49 percent) of the drugs with sufficient data prior to the shortage experienced 
steadily increasing revenue (see Figure 2B). Among these drugs, the magnitude of the increase 
was on average 23.6 percent per year, compared with a 1.0 percent increase among the similar 
non-shortage drugs (p<0.01). While there was no statistically significant difference in price 
trends, the drugs that went into shortage experienced faster increases in quantity sold: a 13.6 
percent increase for the drugs in shortage, compared to a 1.2 percent decline for similar non-
shortage drugs (p<0.01). 
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Figure A2. Drugs in shortage that faced decreasing revenues before shortage saw statistically 
significant differences in both their revenue and price changes compared to similar non-shortage 
drugs. Drugs in shortage that faced increasing revenues before shortage saw a statistically significant 
difference in both their revenue and volume changes compared to similar non-shortage drugs. 

 
 

 
    

 
 

     
 

 
 

 

 
  

 
 

 
 

  
  

 
 

Sources: IQVIA. National Sales Perspective. January 2010 to August 2018. Extracted: October 2018; 
Internal FDA Data 
Notes: ***=p<.001; **=p<.01; *=p<.05 
Magnitudes of revenue changes were calculated for observations with sufficient data for analysis - 73/81 shortage drugs with 
decreasing revenue, 71/73 for shortage drugs with increasing revenue. 

The Drug’s Share of a Company’s Total Sales 

To analyze the importance of shortage drugs in a company’s portfolio relative to similar non-
shortage drugs, FDA first compared the share of a company’s total sales between drugs in each 
group. 

Methodology 

For each of the 154 remaining shortage drugs, FDA calculated its share of a company’s total 
revenue just prior to the shortage. When a drug was sold by more than one company, FDA only 
considered the share of the revenue earned for the company that had the highest volume sold. 
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For each shortage drug’s corresponding similar non-shortage drugs, FDA applied the same 
process as with the shortage drugs. FDA then took the geometric mean across these drugs’ shares 
to create an analogous metric to the shortage drug. 

FDA used pivot confidence intervals to estimate whether the difference between the geometric 
means in these two groups was statistically significant. 

Results 

Drugs that faced declining revenues before a shortage earned 0.16 percent of the company’s total 
revenue just prior to the shortage, compared with 0.34 percent earned by similar non-shortage 
drugs (p<.01). However, drugs that faced increasing revenues before a shortage exhibited no 
statistical difference, with a 0.44 percent share of revenue earned in a company’s portfolio, 
compared to 0.29 percent for similar drugs that did not go into shortage. 

The Manufacturing Facility’s Share of a Company’s Total Sales 

Similarly, FDA also investigated the importance of shortage drugs by examining the share of a 
company’s revenue earned from their manufacturing facilities, comparing shortage drugs to 
similar non-shortage drugs. 

Methodology 

To compare the importance of manufacturing facilities between these two groups, the Agency 
first linked internal FDA registration and listing data to the dataset to identify all finished dosage 
form manufacturing facilities that may be producing a drug.19 This left 104 of the 154 remaining 
shortage drugs and 1,879 of the 3,357 drugs from the IQVIA data to analyze. FDA assumed that 
if multiple facilities were potentially making a product, they each produced an equal proportion 
of its revenue and volume sold. As a robustness check, FDA also considered only shortage drugs 
and similar non-shortage drugs where the available data allowed the Agency to precisely 
estimate the quantities and revenues of all drug products made at their respective facilities (i.e., 
when they were registered at only a single manufacturing facility).20 

For each shortage drug and company, FDA then took the revenue earned at each manufacturing 
facility just prior to the shortage and divided it by the total amount of revenue earned by that 
company in the same month. When there was more than one manufacturing facility for a 
particular drug and company, FDA only considered the one that had the highest volume sold.21 

FDA then applied the same process for each shortage drug’s corresponding similar non-shortage 
drugs. The Agency created an analogous metric by taking the geometric mean across the similar 
non-shortage drugs. 

19 FDA’s data do not capture how much of a drug is produced at each manufacturing facility 
20 This robustness check left 74% of shortage drugs and 66% of similar non-shortage drugs in the sample 
21 Given the assumption of equal production across manufacturing facilities that make the same product, it is 
possible that there were multiple facilities that sold the same volume. In these cases, FDA took the arithmetic mean 
of the revenue shares across those manufacturing facilities. 
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As before, FDA used pivot confidence intervals to estimate whether the difference between the 
geometric means in these two groups was statistically significant. 

Results 

Manufacturing facilities that produced shortage drugs that faced decreasing revenues before a 
shortage earned 2.6 percent of a company’s revenue just prior to the shortage, compared to 5.8 
percent earned by facilities that manufactured similar non-shortage drugs (p<.001). Similarly, 
facilities that manufactured shortage drugs that faced increasing revenues before a shortage 
earned 3.7 percent of a company’s revenue just prior to the shortage, compared to 5.9 percent 
earned by facilities that manufactured similar non-shortage drugs (p<.05). 

The robustness check indicated that in both groups, the facilities that manufactured the shortage 
drugs still accounted for a smaller amount of their company’s total revenues. However, the 
finding for the drugs in shortage that exhibited increasing revenues was no longer statistically 
significant at the 5 percent level. 

Summary 

The 53 percent of shortage drugs with declining revenues leading up to a shortage may have had 
a weak business case at both the product and facility levels. In addition to falling revenues, these 
drugs also faced falling prices and quantities. Likewise, these drugs and manufacturing facilities 
appeared to be financially less important to a company than similar products and facilities that 
did not go into shortage. These results suggest that the declining revenue drugs were becoming 
relatively less profitable over time and may have been experiencing falling demand. 

The remaining 47 percent of shortage drugs with increasing revenues leading up to a shortage 
did not appear to have a weak business case at the product level but may have had a weak 
business case at the facility level. Among these drugs, both prices and volume sold were 
increasing, and they contributed a comparable share to a company’s revenue as similar non-
shortage drugs – suggesting that they may have been facing increasing demand. Yet, these drugs 
were potentially produced at manufacturing facilities that were less important to a company, 
suggesting that the business case for these drugs was not as strong as the other results may 
indicate. 

Key Finding 3: The marketplace often fails to respond to drug shortages in a way that self-
corrects shortages 

Given that some of the drugs that went into shortage appeared to have a weak business case, 
FDA further explored market responses to drug shortages more broadly and whether shortages 
were self-correcting. 

Methodology 
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Economic theory suggests that, in well-functioning markets, several milestones should occur 
during drug shortages that allow them to self-correct: 

1)	 When demand exceeds supply, prices increase as the result of increased scarcity; these 
price increases continue until the market is able to close the gap between demand and 
supply. 

2) With these higher prices, existing and/or new manufacturers are incentivized to increase 
production in this market. 

3) Once this occurs, if the product is still useful to health care providers, quantities sold 
should eventually be restored to close to what they were prior to the shortage 

To evaluate whether the drugs in the sample followed this pattern, FDA used three measures of 
the marketplace response to drug shortages corresponding to each of the milestones described 
above. We focused on these specific measures because they seemed appropriate in light of 
comments we received during listening sessions. 

Measure 1: Price Increase 

•	 At any point during the shortage, did the price of the drug increase by at least 50 percent 
over its level from just prior to the start of the shortage? 

•	 Did this price increase continue for at least 6 consecutive months, or to the end of the 
study period if less than six months? 

Measure 2: Production Increase 

•	 At any point during the shortage, did at least one of the following occur compared with 
just prior to the start of the shortage? 

o	 An increase in the number of companies with positive sales for the drug (“entry of 
a new manufacturer”) 

o	 An increase in volume sold of at least 50 percent by a company that was already 
in the market just prior to the start of the shortage (“increased production from an 
existing supplier”) 

•	 Did this increase continue for at least six consecutive months, or to the end of the study 
period if less than six months? 

Measure 3: Quantity Restoration 

•	 Calculate a baseline quantity by taking the monthly average of the volume sold between 4 
and 15 months prior to the start of the shortage 

•	 Calculate a “post-shortage” quantity by taking a similar average between four and nine 
months following the end of the shortage, or however much data are available if less than 
nine months of follow-up are available. 

•	 If data are available from both metrics, determine whether the “post-shortage” quantity 
was greater than or equal to 80 percent of the baseline quantity 

FDA also performed robustness checks by considering alternative thresholds for the first two 
measures (ranging between 5 and 50 percent), as well as an alternative time horizon of three 
months. In both cases, the qualitative conclusion that price increases are rare did not change. 
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Results  

FDA’s  findings suggest that the marketplace often fails to respond to drug shortages in a way  
that allows it to self-correct (see Figure 3). Of the 163 drugs in the sample, just 4 drugs  (2  
percent)  experienced all three milestones.  Likewise, among the individual milestones:  
 
• 	 Only 29  drugs  (18 percent) had a sustained price increase of 50 percent or  more that  

began during the shortage.22  Of these 29, only  7  saw the entry of  a new manufacturer or  
increased production from an existing supplier. Only  9 of  the  29 h ad production restored 
to the level prior to the shortage.  
 

• 	 Only 54  drugs  (33 pe rcent) either experienced significant production increases (up to 50 
percent or more) by  companies that were already in the market, or had new  suppliers  
enter the market.  In the latter case, the median time to market entry was 13 months.   
 

• 	 Only 60 drugs  (37 percent) had the quantity of the  drug r estored to within 20 percent of  
its amount just prior to the shortage. 

Figure A3. Few drugs in shortage experienced market response milestones 
that could help the shortages self-correct. 

Sources: IQVIA. National Sales Perspective. January 2010 to August 2018. Extracted: October 2018; Internal FDA 

22 There are two reasons why the results could also potentially overestimate the total number of sustained price 
increases occurring after shortage. First, roughly half of shortage drugs exhibited increasing price trends prior to 
going in shortage, and it is possible that their prices could have continued to increase even if they had not gone into 
shortage.  This observation would suggest that such price increase might follow shortages without being attributable 
to them.  Second, the analyses may also include gradual price increases that accumulated over a longer time period. 
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PharmD Curriculum
ULM COLLEGE OF PHARMACY

XAVIER UNIVERSITY COLLEGE OF PHARMACY

ACPE Standards 2016
To achieve and maintain ACPE accreditation, professional Doctor of Pharmacy 
(PharmD) degree programs must meet the standards contained in this 
document. ACPE standards are minimum requirements, and it is expected that 
programs will exceed these required standards through initiatives designed to 
ensure continuous quality improvement. These standards describe the various 
elements needed for quality‐assured professional education and are based on 
evidence and experience. They articulate expectations that ACPE (as well as 
pharmacy practice and the pharmacy academy) has of academic institutions 
offering the PharmD degree. ACPE standards also reflect the expectations that 
the U.S. Department of Education and state boards of pharmacy have of the 
colleges and schools, and of ACPE, regarding the quality of professional degree 
programs.
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ACPE Standards 2016, Appendix 1
The following didactic content areas and associated learning expectations are 
viewed as central to a contemporary, high‐quality pharmacy education and are 
incorporated at an appropriate breadth and depth in the required didactic 
Doctor of Pharmacy curriculum. 
◦ content areas may be addressed in the pre‐professional curriculum 

Biomedical Sciences
◦ Biochem, Biostats, Anatomy, Physiology, Immunology, Med Micro, Pathology

Pharmaceutical Sciences
◦ Clin Chemistry (lab), Compounding, Med Chem, Calculations, Pharmaceutics, 
Pharmacogenomics, Kinetics, Pharmacology, Toxicology

ACPE Standards 2016, Appendix 1
Social/Administrative/Behavioral Sciences
◦ Cultural Awareness, Ethics, Healthcare Systems, History, Economics, 
Epidemiology, Law/Regulation, Management, Communication, Prof 
Development, Research Design

Clinical Sciences
◦ Clin Kinetics, Informatics, Information/Retrieval and Eval, 
Dispensing/Distribution and Administration, Natural Products, Patient 
Assessment, Patient Safety, Pharmacotherapy, Public Health, Self‐Care
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Examples of Specific Expectations
Patient Assessment 
◦ Evaluation of patient function and dysfunction through the performance of tests and 
assessments leading to objective (e.g., physical assessment, health screening, and lab 
data interpretation) and subjective (patient interview) data important to the 
provision of care. 

