Pouigiana Woard of Pharmarcy
3388 Brentwood Drive
Baton Rouge, Louisiana 70809-1700
Telephone 225.925.6496 ~ E-mail: info@pharmacy.la.gov

April 9, 2020

Senator P. Page Cortez
President, Louisiana Senate
Via Email: APA.SenatePresident@legis.la.gov

Electronic Mail — Delivery Receipt Requested
Re: Report No. 1 of 3 for Regulatory Project 2020-1 ~ Prescription Monitoring Program
Dear Senator Cortez:

The Board has initiated the rulemaking process to amend its rules for the state prescription monitoring
program (PMP). The primary purpose of the project is to identify nine drugs as ‘drugs of concern’ which
will require the reporting of dispensing transactions of those drugs to the PMP database. Seven of the
drugs are used for the treatment of hepatitis and were requested by the state health department, and two
of them are drugs of abuse and were requested by the PMP Advisory Council. We are taking advantage
of this project to repeal several redundant sections of the chapter of rules for the PMP program which
simply replicate the original enabling legislation. Finally, we are also updating the chapter to reflect
several recent legislative acts which have already been administratively implemented. In connection with
this regulatory project, the following items are enclosed.

e Notice of Intent Page 3

e Text of Proposed Rule Changes Page 3

¢ Family Impact Statement Page 9

 Poverty Impact Statement Page 9

e Small Business Analysis Page 10
e Provider Impact Statement Page 10
¢ Solicitation of Comments Page 10
e Fiscal & Economic Impact Statement Page 12
e Act352 of 2012 Legislature Page 17
o Act 189 of 2016 Legislature Page 19
e Act 76 of 2017 Legislature Page 20
e Act 241 of 2017 Legislature Page 24
s Act 232 of 2018 Legislature Page 30
e Act 80 of 2019 Legislature Page 31

As indicated in the solicitation, we will convene a public hearing on May 29, 2020 to receive public
comments and testimony on these proposed rule changes. We will summarize those comments and our
responses thereto in our next report to you. In the event you have any questions or need additional
information about this project, please contact me directly at mbroussard@pharmacy.la.gov or

225.925.6481.
For the Board:

Malcolm J. Broussard
Executive Director

ce: Chair, Senate Health & Welfare Committee
Via Email: APA.S-H&W@leqis.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.



Speaker, House of Representatives
Via Email: APA.HouseSpeaker@legis.la.gov
Chair, House Health & Welfare Committee
Via Email: APA.H-HW@legis.la.qov
Director, Community Outreach Services, La. Economic Development
Via Email: Pat. Witty@la.gov
Editor, Louisiana Register
Via Email: Reg.Submission@la.gov
Reference File

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 ef seq.



NOTICE OF INTENT

Department of Health

Board of Pharmacy

Prescription Monitoring Program (LAC 46:LI11.Chapter 29)

In accordance with the provisions of the Administrative Procedure Act (R.S. 49:950 et seq.) and the Pharmacy Practice Act (R.S.
37:1161 et seq.), the Louisiana Board of Pharmacy hereby gives notice of its intent to amend several sections of its chapter of rules
for the state prescription monitoring program (PMP). The proposed changes for 82901 remove several terms and their definitions
which are duplicated from the PMP law. The proposed amendment of the definition of the term “drugs of concern” adds nine
drugs, seven of which are used for the treatment of hepatitis to that list: (1) elbasvir / grazoprevir, (2) glecaprevir / pibrentasvir, (3)
ledipasvir / sofosbuvir, (4) ombitasvir / paretaprevir / ritonavir / dasabuvir, (5) sofosbuvir, (6) sofosbuvir / velpatasvir, and (7)
sofosbuvir / velpatasvir / voxilaprevir. The proposal also adds promethazine when in oral liquid formulation as well as gabapentin.
The effect of adding these nine drugs to that list will require pharmacies dispensing these drugs to include those dispensing
transactions in their automated reports to the state PMP. The proposed changes for §2903, §2907, and 82909 are to repeal these
redundant sections which are duplicated from the PMP law. The proposed change for §2905 is to repeal that section as redundant
from the pharmacy law which contains the same authority to hire staff for board operations. The proposed addition of §2914
relative to record retention will implement the provisions of Act 189 of the 2016 Legislature. With respect to the proposed changes
in 82917 relative to authorized access privileges to PMP information, Paragraphs 5 and 6 will implement the provisions of Act 241
of the 2017 Legislature; Paragraph 7 will implement the provisions of Act 232 of the 2018 Legislature; and Paragraph 9 will
implement the provisions of Act 80 of the 2019 Legislature. With respect to the proposed changes in §2919 relative to PMP access
registration procedures, Paragraph 1 will implement the provisions of Act 76 of the 2017 Legislature. Moreover, while the
legislation requires automatic registration for prescribers, the board proposes to extend the automatic registration procedures to
include dispensers. With respect to the proposed changes in §2921 relative to methods of access to PMP information, the proposed
additions to Subsections B, E, F, G, H, K, L, and M were authorized by Act 241 of the 2017 Legislature; the proposed addition to
Subsection | was authorized by Act 232 of the 2018 Legislature; the proposed addition to Subsection N was authorized by Act 80
of the 2019 Legislature; and the proposed new Subsection O was authorized by Act 352 of the 2012 Legislature