Pharmacotherapy 
◦ Evidence‐based clinical decision making, therapeutic treatment planning, and 
medication therapy management strategy development for patients with specific 
diseases and conditions that complicate care and/or put patients at high risk for 
adverse events. Emphasis on patient safety, clinical efficacy, pharmacogenomic and 
pharmacoeconomic considerations, and treatment of patients across the lifespan. 

Current Curriculum
ULM
◦ https://www.ulm.edu/pharmacy/profcurriculum2019.html

XU
◦ http://catalog.xula.edu/preview_program.php?catoid=30&poid=6571&returnto=1584
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ULM Curriculum Overview
Overall theme of P1 year is geared toward Community IPPE 
preparation

Overall theme of P2 year is geared toward Institutional IPPE 
preparation

Overall theme of P3 year is geared toward therapeutics and APPE 
preparation

ILS courses re‐worked to give more “real life” experiences with 
OSCE’s and recitations.

ULM Therapeutic Module Sequence
Each Disease Specific Therapeutics Module Contains:
◦ Medicinal Chemistry

◦ Pharmacology

◦ Lab Interpretation/Assessment

◦ Pharmacogenomics

◦ Disease State Management

ILS Sequence
◦ Everything from Didactic Courses

◦ Immunizations (P1)

◦ Sterile admixture (P2)

◦ MTM (P3)
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XU Curriculum Overview
P1  Community Pharmacy Practice Preparation

• Professional Abilities Lab
• Community Pharmacy Practice and Wellness Introductory Experiences
• Self‐care course

P2 Hospital Pharmacy Practice Preparation
• Professional Abilities Labs
• Hospital Pharmacy Practice Introductory Experiences
• OSCEs

P3 Clinical and APPE Preparation
• Professional Abilities Labs
• Therapeutics Series
• Clinical and Medication Counseling Introductory Experiences

XU Curriculum Overview
P1  Foundational Knowledge

(needed for subsequent learning)

P1‐ P3 Integrated Themes and Courses
• Medicinal Chemistry/Pharmacology
• Therapeutics Series  (Lab Assessment ,DSM, Pharmacogenomics included)
• Professional Abilities Labs

P1‐ P3 Skills
• Professional Abilities Labs
• Experiential Courses
• OSCEs

P1‐P4 Experiential Education
• Introductory Practice Experiences 
• Advanced Practice Experiences

P1: Community & Wellness
P2:  Hospital & Patient Interview
P3:  Clinical & Medication Counseling
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APPE Curriculum
APPE ensures that students have multiple opportunities to perform patient‐
centered care and other activities in a variety of settings. 

APPE hones the practice skills, professional judgment, behaviors, attitudes and 
values, confidence, and sense of personal and professional responsibility required 
for each student to practice independently and collaboratively in an 
interprofessional, team‐based care environment. 

The APPE curriculum, in the aggregate, includes but is not limited to: (1) direct 
patient care, (2) interprofessional interaction and practice, (3) medication 
dispensing, distribution, administration, and systems management, and (4) 
professional development.

Students demonstrate competence within four main practice types: community, 
ambulatory care, general medicine, and health system pharmacy. 

Certifications Upon Graduation
ULMCOP

APhA Immunization Certificate

MTM Certificate (Optional)

PCCA Non‐Sterile Compounding (Optional)

XUCOP (optional)

APhA Immunization Certificate

MTM Certificate

Sterile Compounding Certificate
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Post Graduate Opportunities
PGY1 Residency
◦ Builds upon knowledge, skills, attitudes, and abilities gained from an accredited professional 
pharmacy degree program

◦ Enhances general competencies in managing medication‐use systems and supports optimal 
medication therapy outcomes for patients with a broad range of disease states

PGY2 Residency
◦ Builds upon the competencies established in PGY1

◦ Focused in a specific area of practice (ID, Oncology, Cardiology, Pediatrics, etc)

Research Fellowship

Graduate Degree Programs

Post Graduate Certifications
Nuclear Pharmacy

BPS Certification (BCPS, BCOP, BCACP, BCCCP, CCGP, BCNP, BCPPS, 
BCPP

Certified Pain Educator (CPE)

Asthma Certification (AE‐C)

Diabetes Educator (CDE)

Anticoagulant (CACP)

AAHIVP (HIV Pharmacist)
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Post Graduate Certifications
Point of Care Testing (NACDS)
◦ Different Pharmacy Schools Provide the program

American Association for Clinical Chemistry (AACC) Point of Care Specialist Certificate

Health Information Technology Certification

POWER‐PAK C.E. (Free and for purchase)
◦ Powerpak.com

Pharmacy Times Continuing Education
◦ Pharmacytimes.com/continuing‐education

Pharmacist’s Letter‐ C.E. & Training
◦ Pharmacist.therapetuicresearch.com/CE  ($)

Post Graduate Certifications
ASHP Certificate Programs
◦ Medication Safety Certificate

◦ Emergency Certificate

◦ Nutrition Support

◦ Compounded Sterile Preparations Certificate

◦ Sterile Product Preparation Certificate

◦ Informatics

◦ Pharmacogenomics

◦ Pain Management

◦ Teaching

◦ Apexus Advanced 340B Operations Certificate 
Programs

APhA Certificate Training Programs
◦ Medication Therapy Management

◦ Cardiovascular Disease

◦ Immunization Delivery

◦ Diabetes Care

◦ Travel Health
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ACCREDITATION COUNCIL FOR  
PHARMACY EDUCATION  

 
STANDARDS 2016 

 
PREAMBLE 

 
 

Accreditation Council for Pharmacy Education (ACPE) 

The Accreditation Council for Pharmacy Education (ACPE) is the national agency for the 
accreditation of professional degree programs in pharmacy and providers of continuing 
pharmacy education. ACPE (until 2003 known as the American Council on Pharmaceutical 
Education) was established in 1932 for the accreditation of professional degree programs in 
pharmacy, and in 1975 its scope was broadened to include accreditation of providers of 
continuing pharmacy education (www.acpe-accredit.org). ACPE expanded its activities to 
include evaluation and certification of professional degree programs internationally in 2011 and 
entered into a collaboration with the American Society of Health-System Pharmacists (ASHP) to 
accredit pharmacy technician education and training programs beginning in 2014. The mission 
of ACPE is to assure and advance quality in pharmacy education. ACPE is an autonomous and 
independent agency whose Board of Directors is appointed by the American Association of 
Colleges of Pharmacy (AACP), the American Pharmacists Association (APhA), the National 
Association of Boards of Pharmacy (NABP) (three appointments each), and the American 
Council on Education (ACE) (one appointment). Since the inception of its accreditation agency 
recognition program in 1952, the U.S. Department of Education (USDE) has continuously 
recognized ACPE. ACPE also gained recognition by the Council for Higher Education 
Accreditation (CHEA) in April 2004. State boards of pharmacy require that licensure applicants 
from the United States have graduated from an accredited pharmacy degree program to be 
eligible to sit for the North American Pharmacist Licensure ExaminationTM (NAPLEX®).  

Importance of Standards 

To achieve and maintain ACPE accreditation, professional Doctor of Pharmacy (PharmD) 
degree programs (hereafter described as ‘programs’) must meet the standards contained in this 
document. ACPE standards are minimum requirements, and it is expected that programs will 
exceed these required standards through initiatives designed to ensure continuous quality 
improvement. These standards describe the various elements needed for quality-assured 
professional education and are based on evidence and experience. They articulate expectations 
that ACPE (as well as pharmacy practice and the pharmacy academy) has of academic 
institutions offering the PharmD degree. ACPE standards also reflect the expectations that the 
U.S. Department of Education and state boards of pharmacy have of the colleges and schools, 
and of ACPE, regarding the quality of professional degree programs.  

These standards have been developed with input from a broad range of constituents interested 
in and affected by pharmacy education. They focus on the educational outcomes required of 
PharmD programs and the assessment of those outcomes. They also address the structural 
and process-related elements within pharmacy education necessary to implement evidence-
based outcome measures that document achievement of the standards. In addition, these 
standards describe areas where programs can experiment and innovate within the didactic and 
experiential components of their curricula to meet the required Educational Outcomes 
(Standards 1–4). Establishing a commitment to continuing professional development (CPD) by 

http://www.acpe-accredit.org/
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students and graduates is also addressed, as are contemporary educational concepts such 
student readiness to: 

• Enter advanced pharmacy practice experiences (APPE-ready) 
• Provide direct patient care in a variety of healthcare settings (Practice-ready) 
• Contribute as a member of an interprofessional collaborative patient care team (Team-

ready) 

Revision of Standards: Background 
All accrediting bodies, including ACPE, periodically review and revise their standards. A number 
of environmental factors prompted ACPE to conduct a careful reassessment of the standards. 
These factors included: 

• The experience gained by ACPE in its accreditation reviews since the adoption of the Doctor 
of Pharmacy standards in 2007 

• Feedback from ACPE stakeholders regarding quality improvement of the standards 

• The reports of the Institute of Medicine (IOM) (www.iom.edu) noting needed changes in our 
healthcare system to improve medication safety and patient outcomes, including the five 
competencies that all healthcare professionals should attain during their education: 

 Provide patient-centered care 
 Work in interprofessional teams 
 Employ evidence-based practice 
 Apply quality improvement 
 Utilize informatics 

 
• Expansion of the scope of pharmacy practice in state laws and regulations to include 

collaborative practice with prescribers 

• The revision of the AACP’s Center for the Advancement of Pharmacy Education (CAPE) 
Educational Outcomes in 2013, which are intended to be the target toward which the 
evolving pharmacy curriculum should be aimed 
http://www.aacp.org/resources/education/cape/Pages/default.aspx 
 

• The Joint Commission of Pharmacy Practitioners’ (JCPP) Vision of Pharmacy Practice, 
accepted by the governing boards of 10 pharmacy organizations, including ACPE, and 
released in 2013 
http://www.amcp.org/Tertiary.aspx?id=8463 
 

• The document Pharmacists’ Patient Care Process, developed by a work group from 11 
national pharmacy organizations to promote a consistent approach to the process of care. 
This document was endorsed by the Joint Commission of Pharmacy Practitioners in 2014.  
http://www.pharmacist.com/sites/default/files/JCPP_Pharmacists_Patient_Care_Process.pdf 
  

• Health Professionals for a New Century: Transforming education to strengthen health 
systems in an interdependent world 
http://www.thelancet.com/journals/lancet/article/PIIS0140-6736(10)61854-5/fulltext 

http://www.iom.edu/
http://www.aacp.org/resources/education/cape/Pages/default.aspx
http://www.amcp.org/Tertiary.aspx?id=8463
http://www.pharmacist.com/sites/default/files/JCPP_Pharmacists_Patient_Care_Process.pdf
http://www.thelancet.com/journals/lancet/article/PIIS0140-6736(10)61854-5/fulltext
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• Core Competencies for Interprofessional Collaborative Practice 
http://www.aacn.nche.edu/education-resources/ipecreport.pdf 

• Revised NAPLEX Competency Statements 
http://www.nabp.net/programs/examination/naplex/naplex-blueprint 

 
Revision of Standards: Process Employed  
In January 2012, ACPE announced to its stakeholders (including pharmacy colleges and 
schools, professional pharmacy organizations, student pharmacist organizations, and other 
accrediting bodies) its intent to revise the Doctor of Pharmacy degree standards. Written 
comments were solicited from stakeholders, and many were received. In addition, a Web-based 
survey that allowed anonymous completion was distributed to all the college or school of 
pharmacy deans. ACPE also held a multi-stakeholder invitational conference in fall, 20121 to 
discuss issues facing pharmacy practice and education. The results of the conference 
influenced the direction and content of these revised standards. The first draft of the revised 
standards was approved by the ACPE Board of Directors in January 2014 and distributed to 
ACPE stakeholders in February 2014. Subsequently, a series of open hearings was conducted 
at national pharmacy meetings. Another Web-based survey that allowed anonymous completion 
by stakeholders was conducted during 2014, and an extensive review of the draft standards 
was completed by an advisory group from various sections of the academic and practice 
communities. The ACPE Board of Directors approved the revised standards on January 21–25, 
2015 with an effective date of July 1, 2016. The new standards will be referred to as “Standards 
2016.” Colleges and schools being evaluated by ACPE beginning in the fall of 2016 must 
comply with the new standards. 
 
Revision of Standards: What’s Different? 
 

 
• Format – The standards revision process yielded two distinct documents: Standards 

and Guidance. The Standards document includes the 25 standards, required (key) 
elements, assessment elements, and required documentation for each individual 
standard. The Guidance document was developed to support colleges’ and schools’ 
efforts to enhance the quality of their PharmD programs and includes suggested 
strategies, additional examples of compliance evidence, and other important information 
to facilitate meeting standards. ACPE expects programs to be in compliance with all 
elements outlined in the Standards document and to use the information within the 
Guidance document to improve the quality of their programs. In other words, the 
Standards document contains required elements that all accredited Doctor of Pharmacy 
programs must meet, while the Guidance document contains clarifying statements and 
suggested strategies for improvement. 

• Philosophy and Emphasis – Based on stakeholder feedback, the Standards have been 
refined to ensure that graduating students are “practice-ready” and “team-ready,” that is, 
prepared to directly contribute to patient care working in collaboration with other 
healthcare providers. The revision has also placed greater emphasis on critical 
educational outcomes identified by CAPE and the assessment of the level of student 

                                                 
1 Zellmer WA, Vlasses PH, Beardsley RS. Summary of the ACPE Consensus Conference on Advancing 
Quality in Pharmacy Education. Am J Pharm Educ. 2013; 77, 3, Article 44. 

 

http://www.aacn.nche.edu/education-resources/ipecreport.pdf
http://www.nabp.net/programs/examination/naplex/naplex-blueprint
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achievement of these outcomes. The Standards focus on the (1) development of 
students’ professional knowledge, skills, abilities, behaviors, and attitudes, including 
scientific foundation, knowledge application, and practice competencies, (2) the manner 
in which programs assess students’ acquisition of knowledge and application of 
knowledge to practice, (3) mastery of skills and achievement of competencies, and (4) 
the importance of both curricular and co-curricular experiences in advancing the 
professional development of students. Throughout the revision process, ACPE has 
focused on addressing the environmental factors noted above in Revision of Standards: 
Background.  

• Importance of Assessment – Based on feedback from the academy and other 
stakeholders, the new Standards emphasize assessment as a means of improving the 
quality of pharmacy education. Having valid and reliable assessment mechanisms in 
place will provide additional insights to programs regarding their strengths and 
deficiencies. Throughout the Standards, terms such as “adequate,” “sufficient,” and 
“appropriate” appear in several areas. Programs are expected to utilize assessment 
outcome data to determine if the available resources are adequate, sufficient, etc. to 
allow for compliance with the Standards.  

• Organization of Standards – Although, at a minimum, the Standards address the same 
critical areas as in previous versions, they have been restructured, simplified, and 
clarified. The Standards are organized into three major sections (Educational Outcomes; 
Structure and Process to Promote Achievement of Educational Outcomes; and 
Assessment). The Structure and Process section is further organized into four 
subsections: (1) Planning and Organization, (2) Educational Program for the Doctor of 
Pharmacy Degree, (3) Students, and (4) Resources. In the third section, Standards 24 
and 25 list the assessment elements for Educational Outcomes and Structure and 
Process, respectively. Standards and Key Elements are phrased as declarative 
statements describing the various attributes of an accredited Doctor of Pharmacy 
program. Programs not meeting the expectations and requirements outlined within these 
statements will be out of compliance with the Standards. Standards annotated with an 
asterisk (*) are appropriate for new program initiatives and alternate pathways to degree 
completion, such as an accelerated curriculum, geographically dispersed campuses, 
online or distance-learning-based programs, and other educational innovations. Three 
appendices are included within the Standards. Appendix 1 is a revision of the former 
Appendix B in Standards 2007 and describes the required elements of the didactic 
component of the PharmD curriculum. Appendix 2 (formerly Appendix C in Standards 
2007) describes the expectations of the experiential learning component of the 
curriculum. Appendix 3 outlines the documentation needed for the Standards and Key 
Elements. 

• Organization of Guidance – Materials are provided in this document to help colleges and 
schools of pharmacy: (1) understand the breadth and scope of issues underlying the 
achievement of each standard and (2) achieve academic program enhancement. 
Suggested strategies for quality improvement are based on evidence gleaned from the 
literature and/or the evaluation of successful programs.  

• Innovation – Colleges or schools may choose avenues other than those suggested in 
the guidance document to achieve compliance with the Standards. In all cases, 
however, ACPE requires evidence that standards are being met. 
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• Style – The Chicago Manual of Style, 15th Edition, Chicago: The University of Chicago 
Press, 2003, was used in the preparation of the standards and guidelines. 

Summary 
 
ACPE looks forward to working with colleges and schools of pharmacy during the transition to 
the revised professional degree program Standards. Through its strategic plan, ACPE will also 
be investigating opportunities for better and more standardized ways to evaluate the 
achievement of the Standards, including the identification of valid outcome measures to be 
monitored across all accredited programs. In addition, ACPE will be improving its policies and 
procedures to allow for greater standardization, consistency, efficiency, and effectiveness in its 
accreditation activities and evaluations. Feedback from ACPE stakeholders is always invited 
and valued. 

ACPE Board of Directors and Staff 
January 25, 2015 
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STANDARDS AND KEY ELEMENTS 

SECTION I: EDUCATIONAL OUTCOMES 

The educational outcomes2 described herein have been deemed essential to the contemporary 
practice of pharmacy in a healthcare environment that demands interprofessional collaboration 
and professional accountability for holistic patient well-being. 

Standard 1: Foundational Knowledge  

The professional program leading to the Doctor of Pharmacy degree (hereinafter “the program”) 
develops in the graduate the knowledge, skills, abilities, behaviors, and attitudes necessary to 
apply the foundational sciences to the provision of patient-centered care. 

Key Element: 

1.1. Foundational knowledge – The graduate is able to develop, integrate, and apply 
knowledge from the foundational sciences (i.e., biomedical, pharmaceutical, 
social/behavioral/administrative, and clinical sciences) to evaluate the scientific 
literature, explain drug action, solve therapeutic problems, and advance population 
health and patient-centered care. 

Standard 2: Essentials for Practice and Care 

The program imparts to the graduate the knowledge, skills, abilities, behaviors, and attitudes 
necessary to provide patient-centered care, manage medication use systems, promote health 
and wellness, and describe the influence of population-based care on patient-centered care. 

Key Elements: 

2.1. Patient-centered care – The graduate is able to provide patient-centered care as 
the medication expert (collect and interpret evidence, prioritize, formulate assessments 
and recommendations, implement, monitor and adjust plans, and document activities).  

2.2. Medication use systems management – The graduate is able to manage patient 
healthcare needs using human, financial, technological, and physical resources to 
optimize the safety and efficacy of medication use systems. 

2.3. Health and wellness – The graduate is able to design prevention, intervention, and 
educational strategies for individuals and communities to manage chronic disease and 
improve health and wellness. 

2.4. Population-based care – The graduate is able to describe how population-based 
care influences patient-centered care and the development of practice guidelines and 
evidence-based best practices. 

 

 

                                                 
2 Adapted from the American Association of Colleges of Pharmacy’s Center for the Advancement of Pharmacy 
Education (CAPE) Educational Outcomes, 2013. 
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Standard 3: Approach to Practice and Care 

The program imparts to the graduate the knowledge, skills, abilities, behaviors, and attitudes 
necessary to solve problems; educate, advocate, and collaborate, working with a broad range of 
people; recognize social determinants of health; and effectively communicate verbally and 
nonverbally. 

Key Elements: 

3.1. Problem solving – The graduate is able to identify problems; explore and prioritize 
potential strategies; and design, implement, and evaluate a viable solution. 

3.2. Education – The graduate is able to educate all audiences by determining the most 
effective and enduring ways to impart information and assess learning. 

3.3. Patient advocacy – The graduate is able to represent the patient’s best interests. 

3.4. Interprofessional collaboration – The graduate is able to actively participate and 
engage as a healthcare team member by demonstrating mutual respect, understanding, 
and values to meet patient care needs. 

3.5. Cultural sensitivity – The graduate is able to recognize social determinants of 
health to diminish disparities and inequities in access to quality care. 

3.6. Communication – The graduate is able to effectively communicate verbally and 
nonverbally when interacting with individuals, groups, and organizations. 

Standard 4: Personal and Professional Development 

The program imparts to the graduate the knowledge, skills, abilities, behaviors, and attitudes 
necessary to demonstrate self-awareness, leadership, innovation and entrepreneurship, and 
professionalism.  

 Key Elements: 

4.1. Self-awareness – The graduate is able to examine and reflect on personal 
knowledge, skills, abilities, beliefs, biases, motivation, and emotions that could enhance 
or limit personal and professional growth. 

4.2. Leadership – The graduate is able to demonstrate responsibility for creating and 
achieving shared goals, regardless of position. 

4.3. Innovation and entrepreneurship – The graduate is able to engage in innovative 
activities by using creative thinking to envision better ways of accomplishing professional 
goals. 

4.4. Professionalism – The graduate is able to exhibit behaviors and values that are 
consistent with the trust given to the profession by patients, other healthcare providers, 
and society. 
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SECTION II: STRUCTURE AND PROCESS TO PROMOTE  
ACHIEVEMENT OF EDUCATIONAL OUTCOMES 

 

The Educational Outcomes articulated in Section I can only be fully achieved in an academic 
culture purposely designed to nurture learners and to support the administrators, faculty, 
preceptors, and staff who mentor them. The standards in Section II describe essential structures 
and processes that provide the organizational stability and potential for advancement critical to 
continuous quality improvement in pharmacy education. 

Subsection IIA: Planning and Organization 

Standard 5: Eligibility and Reporting Requirements 

The program meets all stated degree-granting eligibility and reporting requirements. 

Key Elements: 

5.1. Autonomy – The academic unit offering the Doctor of Pharmacy program is an 
autonomous unit organized as a college or school of pharmacy (within a university or as 
an independent entity). This includes autonomy to manage the professional program 
within stated policies and procedures, as well as applicable state and federal 
regulations. 

5.2. Legal empowerment – The college or school is legally empowered to offer and 
award the Doctor of Pharmacy degree.  

5.3. Dean’s leadership – The college or school is led by a dean, who serves as the 
chief administrative and academic officer of the college or school and is responsible for 
ensuring that all accreditation requirements of ACPE are met. 

5.4. Regional/institutional accreditation – The institution housing the college or 
school, or the independent college or school, has (or, in the case of new programs, is 
seeking) full accreditation by a regional/institutional accreditation agency recognized by 
the U.S. Department of Education. 

5.5. Regional/institutional accreditation actions – The college or school reports to 
ACPE within 30 days any issue identified in regional/institutional accreditation actions 
that may have a negative impact on the quality of the professional degree program and 
compliance with ACPE standards.  

5.6. Substantive change – The dean promptly reports substantive changes in 
organizational structure and/or processes (including financial factors) to ACPE for the 
purpose of evaluation of their impact on programmatic quality. 

Standard 6: College or School Vision, Mission, and Goals 

The college or school publishes statements of its vision, mission, and goals. 

Key Elements:  

6.1. College or school vision and mission – These statements are compatible with the 
vision and mission of the university in which the college or school operates.  
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6.2. Commitment to educational outcomes – The mission statement is consistent with 
a commitment to the achievement of the Educational Outcomes (Standards 1–4).  

6.3. Education, scholarship, service, and practice – The statements address the 
college or school’s commitment to professional education, research and scholarship, 
professional and community service, pharmacy practice, and continuing professional 
development.  