Title 46
PROFESSIONAL AND OCCUPATIONAL STANDARDS
Part LIII. Pharmacists
Chapter 29.  Prescription Monitoring Program
Subchapter A-General-Operations
82901. Definitions

A. As used in this Chapter, the following terms shall have the meaning ascribed to them unless the context clearly indicates

otherwise.




Delegate—a person authorized by a prescriber or dispenser who is also an authorized user {as described in § Section 2917 of this

Chapter) to access and retrieve program data for the purpose of assisting the prescriber or dispenser, and for whose actions the

authorizing prescriber or dispenser retains accountability.

Drugs of Concern—drugs other than controlled substances as defined by rule whose use requires tracking for public health
purposes or which demonstrate a potential for abuse, including any material, compound, mixture, or preparation containing any
quantity of the following substances, including its salts, esters, ethers, isomers, and salts of isomers [whenever the existence of
such salts, esters, ethers, isomers, and salts of isomers is possible within the specific chemical designation]:

a. butalbital when in combination with at least 325 milligrams of acetaminophen per dosage unit.
b. naloxone.

c. promethazine when present in oral liquid formulation.

d. elbasvir / grazoprevir.

e. glecaprevir / pibrentasvir.

f. ledipasvir / sofosbuvir.

g.ombitasvir / paretaprevir / ritonavir / dasabuvir.

h. sofosbuvir.

i. sofosbuvir / velpatasvir.

j. sofosbuvir / velpatasvir / voxilaprevir.
k. gabapentin.




AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1345 (July 2007), amended LR
36:755 (April 2010), effective September 1, 2010, amended by LR 39:314 (February 2013), amended LR 40:1096 (June 2014), amended LR
41:684 (April 2015), amended by the Department of Health, Board of Pharmacy, LR 45:42 (January 2019), amended LR

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1004.
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1345 (July 2007), repealed by
the Department of Health, Board of Pharmacy, LR

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1179.F(6).

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 (July 2007), repealed by
the Department of Health, Board of Pharmacy, LR

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1012.
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 (July 2007), repealed by
the Department of Health, Board of Pharmacy, LR




AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1005.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 (July 2007), amended LR
39:314 (February 2013), amended LR 40:1096 (June 2014), repealed by the Department of Health, Board of Pharmacy, LR
Subchapter B Data-Colection

§2911. Reporting of Prescription Monitoring Information

A. Each dispenser shall submit to the board information regarding each prescription dispensed for a controlled substance or
drug monitored by the program.
B.-C. ...
AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011.
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1346 (July 2007), amended LR
39:314 (February 2013), amended LR 41:684 (April 2015), amended by the Department of Health, Board of Pharmacy, LR

* * *

§2914. Record Retention of Prescription Transaction Information

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

access such information.

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

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

* * *

82917. Authorized Direct Access Users of Prescription Monitoring Information




A. The following persons may access prescription monitoring information in the same or similar manner, and for the same or
similar purposes, as those persons are authorized to access similar protected health information under federal and state law
and regulation;

1.-4. ..

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

6. a licensed substance abuse addiction counselor providing services as part of a state-licensed substance abuse or addiction

treatment program.

7.an epidemiologist with the Louisiana Department of Health for the purpose of assisting the board in analyzing

prescription monitoring information in order to conduct public health evaluations to support public policy and education pursuant

to an agreement with the board.