6.4. Consistency of initiatives – All program initiatives are consistent with the college 
or school’s vision, mission, and goals. 

6.5. Subunit goals and objectives alignment – If the college or school organizes its 
faculty into subunits, the subunit goals are aligned with those of the college or school.  

Standard 7: Strategic Plan 

The college or school develops, utilizes, assesses, and revises on an ongoing basis a strategic 
plan that includes tactics to advance its vision, mission, and goals. 

 Key Elements: 

7.1. Inclusive process – The strategic plan is developed through an inclusive process, 
including faculty, staff, students, preceptors, practitioners, and other relevant 
constituents, and is disseminated in summary form to key stakeholders.  

7.2. Appropriate resources – Elements within the strategic plan are appropriately 
resourced and have the support of the university administration as needed for 
implementation. 

7.3. Substantive change planning – Substantive programmatic changes contemplated 
by the college or school are linked to its ongoing strategic planning process.  

Standard 8: Organization and Governance 

The college or school is organized and staffed to advance its vision and facilitate the 
accomplishment of its mission and goals.  

Key Elements: 

8.1. Leadership collaboration – University leadership and the college or school dean 
collaborate to advance the program’s vision and mission and to meet ACPE 
accreditation standards. The dean has direct access to the university administrator(s) 
with ultimate responsibility for the program. 

8.2. Qualified dean – The dean is qualified to provide leadership in pharmacy 
professional education and practice, research and scholarship, and professional and 
community service. 

8.3. Qualified administrative team – The dean and other college or school 
administrative leaders have credentials and experience that have prepared them for their 
respective roles and collectively have the needed backgrounds to effectively manage the 
educational program.  



 

5 
 

8.4. Dean’s other substantial administrative responsibilities – If the dean is 
assigned other substantial administrative responsibilities, the university ensures 
adequate resources to support the effective administration of the affairs of the college or 
school. 

8.5. Authority, collegiality, and resources – The college or school administration has 
defined lines of authority and responsibility, fosters organizational unit collegiality and 
effectiveness, and allocates resources appropriately.  

8.6. College or school participation in university governance – College or school 
administrators and faculty are effectively represented in the governance of the university, 
in accordance with its policies and procedures.  

8.7. Faculty participation in college or school governance – The college or school 
uses updated, published documents, such as bylaws, policies, and procedures, to 
ensure faculty participation in the governance of the college or school. 

8.8. Systems failures – The college or school has comprehensive policies and 
procedures that address potential systems failures, including technical, administrative, 
and curricular failures.  

8.9. Alternate pathway equitability* – The college or school ensures that any 
alternative pathways to the Doctor of Pharmacy degree are equitably resourced and 
integrated into the college or school’s regular administrative structures, policies, and 
procedures, including planning, oversight, and evaluation. 

Standard 9: Organizational Culture 

The college or school provides an environment and culture that promotes self-directed lifelong 
learning, professional behavior, leadership, collegial relationships, and collaboration within and 
across academic units, disciplines, and professions. 

Key Elements: 

9.1. Leadership and professionalism – The college or school demonstrates a 
commitment to developing professionalism and to fostering leadership in administrators, 
faculty, preceptors, staff, and students. Faculty and preceptors serve as mentors and 
positive role models for students.  

9.2. Behaviors – The college or school has policies that define expected behaviors for 
administrators, faculty, preceptors, staff, and students, along with consequences for 
deviation from those behaviors.  

9.3. Culture of collaboration – The college or school develops and fosters a culture of 
collaboration within subunits of the college or school, as well as within and outside the 
university, to advance its vision, mission, and goals, and to support the profession. 

Subsection IIB: Educational Program for the Doctor of Pharmacy Degree 

Standard 10: Curriculum Design, Delivery, and Oversight 

The curriculum is designed, delivered, and monitored by faculty to ensure breadth and depth of 
requisite knowledge and skills, the maturation of professional attitudes and behaviors, and the 
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opportunity to explore professional areas of interest. The curriculum also emphasizes active 
learning pedagogy, content integration, knowledge acquisition, skill development, and the 
application of knowledge and skills to therapeutic decision-making.  

 Key Elements: 

10.1. Program duration – The professional curriculum is a minimum of four academic 
years of full-time study or the equivalent.  

10.2. Curricular oversight – Curricular oversight involves collaboration between faculty 
and administration. The body/bodies charged with curricular oversight: (1) are 
representative of the faculty at large, (2) include student representation, (3) effectively 
communicate and coordinate efforts with body/bodies responsible for curricular 
assessment, and (4) are adequately resourced to ensure and continually advance 
curricular quality.  

10.3. Knowledge application – Curricular expectations build on a pre-professional 
foundation of scientific and liberal studies. The professional curriculum is organized to 
allow for the logical building of a sound scientific and clinical knowledge base that 
culminates in the demonstrated ability of learners to apply knowledge to practice.  

10.4. Skill development – The curriculum is rigorous, contemporary, and intentionally 
sequenced to promote integration and reinforcement of content and the demonstration of 
competency in skills required to achieve the Educational Outcomes articulated in Section 
I. 

10.5. Professional attitudes and behaviors development – The curriculum inculcates 
professional attitudes and behaviors leading to personal and professional maturity 
consistent with the Oath of the Pharmacist. 

10.6. Faculty and preceptor credentials/expertise – All courses in the curriculum are 
taught by individuals with academic credentials and expertise that are explicitly linked to 
their teaching responsibilities. 

10.7. Content breadth and depth – Programs document, through mapping or other 
comparable methods, the breadth and depth of exposure to curricular content areas 
deemed essential to pharmacy education at the doctoral level (Appendices 1 and 2). 

10.8. Pharmacists’ Patient Care Process – The curriculum prepares students to 
provide patient-centered collaborative care as described in the Pharmacists’ Patient 
Care Process model endorsed by the Joint Commission of Pharmacy Practitioners. 

10.9. Electives – Time is reserved within the core curriculum for elective didactic and 
experiential education courses that permit exploration of and/or advanced study in areas 
of professional interest. 

10.10. Feedback – The curriculum allows for timely, formative performance feedback to 
students in both didactic and experiential education courses. Students are also provided 
the opportunity to give formative and/or summative feedback to faculty, including 
preceptors, on their perceptions of teaching/learning effectiveness. 
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10.11. Curriculum review and quality assurance – Curriculum design, delivery, and 
sequencing are regularly reviewed and, when appropriate, revised by program faculty to 
ensure optimal achievement of educational outcomes with reasonable student workload 
expectations. 

10.12. Teaching and learning methods – The didactic curriculum is delivered via 
teaching/learning methods that: (1) facilitate achievement of learning outcomes, (2) 
actively engage learners, (3) promote student responsibility for self-directed learning, (4) 
foster collaborative learning, and (5) are appropriate for the student population (i.e., 
campus-based vs. distance-based). 

10.13. Diverse learners – The didactic curriculum incorporates teaching techniques and 
strategies that address the diverse learning needs of students. 

10.14. Course syllabi – Syllabi for didactic and experiential education courses, 
developed and updated through a faculty-approved process, contain information that 
supports curricular quality assurance assessment.  

10.15. Experiential quality assurance – A quality assurance procedure for all 
pharmacy practice experiences is established and implemented to: (1) facilitate 
achievement of stated course expectations, (2) standardize key components of 
experiences across all sites offering the same experiential course, and (3) promote 
consistent assessment of student performance. 

10.16. Remuneration/employment – Students do not receive payment for participating 
in curricular pharmacy practice experiences, nor are they placed in the specific practice 
area within a pharmacy practice site where they are currently employed.3 

10.17. Academic integrity* – To ensure the credibility of the degree awarded, the 
validity of individual student assessments, and the integrity of student work, the college 
or school ensures that assignments and examinations take place under circumstances 
that minimize opportunities for academic misconduct. The college or school ensures the 
correct identity of all students (including distance students) completing proctored 
assessments.  

Standard 11: Interprofessional Education (IPE) 

The curriculum prepares all students to provide entry-level, patient-centered care in a variety of 
practice settings as a contributing member of an interprofessional team. In the aggregate, team 
exposure includes prescribers as well as other healthcare professionals. 

 Key Elements: 

11.1. Interprofessional team dynamics – All students demonstrate competence in 
interprofessional team dynamics, including articulating the values and ethics that 
underpin interprofessional practice, engaging in effective interprofessional 
communication, including conflict resolution and documentation skills, and honoring 
interprofessional roles and responsibilities. Interprofessional team dynamics are 

                                                 
3 A professional degree program in an institution that meets the definition of and has an institution-wide 
commitment to “cooperative education” (Cooperative Education and Internship Association; 
http://www.ceiainc.org) may apply to ACPE for a waiver of this requirement. 

http://www.ceiainc.org/
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introduced, reinforced, and practiced in the didactic and Introductory Pharmacy Practice 
Experience (IPPE) components of the curriculum, and competency is demonstrated in 
Advanced Pharmacy Practice Experience (APPE) practice settings.  

11.2. Interprofessional team education – To advance collaboration and quality of 
patient care, the didactic and experiential curricula include opportunities for students to 
learn about, from, and with other members of the interprofessional healthcare team. 
Through interprofessional education activities, students gain an understanding of the 
abilities, competencies, and scope of practice of team members. Some, but not all, of 
these educational activities may be simulations. 

11.3. Interprofessional team practice – All students competently participate as a 
healthcare team member in providing direct patient care and engaging in shared 
therapeutic decision-making. They participate in experiential educational activities with 
prescribers/student prescribers and other student/professional healthcare team 
members, including face-to-face interactions that are designed to advance 
interprofessional team effectiveness 

Standard 12: Pre-Advanced Pharmacy Practice Experience (Pre-APPE) Curriculum 

The Pre-APPE curriculum provides a rigorous foundation in the biomedical, pharmaceutical, 
social/administrative/behavioral, and clinical sciences, incorporates Introductory Pharmacy 
Practice Experience (IPPE), and inculcates habits of self-directed lifelong learning to prepare 
students for Advanced Pharmacy Practice Experience (APPE).  

 Key Elements: 

12.1. Didactic curriculum – The didactic portion of the Pre-APPE curriculum includes 
rigorous instruction in all sciences that define the profession (see Appendix 1). 
Appropriate breadth and depth of instruction in these sciences is documented regardless 
of curricular model employed (e.g., blocked, integrated, traditional ‘stand-alone’ course 
structure, etc.). 

12.2. Development and maturation – The Pre-APPE curriculum allows for the 
development and maturation of the knowledge, skills, abilities, attitudes, and behaviors 
that underpin the Educational Outcomes articulated in Standards 1–4 and within 
Appendices 1 and 2.  

12.3. Affective domain elements – Curricular and, if needed, co-curricular activities 
and experiences are purposely developed and implemented to ensure an array of 
opportunities for students to document competency in the affective domain-related 
expectations of Standards 3 and 4. Co-curricular activities complement and advance the 
learning that occurs within the formal didactic and experiential curriculum. 

12.4. Care across the lifespan – The Pre-APPE curriculum provides foundational 
knowledge and skills that allow for care across the patient’s lifespan.  

12.5. IPPE expectations – IPPEs expose students to common contemporary U.S. 
practice models, including interprofessional practice involving shared patient care 
decision-making, professional ethics and expected behaviors, and direct patient care 
activities. IPPEs are structured and sequenced to intentionally develop in students a 
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clear understanding of what constitutes exemplary pharmacy practice in the U.S. prior to 
beginning APPE. 

12.6. IPPE duration – IPPE totals no less than 300 clock hours of experience and is 
purposely integrated into the didactic curriculum. A minimum of 150 hours of IPPE are 
balanced between community and institutional health-system settings.  

12.7. Simulation for IPPE – Simulated practice experiences (a maximum of 60 clock 
hours of the total 300 hours) may be used to mimic actual or realistic pharmacist-
delivered patient care situations. However, simulation hours do not substitute for the 150 
clock hours of required IPPE time in community and institutional health-system settings. 
Didactic instruction associated with the implementation of simulated practice 
experiences is not counted toward any portion of the 300 clock hour IPPE requirement.  

Standard 13: Advanced Pharmacy Practice Experience (APPE) Curriculum  

A continuum of required and elective APPEs is of the scope, intensity, and duration required to 
support the achievement of the Educational Outcomes articulated in Standards 1–4 and within 
Appendix 2 to prepare practice-ready graduates. APPEs integrate, apply, reinforce, and 
advance the knowledge, skills, attitudes, abilities, and behaviors developed in the Pre-APPE 
curriculum and in co-curricular activities. 

Key Elements:  

13.1. Patient care emphasis – Collectively, APPEs emphasize continuity of care and 
incorporate acute, chronic, and wellness-promoting patient-care services in outpatient 
(community/ambulatory care) and inpatient (hospital/health system) settings.  

13.2. Diverse populations – In the aggregate, APPEs expose students to diverse 
patient populations as related to age, gender, race/ethnicity, socioeconomic factors (e.g., 
rural/urban, poverty/affluence), and disease states) 

13.3. Interprofessional experiences – In the aggregate, students gain in-depth 
experience in delivering direct patient care as part of an interprofessional team.  

13.4. APPE duration – The curriculum includes no less than 36 weeks (1440 hours) of 
APPE. All students are exposed to a minimum of 160 hours in each required APPE area. 
The majority of APPE is focused on direct patient care. 

13.5. Timing – APPEs follow successful completion of all IPPE and required didactic 
curricular content. Required capstone courses or activities that provide opportunity for 
additional professional growth and insight are allowed during or after completion of 
APPEs. These activities do not compromise the quality of the APPEs, nor count toward 
the required 1440 hours of APPE.  

13.6. Required APPE – Required APPEs occur in four practice settings: (1) community 
pharmacy; (2) ambulatory patient care; (3) hospital/health system pharmacy; and (4) 
inpatient general medicine patient care.  

13.7. Elective APPE – Elective APPEs are structured to give students the opportunity 
to: (1) mature professionally, (2) secure the breadth and depth of experiences needed to 
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achieve the Educational Outcomes articulated in Standards 1–4, and (3) explore various 
sectors of practice.  

13.8. Geographic restrictions – Required APPEs are completed in the United States or 
its territories or possessions. All quality assurance expectations for U.S.-based 
experiential education courses apply to elective APPEs offered outside of the U.S. 

Subsection IIC: Students 

Standard 14: Student Services 

The college or school has an appropriately staffed and resourced organizational element 
dedicated to providing a comprehensive range of services that promote student success and 
well-being.  

Key Elements: 

14.1. FERPA – The college or school has an ordered, accurate, and secure system of 
student records in compliance with the Family Educational Rights and Privacy Act 
(FERPA). Student services personnel and faculty are knowledgeable regarding FERPA 
law and its practices.  

14.2. Financial aid – The college or school provides students with financial aid 
information and guidance by appropriately trained personnel.  

14.3. Healthcare – The college or school offers students access to adequate health and 
counseling services. Appropriate immunization standards are established, along with the 
means to ensure that such standards are satisfied.  

14.4. Advising – The college or school provides academic advising, curricular and 
career-pathway counseling, and information on post-graduate education and training 
opportunities adequate to meet the needs of its students.  

14.5. Nondiscrimination – The college or school establishes and implements student 
service policies that ensure nondiscrimination as defined by state and federal laws and 
regulations.  

14.6. Disability accommodation – The college or school provides accommodations to 
students with documented disabilities that are determined by the university Disability 
Office (or equivalent) to be reasonable, and provides support to faculty in 
accommodating disabled students.  

14.7. Student services access* – The college or school offering multiple professional 
degree programs (e.g., PharmD/MPH) or pathways (campus and distance pathways) 
ensures that all students have equitable access to a comparable system of 
individualized student services (e.g., tutorial support, faculty advising, counseling, etc.).  

Standard 15: Academic Environment 

The college or school develops, implements, and assesses its policies and procedures that 
promote student success and well-being.  
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Key elements: 

15.1. Student information – The college or school produces and makes available to 
enrolled and prospective students updated information of importance, such as 
governance documents, policies and procedures, handbooks, and catalogs.  

15.2. Complaints policy – The college or school develops, implements, and makes 
available to students a complaints policy that includes procedures for how students may 
file complaints within the college or school and also directly to ACPE regarding their 
college or school’s adherence to ACPE standards. The college or school maintains a 
chronological record of such student complaints, including how each complaint was 
resolved.  

15.3. Student misconduct – The college or school develops and implements policies 
regarding academic and non-academic misconduct of students that clearly outline the 
rights and responsibilities of, and ensures due process for, all parties involved. 

15.4. Student representation – The college or school considers student perspectives 
and includes student representation, where appropriate, on committees, in policy-
development bodies, and in assessment and evaluation activities.  

15.5. Distance learning policies* – For colleges and schools offering distance learning 
opportunities, admissions information clearly explains the conditions and requirements 
related to distance learning, including full disclosure of any requirements that cannot be 
completed at a distance.  

Standard 16: Admissions 

The college or school develops, implements, and assesses its admission criteria, policies, and 
procedures to ensure the selection of a qualified and diverse student body into the professional 
degree program. 

Key elements: 

16.1. Enrollment management – Student enrollment is managed by college or school 
administration. Enrollments are in alignment with available physical, educational, 
financial, faculty, staff, practice site, preceptor, and administrative resources.  

16.2. Admission procedures – A duly constituted committee of the college or school 
has the responsibility and authority for the selection of students to be offered admission. 
Admission criteria, policies, and procedures are not compromised regardless of the size 
or quality of the applicant pool. 

16.3. Program description and quality indicators – The college or school produces 
and makes available to the public, including prospective students: (1) a complete and 
accurate description of the professional degree program; (2) the program’s current 
accreditation status; and (3) ACPE-required program performance information including 
on-time graduation rates and most recent NAPLEX first-attempt pass rates.  

16.4. Admission criteria – The college or school sets performance expectations for 
admission tests, evaluations, and interviews used in selecting students who have the 
potential for success in the professional degree program and the profession. Applicant 
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performance on admission criteria is documented; and the related records are 
maintained by the college or school as per program/university requirements.  

16.5. Admission materials – The college or school produces and makes available to 
prospective students the criteria, policies, and procedures for admission to the 
professional degree program. Admission materials clearly state academic expectations, 
required communication skills, types of personal history disclosures that may be 
required, and professional and technical standards for graduation.  

16.6. Written and oral communication assessment – Written and oral communication 
skills are assessed in a standardized manner as part of the admission process.  

16.7. Candidate interviews – Standardized interviews (in-person, telephonic, and/or 
computer-facilitated) of applicants are conducted as a part of the admission process to 
assess affective domain characteristics (i.e., the Personal and Professional 
Development domain articulated in Standard 4).  

16.8. Transfer and waiver policies – A college or school offering multiple professional 
degree programs, or accepting transfer students from other schools or colleges of 
pharmacy, establishes and implements policies and procedures for students who 
request to transfer credits between programs. Such policies and procedures are based 
on defensible assessments of course equivalency. A college or school offering multiple 
pathways to a single degree has policies and procedures for students who wish to 
change from one pathway to another.  

Standard 17: Progression 

The college or school develops, implements, and assesses its policies and procedures related 
to student progression through the PharmD program.  

Key elements: 

17.1. Progression policies – The college or school creates, makes available to 
students and prospective students, and abides by criteria, policies, and procedures 
related to: 

• Academic progression 
• Remediation 
• Missed course work or credit 
• Academic probation 
• Academic dismissal 
• Dismissal for reasons of misconduct 
• Readmission 
• Leaves of absence 
• Rights to due process 
• Appeal mechanisms (including grade appeals) 
 

17.2. Early intervention – The college or school’s system of monitoring student 
performance provides for early detection of academic and behavioral issues. The college 
or school develops and implements appropriate interventions that have the potential for 
successful resolution of the identified issues.  
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Subsection IID: Resources 
 
Standard 18: Faculty and Staff—Quantitative Factors 
 
The college or school has a cohort of faculty and staff with the qualifications and experience 
needed to effectively deliver and evaluate the professional degree program.  

 
Key Elements: 
 
18.1. Sufficient faculty – The college or school has a sufficient number of faculty 
members to effectively address the following programmatic needs: 
 

• Teaching (didactic, simulation, and experiential) 
• Professional development 
• Research and other scholarly activities 
• Assessment activities 
• College/school and/or university service 
• Intraprofessional and interprofessional collaboration 
• Student advising and career counseling 
• Faculty mentoring 
• Professional service 
• Community service 
• Pharmacy practice  
• Responsibilities in other academic programs (if applicable) 
• Support of distance students and campus(es) (if applicable)* 

 
18.2. Sufficient staff – The college or school has a sufficient number of staff to 
effectively address the following programmatic needs:  

• Student and academic affairs-related services, including recruitment and 
admission 

• Experiential education  
• Assessment activities 
• Research administration 
• Laboratory maintenance 
• Information technology infrastructure 
• Pedagogical and educational technology support 
• Teaching assistance  
• General faculty and administration clerical support 
• Support of distance students and campus(es) (if applicable)* 

Standard 19: Faculty and Staff—Qualitative Factors 

Faculty and staff have academic and professional credentials and expertise commensurate with 
their responsibilities to the professional program and their academic rank. 
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Key Elements: 

19.1. Educational effectiveness – Faculty members have the capability and 
demonstrate a continuous commitment to be effective educators and are able to 
effectively use contemporary educational techniques to promote student learning in all 
offered pathways. 
 
19.2. Scholarly productivity – The college or school creates an environment that both 
requires and promotes scholarship and also develops mechanisms to assess both the 
quantity and quality of faculty scholarly productivity.  
 
19.3. Service commitment – In the aggregate, faculty engage in professional, 
institutional, and community service that advances the program and the profession of 
pharmacy. 

 
19.4. Practice understanding – Faculty members, regardless of their discipline, have a 
conceptual understanding of and commitment to advancing current and proposed future 
pharmacy practice.  
 
19.5. Faculty/staff development – The college or school provides opportunities for 
career and professional development of its faculty and staff, individually and collectively, 
to enhance their role-related skills, scholarly productivity, and leadership.  
 
19.6. Policy application – The college or school ensures that policies and procedures 
for faculty and staff recruitment, performance review, promotion, tenure (if applicable), 
and retention are applied in a consistent manner. 

 
Standards 20: Preceptors 
 
The college or school has a sufficient number of preceptors (practice faculty or external 
practitioners) to effectively deliver and evaluate students in the experiential component of the 
curriculum. Preceptors have professional credentials and expertise commensurate with their 
responsibilities to the professional program.  

 
Key Elements: 
 
20.1. Preceptor criteria – The college or school makes available and applies quality 
criteria for preceptor recruitment, orientation, performance, and evaluation. The majority 
of preceptors for any given student are U.S. licensed pharmacists. 
 
20.2. Student-to-preceptor ratio – Student to precepting pharmacist ratios allow for the 
individualized mentoring and targeted professional development of learners.  
 
20.3. Preceptor education and development – Preceptors are oriented to the 
program’s mission, the specific learning expectations for the experience outlined in the 
syllabus, and effective performance evaluation techniques before accepting students. 
The college or school fosters the professional development of its preceptors 
commensurate with their educational responsibilities to the program. 
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20.4. Preceptor engagement – The college or school solicits the active involvement of 
preceptors in the continuous quality improvement of the educational program, especially 
the experiential component. 
 
20.5. Experiential education administration – The experiential education component 
of the curriculum is led by a pharmacy professional with knowledge and experience in 
experiential learning. The experiential education program is supported by an appropriate 
number of qualified faculty and staff. 

Standard 21: Physical Facilities and Educational Resources 

The college or school has adequate and appropriately equipped physical and educational 
facilities to achieve its mission and goals.  

Key Elements: 

21.1. Physical facilities – The college or school’s physical facilities (or the access to 
other facilities) meet legal and safety standards, utilize current educational technology, 
and are clean and well maintained. 
 
21.2. Physical facilities’ attributes – The college or school’s physical facilities also 
include adequate: 
 

• Faculty office space with sufficient privacy to permit accomplishment of 
responsibilities 

• Space that facilitates interaction of administrators, faculty, students, and 
interprofessional collaborators 

• Classrooms that comfortably accommodate the student body and that are 
equipped to allow for the use of required technology 

• Laboratories suitable for skills practice, demonstration, and competency 
evaluation 

• Access to educational simulation capabilities  
• Faculty research laboratories with well-maintained equipment including 

research support services within the college or school and the university 
• Animal facilities that meet care regulations (if applicable) 
• Individual and group student study space and student meeting facilities  

 
21.3. Educational resource access – The college or school makes available 
technological access to current scientific literature and other academic and educational 
resources by students, faculty, and preceptors. 
 
21.4 Librarian expertise access – The college or school has access to librarian 
resources with the expertise needed to work with students, faculty, and preceptors on 
effective literature and database search and retrieval strategies. 

 
Standard 22: Practice Facilities 
 
The college or school has the appropriate number and mix of facilities in which required and 
elective practice experiences are conducted to accommodate all students. Practice sites are 
appropriately licensed and selected based on quality criteria to ensure the effective and timely 
delivery of the experiential component of the curriculum.  
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Key Elements: 

22.1. Quality criteria – The college or school employs quality criteria for practice facility 
recruitment and selection, as well as setting forth expectations and evaluation based on 
student opportunity to achieve the required Educational Outcomes as articulated in 
Standards 1–4. 
 
22.2. Affiliation agreements – The college or school secures and maintains signed 
affiliation agreements with the practice facilities it utilizes for the experiential component 
of the curriculum. At a minimum, each affiliation agreement ensures that all experiences 
are conducted in accordance with state and federal laws. 
 
22.3. Evaluation – Practice sites are regularly evaluated. Quality enhancement 
initiatives and processes are established, as needed, to improve student learning 
outcomes. 

 
Standard 23: Financial Resources 
 
The college or school has current and anticipated financial resources to support the stability of 
the educational program and accomplish its mission, goals, and strategic plan. 
  

Key Elements: 

23.1. Enrollment support – The college or school ensures that student enrollment is 
commensurate with resources. 
 
23.2. Budgetary input – The college or school provides input into the development and 
operation of a budget that is planned, executed, and managed in accordance with sound 
and accepted business practices. 
 
23.3. Revenue allocation – Tuition and fees for pharmacy students are not increased to 
support other educational programs if it compromises the quality of the professional 
program. 
 
23.4. Equitable allocation – The college or school ensures that funds are sufficient to 
maintain equitable facilities (commensurate with services and activities) across all 
program pathways. 
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SECTION III: ASSESSMENT OF STANDARDS AND KEY ELEMENTS 

In the spirit of continuous quality improvement and transparency, colleges and schools evaluate 
and report to constituents the extent to which they meet their programmatic goals. Insights 
gained from the valid and reliable assessment of outcomes related to mission, strategic 
planning, educational programs, and other key institutional initiatives are channeled into 
constructive change to enhance programmatic quality. 

Standard 24: Assessment Elements for Section I: Educational Outcomes 

The college or school develops, resources, and implements a plan to assess attainment of 
educational outcomes to ensure that graduates are prepared to enter practice.  

Key Elements: 

24.1. Formative and summative assessment – The assessment plan incorporates 
systematic, valid, and reliable knowledge-based and performance-based formative and 
summative assessments. 

24.2. Standardized and comparative assessments – The assessment plan includes 
standardized assessments as required by ACPE (see Appendix 3) that allow for national 
comparisons and college- or school-determined peer comparisons. 

24.3. Student achievement and readiness – The assessment plan measures student 
achievement at defined levels of the professional competencies that support attainment 
of the Educational Outcomes in aggregate and at the individual student level. In addition 
to college/school desired assessments, the plan includes an assessment of student 
readiness to: 

• Enter advanced pharmacy practice experiences  
• Provide direct patient care in a variety of healthcare settings  
• Contribute as a member of an interprofessional collaborative patient care 

team  
 
24.4. Continuous improvement – The college or school uses the analysis of 
assessment measures to improve student learning and the level of achievement of the 
Educational Outcomes. 

 
 
Standard 25: Assessment Elements for Section II: Structure and Process 
 
The college or school develops, resources, and implements a plan to assess attainment of the 
Key Elements within Standards 5–23. 
  

Specific Key Elements: 

25.1. Assessment of organizational effectiveness – The college or school’s 
assessment plan is designed to provide insight into the effectiveness of the 
organizational structure in engaging and uniting constituents and positioning the college 
or school for success through purposeful planning. 
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25.2. Program evaluation by stakeholders – The assessment plan includes the use of 
data from AACP standardized surveys of graduating students, faculty, preceptors, and 
alumni.  

25.3. Curriculum assessment and improvement – The college or school 
systematically assesses its curricular structure, content, organization, and outcomes. 
The college or school documents the use of assessment data for continuous 
improvement of the curriculum and its delivery. 

25.4. Faculty productivity assessment – The college or school systematically 
assesses the productivity of its faculty in scholarship, teaching effectiveness, and 
professional and community service. 

25.5. Pathway comparability* – The assessment plan includes a variety of 
assessments that will allow comparison and establishment of educational parity of 
alternative program pathways to degree completion, including geographically dispersed 
campuses and online or distance learning-based programs.  

25.6. Interprofessional preparedness – The college or school assesses the 
preparedness of all students to function effectively and professionally on an 
interprofessional healthcare team. 

25.7. Clinical reasoning skills – Evidence-based clinical reasoning skills, the ability to 
apply these skills across the patient’s lifespan, and the retention of knowledge that 
underpins these skills, are regularly assessed throughout the curriculum.  

25.8. APPE preparedness – The Pre-APPE curriculum leads to a defined level of 
competence in professional knowledge, knowledge application, patient and population-
based care, medication therapy management skills, and the attitudes important to 
success in the advanced experiential program. Competence in these areas is assessed 
prior to the first APPE. 

25.9. Admission criteria – The college or school regularly assesses the criteria, 
policies, and procedures to ensure the selection of a qualified and diverse student body, 
members of which have the potential for academic success and the ability to practice in 
team-centered and culturally diverse environments.  
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Appendix 1 
Required Elements of the Didactic  
Doctor of Pharmacy Curriculum4 

 
 
The following didactic content areas and associated learning expectations are viewed as central 
to a contemporary, high-quality pharmacy education and are incorporated at an appropriate 
breadth and depth in the required didactic Doctor of Pharmacy curriculum. Where noted, 
content areas may be addressed in the pre-professional curriculum (i.e., as requirements for 
admission). Required content areas may be delivered within individual or integrated courses, 
and may involve multiple disciplines.  
 
This appendix was purposely written at the level of broad learning outcomes. It was constructed 
to provide statements of concepts and understandings essential for pharmacists to master, 
rather than a list of required topics to cover in the didactic curriculum. The goal is to ensure that 
critical areas of learning are included in the curricula of all programs without dictating how the 
lessons are structured, organized, or delivered.  
 
The clear expectation embedded within Appendix 1 is that students will develop the 
comprehensive knowledge base required to be ‘practice ready’ and that they will be able to 
retain, recall, build upon, and apply that knowledge to deliver quality patient care in a variety of 
entry-level practice settings. 
 
NOTE:  The topics under each Science category are organized in alphabetical order. 
 
Biomedical Sciences (may be addressed in the pre-professional curriculum) 
  
Biochemistry 

• Structure, properties, biological functions, applicable kinetics, and metabolic fate of 
macromolecules essential to life (proteins, lipids, carbohydrates, and nucleic acids). 
Application of these concepts to identify endogenous targets for drug therapy and 
rational drug design strategies. 

 
Biostatistics 

• Appropriate use of commonly employed statistical tests, management of data sets, and 
the evaluation of the validity of conclusions generated based on the application of those 
tests to the data sets.  

 
Human Anatomy  

• Structure of major human body systems at the cellular, tissue, organ, and system level.  
 
Human Physiology 

• Homeostatic function and normal response reactions across the lifespan of non-
diseased human cells, organs, and systems. 
 

Immunology  
• Human immune system components, innate and adaptive immune responses to 

infection, injury and disease, and augmentation of the human immune system to prevent 
disease.   

                                                 
4 Revised Appendix B from Standards 2007. 
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Medical Microbiology  

• Structure, function, and properties of microorganisms (bacteria, viruses, parasites, and 
fungi) responsible for human disease, and rational approaches to their containment or 
eradication.  

 
Pathology/Pathophysiology  

• Basic principles, mechanisms, functional changes and metabolic sequelae of human 
disease impacting cells, organs, and systems. 

 
 
Pharmaceutical Sciences 
 
Clinical Chemistry 

• Application of clinical laboratory data to disease state management, including screening, 
diagnosis, progression, and treatment evaluation. 

 
Extemporaneous Compounding 

• Preparation of sterile and non-sterile prescriptions which are pharmaceutically accurate 
regarding drug product and dose, free from contamination, and appropriately formulated 
for safe and effective patient use. Analysis of the scientific principles and quality 
standards upon which these compounding requirements are based.  

 
Medicinal Chemistry 

• Chemical basis of drug action and behavior in vivo and in vitro, with an emphasis on 
pharmacophore recognition and the application of physicochemical properties, structure-
activity relationships, intermolecular drug-receptor interactions and metabolism to 
therapeutic decision-making. 
  

Pharmaceutical Calculations 
• Mastery of mathematical skills required to accurately prepare prescriptions (including 

extemporaneously compounded dosage forms) that are therapeutically sound and safe 
for patient use. Calculation of patient-specific nutritional and drug dosing/delivery 
requirements. 
 

Pharmaceutics/Biopharmaceutics 
• Physicochemical properties of drugs, excipients, and dosage forms important to the 

rational design and manufacture of sterile and non-sterile products. Application of 
physical chemistry and dosage form science to drug stability, delivery, release, 
disposition, pharmacokinetics, therapeutic effectiveness, and the development of quality 
standards for drug products.  

 
Pharmacogenomics/genetics 

• Genetic basis for disease and individual differences in metabolizing enzymes, 
transporters, and other biochemicals impacting drug disposition and action that underpin 
the practice of personalized medicine. 
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Pharmacokinetics 
• Mathematical determination of the rate of drug movement from one therapeutic or 

physiologic compartment to another. Application of physicochemical and kinetic 
principles and parameters to therapeutically important issues, such as drug delivery, 
disposition, therapeutic effectiveness, and beneficial or adverse interactions in general 
and specific populations.  

 
Pharmacology 

• Pharmacodynamics, mechanisms of therapeutic and adverse drug actions and 
interactions, lifespan-dependent variations in physiology or biochemistry that impact 
drug action and effectiveness, and application of these principles to therapeutic decision-
making.  

 
Toxicology 

• Pharmacodynamics, mechanisms, prevention, and treatment of the toxic effects of drugs 
and poisons, including poisons associated with bioterrorism.  

 
 
Social/Administrative/Behavioral Sciences 
 
Cultural Awareness 

• Exploration of the potential impact of cultural values, beliefs, and practices on patient 
care outcomes. 

 
Ethics 

• Exploration of approaches for resolving ethical dilemmas in patient care, with an 
emphasis on moral responsibility and the ability to critically evaluate viable options 
against the needs of patients and other key stakeholders.  

 
Healthcare Systems 

• Examination of U.S. health systems and contemporary reimbursement models in which 
patient-centered and/or population-based care is provided and paid for, and how social, 
political, economic, organizational, and cultural factors influence providers’ ability to 
ensure patient safety and deliver coordinated interprofessional care services.  

 
History of Pharmacy 

• Exploration of the evolution of pharmacy as a distinct profession, the transition from a 
focus on the drug to a focus on the patient and the drug (including pharmacist-provided 
patient care), and major milestones and contributors in the evolution of pharmacy. 

 
Pharmacoeconomics 

• Application of economic principles and theories to the provision of cost-effective 
pharmacy products and services that optimize patient-care outcomes, particularly in 
situations where healthcare resources are limited. 

 
Pharmacoepidemiology 

• Cause-and-effect patterns of health and disease in large populations that advance safe 
and effective drug use and positive care outcomes within those populations. 
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Pharmacy Law and Regulatory Affairs  
• Federal and appropriate state-specific statutes, regulations, policies, executive orders, 

and court decisions that regulate the practice of pharmacy, including the mitigation of 
prescription drug abuse and diversion.  

 
Practice Management 

• Application of sound management principles (including operations, information, 
resource, fiscal, and personnel) and quality metrics to advance patient care and service 
delivery within and between various practice settings.  
 

Professional Communication 
• Analysis and practice of verbal, non-verbal, and written communication strategies that 

promote effective interpersonal dialog and understanding to advance specific patient 
care, education, advocacy, and/or interprofessional collaboration goals. Exploration of 
technology-based communication tools and their impact on healthcare delivery, 
healthcare information, and patient empowerment.  

 
Professional Development/Social and Behavioral Aspects of Practice  

• Development of professional self-awareness, capabilities, responsibilities, and 
leadership. Analysis of contemporary practice roles and innovative opportunities, and 
inculcation of professional attitudes, behaviors, and dispositions. 
 

Research Design 
• Evaluation of research methods and protocol design required to conduct valid and 

reliable studies to test hypotheses or answer research questions, and to appropriately 
evaluate the validity and reliability of the conclusions of published research studies.  

 
 
Clinical Sciences 
 
Clinical Pharmacokinetics 

• Application of basic pharmacokinetic principles and mathematical models to calculate 
safe and effective doses of drugs for individual patients, and adjust therapy as 
appropriate through the monitoring of drug concentration in biological fluids. 

 
Health Informatics 

• Effective and secure design and use of electronic and other technology-based systems, 
including electronic health records, to capture, store, retrieve, and analyze data for use 
in patient care, and confidentially/legally share health information in accordance with 
federal policies. 

 
Health Information Retrieval and Evaluation  

• Critical analysis and application of relevant health sciences literature and other 
information resources to answer specific patient-care and/or drug-related questions and 
provide evidence-based therapeutic recommendations to healthcare providers or, when 
appropriate, the public. 

 
Medication Dispensing, Distribution and Administration 

• Preparation, dispensing and administration of prescriptions, identification and prevention 
of medication errors and interactions, maintaining and using patient profile systems and 
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prescription processing technology and/or equipment, and ensuring patient safety. 
Educating about appropriate medication use and administration. 

 
Natural Products and Alternative and Complementary Therapies 

• Evidence-based evaluation of the therapeutic value, safety, and regulation of 
pharmacologically active natural products and dietary supplements. Cultural practices 
commonly selected by practitioners and/or patients for use in the promotion of health 
and wellness, and their potential impact on pharmacotherapy.  

 
Patient Assessment  

• Evaluation of patient function and dysfunction through the performance of tests and 
assessments leading to objective (e.g., physical assessment, health screening, and lab 
data interpretation) and subjective (patient interview) data important to the provision of 
care.  

 
Patient Safety 

• Analysis of the systems- and human-associated causes of medication errors, exploration 
of strategies designed to reduce/eliminate them, and evaluation of available and 
evolving error-reporting mechanisms. 

 
Pharmacotherapy 

• Evidence-based clinical decision making, therapeutic treatment planning, and 
medication therapy management strategy development for patients with specific 
diseases and conditions that complicate care and/or put patients at high risk for adverse 
events. Emphasis on patient safety, clinical efficacy, pharmacogenomic and 
pharmacoeconomic considerations, and treatment of patients across the lifespan.  

 
Public Health 

• Exploration of population health management strategies, national and community-based 
public health programs, and implementation of activities that advance public health and 
wellness, as well as provide an avenue through which students earn certificates in 
immunization delivery and other public health-focused skills. 
 

Self-Care Pharmacotherapy 
• Therapeutic needs assessment, including the need for triage to other health 

professionals, drug product recommendation/selection, and counseling of patients on 
non-prescription drug products, non-pharmacologic treatments and health/wellness 
strategies.  
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Appendix 2 
Expectations within the  

APPE Curriculum 
  

 
Builds on IPPE. APPE follows IPPE, which is designed to progressively develop the 
professional insights and skills necessary to advance into responsibilities in APPE. Colleges 
and schools use a variety of IPPE delivery mechanisms to ensure students are ready to meet 
the expectations of APPE. IPPE involves interaction with practitioners and patients to advance 
patient welfare in authentic practice settings, and provides exposure to both medication 
distribution systems and high-quality, interprofessional, team-based patient care. 
 
APPE curriculum. APPE ensures that students have multiple opportunities to perform patient-
centered care and other activities in a variety of settings. Experiences are in-depth, structured, 
and comprehensive in the aggregate, and carefully coordinated with other components of the 
PharmD curriculum. Collectively, APPE hones the practice skills, professional judgment, 
behaviors, attitudes and values, confidence, and sense of personal and professional 
responsibility required for each student to practice independently and collaboratively in an 
interprofessional, team-based care environment. 
 
Learning outcomes. General and experience-specific learning outcomes are established for all 
APPEs. Learning outcomes identify the competencies to be achieved, expected patient 
populations (if applicable), level of student responsibility, and the setting needed for the 
outcomes to be met. Learning outcomes for each experience are mapped to the professional 
practice competencies outlined in the Standards, as well as to any additional competencies 
developed by the school or college.  
 
Assessment. Colleges and schools assess student achievement of APPE competencies within 
their assessment plans using reliable, validated assessments. Formative feedback related to 
specific performance criteria is provided to students throughout the experience. At a minimum, 
performance competence is documented midway through the experience and at its completion. 
 
Learning activities. The APPE curriculum, in the aggregate, includes but is not limited to: (1) 
direct patient care, (2) interprofessional interaction and practice, (3) medication dispensing, 
distribution, administration, and systems management, and (4) professional development. 
Examples of possible activities within these broad areas are listed in the Guidance document. 
 
Interprofessional interaction. The need for interprofessional interaction is paramount to 
successful treatment of patients. Colleges and schools provide pharmacy students the 
opportunity to gain interprofessional skills using a variety of mechanisms including face-to-face 
interactions in clinical settings or in real-time telephonic or video-linked interactions. Regardless 
of the methods used, students demonstrate those interprofessional skills articulated in Standard 
11. 
 
Direct patient care focus. The majority of student time in APPE is focused on the provision of 
direct patient care to both inpatients and outpatients. APPE is of sufficient length to permit 
continuity of care of individual patients and documentation of achievement of competencies 
associated with the APPE curriculum.  
 
Practice settings. Students demonstrate competence within four main practice types: 
community, ambulatory care, general medicine, and health system pharmacy. Colleges and 
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schools draft competency statements for each type of setting along with appropriate 
assessment plans. 
 
Ambulatory care.   Ambulatory care pharmacy practice is the provision of integrated, 
accessible health care services by pharmacists who are accountable for addressing medication 
needs, developing sustained partnerships with patients, and practicing in the context of family 
and community.5 The ambulatory care setting involves interprofessional communication and 
collaboration to provide acute and chronic patient care that can be accomplished outside the 
inpatient setting.   
 
Blended environments. The literature documents that the demarcations between various types 
of pharmacy practice are blurring. A specific APPE may involve skill-development activities in 
more than one of the four required practice settings (i.e., the ‘blending’ of two or more of the four 
required practice types within one APPE). In addition, ‘longitudinal’ experiences may exist 
where students participate in more than one of the four required APPEs within the same 
institution (i.e., taking a general medicine APPE, an ambulatory care APPE, and a health 
system pharmacy APPE in the same hospital). The key is that a college or school documents 
how its APPE program is balanced between the four required practice areas and how all 
program outcomes, student performance competencies, and ACPE standards are met. 
 
Elective APPE. Elective rotations allow students to explore areas of professional interest and/or 
expand their understanding of professional opportunities. Elective APPE may include a 
maximum of two experiences without a patient care focus.  
 
 
 
 
 

 
 

 

                                                 
5 www.bpsweb.org/specialties/AmbulatoryCarePharmacy.cfm 

http://www.bpsweb.org/specialties/AmbulatoryCarePharmacy.cfm
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Appendix 3 
Required Documentation for  

Standards and Key Elements 2016 
 

 
To provide evidence of achievement of the standards and key elements, colleges and schools 
provide, at a minimum, the following outcomes data and documentation. Many of these 
documents are embedded within the Assessment and Accreditation Management System 
(AAMS) system (co-developed and managed by the American Association of Colleges of 
Pharmacy and ACPE), while others are created by individual colleges and schools to be shared 
with ACPE at appropriate times during the quality improvement process (e.g., within self-study 
submissions or during site visits). As noted below, an individual document may be used for 
multiple standards. Colleges and schools are encouraged to develop additional documentation 
processes to meet their mission-specific quality assurance needs. 
 
Standard 1 – Foundational Knowledge 

• Student academic performance throughout the program (e.g., progression rates, 
academic probation rates, attrition rates) 

• Annual performance of students nearing completion of the didactic curriculum on the 
Pharmacy Curriculum Outcomes Assessment (PCOA) - an assessment of knowledge of 
the essential content areas identified in Appendix 1  

• Performance of graduates (passing rate) on NAPLEX  
• Performance of graduates in the various NAPLEX competency areas 
• Performance of graduates on Multistate Pharmacy Jurisprudence Examination (MPJE) 

and/or other state required law examination 
Standard 2 – Essentials for Practice and Care 

• Outcome data from assessments summarizing overall student achievement of relevant 
didactic, IPPE, and APPE learning objectives 

Standard 3 – Approach to Practice and Care 
• Examples of student participation in Interprofessional Education activities (didactic, 

simulation, experiential) 
• Outcome data from assessments summarizing overall student achievement of relevant 

didactic, IPPE, and APPE learning objectives 
• Outcome data from assessments summarizing overall student participation in 

Interprofessional Education activities  
• Examples of curricular and co-curricular experiences made available to students to 

document developing competence in affective domain-related expectations of Standard 
3 

• Outcome data from assessments of student achievement of problem-solving and critical 
thinking capabilities 

• Outcome data from assessments of students’ ability to communicate professionally, 
advocate for patients, and educate others 

• Outcome data from assessments of students’ demonstration of cultural awareness and 
sensitivity. 

Standard 4 – Personal and Professional Development 
• Outcome data from assessments summarizing students’ overall achievement of relevant 

didactic, IPPE, and APPE learning objectives 
• Examples of curricular and co-curricular experiences made available to students to 

document developing competence in affective domain-related expectations of Standard 
4 
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• Outcome data from assessments summarizing students’ overall achievement of 
professionalism, leadership, self-awareness, and creative thinking expectations 

• Description of tools utilized to capture students’ reflections on personal/professional 
growth and development 

• Description of processes by which students are guided to develop a commitment to 
continuous professional development and to self-directed lifelong learning 

Standard 5 – Eligibility and Reporting Requirements 
• Legal authority to offer/award the Doctor of Pharmacy degree 
• Documents verifying institutional accreditation 
• Accreditation reports identifying deficiencies (if applicable) 
• University organizational chart  
• Description of level of autonomy of the college or school  

Standard 6 – College or School Vision, Mission, and Goals 
• Vision, mission, and goal statements (college, school, parent institution, 

department/division) 
• Outcome data from assessments summarizing the extent to which the college or school 

is achieving its vision, mission, and goals 
Standard 7 – Strategic Plan 

• Strategic planning documents, including a description of the process through which the 
strategic plan was developed. 

• Outcome data from assessments summarizing the implementation of the strategic plan  
Standard 8 - Organization and Governance 

• Curriculum vitae of the dean and others on the administrative leadership team  
• Organization chart of the college or school 
• Responsibilities of dean and other administrative leadership team members 
• Faculty governance documents (by-laws, policies, procedures, etc.) 
• List of committees and designated charges 
• Evidence of faculty participation in university governance 
• Policies and procedures related to system failures, data security and backup, and 

contingency planning 
• Outcome data from assessments (e.g., AACP faculty, preceptor, graduating student and 

alumni surveys) summarizing the effectiveness of the organizational structure and 
governance 

Standard 9 – Organizational Culture 
• Policies describing expectations of faculty, administrators, students, and staff behaviors 
• Examples of intra/interprofessional and intra/interdisciplinary collaboration 
• Affiliation agreements for purposes of research, teaching, or service (if applicable) 
• Outcome data from AACP faculty and graduating student surveys related to 

collaboration, morale, professionalism, etc. 
Standard 10 - Curriculum Design, Delivery, and Oversight 

• Description of curricular and degree requirements, including elective didactic and 
experiential expectations 

• All required and elective didactic and experiential course syllabi 
• Mapping of required curricular content and experiential education expectations to 

individual courses 
• Curriculum vitae of faculty teaching within the curriculum 
• A tabular display of courses, faculty members assigned to each course and their role, 

and credentials supporting the teaching assignments 
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• List of Curriculum Committee (or equivalent) members with position/affiliation within 
college/school 

• List of charges, assignments, and accomplishments of Curriculum Committee over the 
last 1–3 years 

• Examples of tools (e.g., portfolios) used by students to document self-assessment of, 
and reflection on, learning needs, plans and achievements, and professional growth and 
development 

• Sample documents used by faculty, preceptors, and students to evaluate learning 
experiences and provide formative and/or summative feedback 

• Policies related to academic integrity 
• Policies related to experiential learning that ensures compliance with Key Element 10.15 
• Examples of instructional methods used by faculty and the extent of their employment to: 

o Actively engage learners 
o Integrate and reinforce content across the curriculum 
o Provide opportunity for mastery of skills 
o Instruct within the experiential learning program 
o Stimulate higher-order thinking, problem-solving, and clinical-reasoning skills 
o Foster self-directed lifelong learning skills and attitudes 
o Address/accommodate diverse learning styles 
o Incorporate meaningful interprofessional learning opportunities 

Standard 11 - Interprofessional Education (IPE) 
• Vision, mission, and goal statements related to IPE 
• Statements addressing IPE and practice contained within student handbooks and/or 

catalogs 
• Relevant syllabi for required and elective didactic and experiential education courses 

that incorporate elements of IPE to document that concepts are reinforced throughout 
the curriculum and that IPE-related skills are practiced at appropriate times during pre-
APPE 

• Student IPPE and APPE evaluation data documenting extent of exposure to 
interprofessional, team-based patient care 

• Outcome data from assessments summarizing students’ overall achievement of 
expected interprofessional educational outcomes in the pre-APPE and APPE curriculum 

Standard 12 - Pre-APPE Curriculum 
• Description of curricular and degree requirements, including elective didactic and 

experiential expectations 
• A tabular display of courses, faculty members assigned to each course and their role, 

and credentials supporting the teaching assignments 
• Curriculum maps documenting breadth and depth of coverage of Appendix 1 content 

and learning expectations in the professional (and, if appropriate, preprofessional) 
curriculum 

• Examples of curricular and co-curricular experiences made available to students to 
document developing competence in affective domain-related expectations of Standards 
3 and 4 

• Outcome data from assessments of student preparedness to progress to APPE (e.g., 
comprehensive assessments of knowledge, skills, and competencies) 

• Description of the IPPE learning program and its goals, objectives, and time 
requirements 

• List of simulation activities and hours counted within the IPPE 300 hour requirement 
• IPPE course syllabi including general and rotation-specific learning objectives and extent 

of IPE exposure 
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• IPPE student and preceptor manuals 
• IPPE student and preceptor assessment tools  
• IPPE preceptor recruitment and training manuals and/or programs 
• List of active preceptors with credentials and practice site 
• Outcome data from assessments summarizing overall student achievement of Pre-

APPE educational outcomes 
Standard 13 – APPE Curriculum 

• Overview of APPE curriculum (duration, types of required and elective rotations, etc.) 
• APPE course syllabi including general and experience-specific learning objectives  
• APPE student and preceptor manuals 
• APPE student and preceptor assessment tools  
• Preceptor recruitment and training manuals and/or programs 
• List of active preceptors with credentials and practice site 
• Student APPE evaluation data documenting extent of exposure to diverse patient 

populations and interprofessional, team-based patient care 
• Outcome data from assessments summarizing students’ overall achievement of APPE 

educational outcomes  
Standard 14 - Student Services 

• Organizational chart depicting Student Services unit and responsible administrators  
• Synopsis of curriculum vitae of Students Services administrative officer(s) and staff 
• Student Handbook and/or Catalog (college, school or university), and copies of 

additional information distributed to students regarding student service elements 
(financial aid, health insurance, etc.) 

• Copies of policies that ensure nondiscrimination and access to allowed disability 
accommodations 

• Results from AACP graduating student survey  
• Student feedback on the college/school’s self-study 

Standard 15 - Academic Environment 
• Student Handbook and/or Catalog (college, school, or university), and copies of 

additional information distributed to students regarding the academic environment 
• URL or link to program information on college or school’s website 
• Copy of student complaint policy related to college or school adherence to ACPE 

standards 
• Number and nature of student complaints related to college or school adherence to 

ACPE standards (inspection of the file by evaluation teams during site visits) 
• List of committees involving students with names and professional years of current 

student members 
• College or school’s code of conduct (or equivalent) addressing professional behavior 

Standard 16 – Admissions 
• Organizational chart depicting Admissions unit and responsible administrator(s) 
• Enrollment data for the past five years by year; and by branch campus or pathway (if 

applicable) 
• Enrollment projections for the next five years  
• Pharmacy College Aptitude Test (PCAT) scores (mean, maximum, and minimum), if 

required, for the past three admitted classes 
• GPA scores (mean, maximum, and minimum) for preprofessional coursework for the 

past three admitted classes 
• GPA scores (mean, maximum, and minimum) for preprofessional science courses for 

the past three admitted classes 
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• Comparisons of PCAT scores and preprofessional GPAs with peer schools for last 
admitted three admitted classes 

• List of admission committee members with name and affiliation  
• Policies and procedures regarding the admissions process including selection of 

admitted students, transfer of credit, and course waiver policies 
• Professional and technical standards for school, college, and/or university (if applicable) 
• List of preprofessional requirements for admission into the professional program 
• Copies of instruments used during the admissions process including interview evaluation 

forms and assessment of written and oral communication 
• Section of Student Handbook and/or Catalog (college, school, or university) regarding 

admissions 
• Link to websites (or documentation of other mechanisms) that provide to the public 

information on required indicators of quality 
Standard 17 – Progression 

• Policies and procedures regarding student progression, early intervention, academic 
probation, remediation, missed course work or credit, leaves of absence, dismissal, 
readmission, due process, and appeals 

• Section of Student Handbook and/or Catalog (college, school, or university) regarding 
student progression 

• Student progression and academic dismissal data for the last three admitted classes 
• Correlation analysis of admission variables and academic performance  

Standard 18 – Faculty and Staff – Quantitative Factors 
• Organizational chart depicting all full-time faculty by department/division 
• List of full-time staff in each department/division and areas of responsibility 
• ACPE documents (e.g., resource report) related to number of full-time and part-time 

faculty 
• List of faculty turnover for the past five years by department/division with reasons for 

departure 
• Description of coursework mapped to full-time and part-time faculty teaching in each 

course 
• Results from AACP faculty survey regarding adequacy of quantitative strength of faculty 

and staff 
Standard 19 – Faculty and Staff – Qualitative Factors 

• Curriculum vitae of faculty and professional staff 
• List of active research areas of faculty and an aggregate summary of faculty 

publications/presentations over the past three years.  
• Procedures employed to promote a conceptual understanding of contemporary practice, 

particularly among non-pharmacist faculty  
• Policies and procedures related to faculty recruitment, performance review, promotion, 

tenure (if applicable), and retention 
• Faculty Handbook 
• Data from AACP faculty survey regarding qualitative faculty factors 

Standard 20 - Preceptors 
• List of active preceptors with credentials and practice site 
• Number, percentage of required APPE precepted by non-pharmacists categorized by 

type of experience. 
• Description of practice sites (location, type of practice, student/preceptor ratios) 
• Policies and procedures related to preceptor recruitment, orientation, development, 

performance review, promotion, and retention 
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• Examples of instruments used by preceptors to assess student performance 
• Curriculum vitae of administrator(s) responsible for overseeing the experiential education 

component of the curriculum 
• Description of the structure, organization and administrative support of the Experiential 

Education office (or equivalent) 
• Results from AACP preceptor surveys 

Standard 21 – Physical Facilities and Educational Resources 
• Floor plans for college or school’s facilities and descriptions of the use(s) of available 

space 
• Description of shared space and how such space promotes interprofessional interaction  
• Analysis of the quantity and quality of space available to the program and plans to 

address identified inadequacies. 
• Documentation of Association for Assessment and Accreditation of Laboratory Animal 

Care (AAALAC) or other nationally recognized accreditation of animal care facilities, if 
applicable 

• Results from AACP faculty, alumni, and graduating student surveys related to facilities 
• Description of educational resources available to faculty, preceptors, and students 

(library, internet access, etc.) 
Standard 22 – Practice Facilities 

• Description of practice sites (location, type of practice, student:preceptor ratios) and 
involvement in IPPE, APPE, or both 

• Policies and procedures related to site selection, recruitment, and assessment 
• Examples of quality improvements made to improve student learning outcomes as a 

result of site/facility assessment 
• Examples of affiliation agreements between college/school and practice sites (all 

agreements will be reviewed during site visits) 
• ACPE IPPE and APPE Capacity Charts  

Standard 23 – Financial Resources 
• Detailed budget plan as defined by AACP (previous, current, and subsequent years) 
• Description of college or school’s budgetary processes 
• In-state and out-of-state tuition compared to peer schools 
• Results from AACP faculty survey regarding adequacy of financial resources 

Standard 24 – Assessment Elements for Section I 
• College or school’s curriculum assessment plan(s) 
• Description of formative and summative assessments of student learning and 

professional development used by college or school 
• Description of standardized and comparative assessments of student learning and 

professional development used by college or school 
• Description of how the college or school uses information generated within the 

curriculum assessment plan(s) to advance quality within its Doctor of Pharmacy program 
Standard 25 – Assessment Elements for Section II 

• College or school’s program assessment plan(s) 
• Description of how the college or school uses information generated by assessments 

related to its organizational effectiveness, mission and goals, didactic curriculum, 
experiential learning program, co-curriculum activities, and interprofessional education to 
advance overall programmatic quality 
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November 13, 2019 
 
 
Agenda Item 14:  Announcements 
 
Nov. 18  Drug Policy Board (Special Meeting) 
Nov. 28  Thanksgiving Day – Board office closed 
Nov. 29  Acadian Day – Board office closed 
 
Dec. 14  New Orleans Pharmacy Museum – Dufilho’s Speakeasy 
Dec. 18-19  Violations Committee Informal Conference 
Dec. 25  Christmas Day – Board office closed 
Dec. 27  Public Hearing 
 
Jan. 1   New Year’s Day – Board office closed 
Jan. 8   La. Pharmacy Congress 
   PMP Advisory Council 
Jan. 16  Drug Policy Board 
Jan. 20  Martin Luther King, Jr. Day – Board office closed 
Jan. 23-26  FARB Annual Forum – Colorado Springs, CO 
Jan. 28-29  NABP Interactive Member Forum – Mount Prospect, IL 
 
Feb. 4   Reinstatement, Impairment, Tripartite, & Executive Committees 
Feb. 5   Board Meeting (Xavier Univ. Convocation Ctr, New Orleans, LA) 
Feb. 25  Mardi Gras Day – Board office closed 
 
 
 

Board Meeting Dates for Calendar Year 2020 
 
Feb. 4-5  Xavier University Convocation Center; New Orleans, LA 
May 5-7  Board Office 
Aug. 11-13  Board Office 
Nov. 17-19  Board Office 
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