5. 8.prescription monitoring programs, electronic health information systems, and pharmacy information systems located in

other states, territories, federal districts, and federal jurisdictions, through a secure interstate data exchange system or health

information exchange system approved by the board, but only in compliance with the provisions of R.S. 40:1007(G).

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 (July 2007), amended LR
39:315 (February 2013), amended LR 40:1095 (June 2014), amended by the Department of Health, Board of Pharmacy, LR.
82919. Registration Procedures for Authorized Direct Access Users

A. Authorized users of prescription monitoring information, and their delegates, shall comply with the following requirements

to register with the board, in order to receive the appropriate credentials to access prescription monitoring information.

a. A prescriber or dispenser, excluding veterinarians, shall be automatically registered as a participant in the program

and shall authenticate their identity through an online process in order to activate their account.

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

purpose.
3:2.The board shall verify the practitioner prescriber or dispenser applicant is in possession of a valid license to prescribe or

dispense controlled substances, or in the case of an agency application, the board shall verify agency representation.

4-3. Upon verification of all requirements, the board shall issue the appropriate credential necessary to access prescription
monitoring information.

5.4. Upon receipt of information that an authorized user no longer possesses authority to prescribe or dispense controlled
substances, the program shall terminate the user’s credentials to access prescription monitoring information. If or when the user’s
authority to prescribe or dispense controlled substances is reinstated, the program may reinstate the user’s credentials to access
prescription monitoring information.

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

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 (July 2007), amended LR
40:1095 (June 2014), amended by the Department of Health, Board of Pharmacy, LR

82921. Methods of Access to Prescription Monitoring Information and Audit Trail Information
A.

B. Designated representatives from agencies charged with administrative oversight of prescribers and dispensers of controlled




substances may solicit prescription monitoring information and audit trail information from the program concerning specific

investigations of prescribers or dispensers. The program may require such users to certify the legitimacy of their inquiry prior to
furnishing the requested information.

C.-D.

E. Upon receipt of one of the following methods of application by local, state, out-of-state, or federal law enforcement or

prosecutorial officials, including judicially-supervised specialty courts within the criminal justice system that are authorized by the

Louisiana Supreme Court, the program may provide prescription monitoring information and audit trail information:
E.l.-E3.c. ...

F. A medical examiner or coroner, or a delegate thereof, once properly registered, may solicit prescription monitoring

information from the program for the purpose of investigating an individual’s death. The program may require such users to

certify the legitimacy of their inquiry prior to furnishing the requested information.

G. A licensed substance abuse addiction counselor, once properly registered, may solicit prescription monitoring information

from the program for the purpose of providing services as part of a state-licensed substance abuse or addiction treatment program.

The program may require such users to certify the legitimacy of their inquiry prior to furnishing the requested information.

H. Upon receipt of an administrative request from a probation or parole officer, the program may provide prescription

monitoring information. The probation or parole officer must certify the request for prescription monitoring information is for the

purpose of monitoring an offender’s compliance with participation in a drug diversion program or with other conditions of

probation or parole related to monitored drugs.

I An epidemiologist with the Louisiana Department of Health, once properly registered, may solicit prescription monitoring

information from the program for the purpose of assisting the board in analyzing prescription monitoring information in order to

conduct public health evaluations to support public policy and education pursuant to an agreement with the board.

EJ. Individuals may solicit their own prescription monitoring information and audit trail information from the program. To

prevent inappropriate access to such information, the requestor shall personally appear at the program office and produce positive
photo identification at the time of their request. The program shall furnish a single copy of the report responding to such request at
no charge to the individual.

K. A parent, legal quardian, or legal healthcare agent may solicit prescription monitoring information and audit trail

information from the program for the purpose of reviewing the history of monitored drugs dispensed to a child or an individual for

whom the agent makes healthcare decisions, to the extent consistent with federal and state confidentiality laws and regulations. To

prevent inappropriate access to such information, the requestor shall personally appear at the program office and produce positive

photo identification at the time of their request. The program shall furnish a single copy of the report responding to such request at

no charge to the individual.

L. An executor of a will or a court-appointed succession representative of an estate may solicit prescription monitoring

information and audit trail information from the program for the purpose of reviewing the history of monitored drugs dispensed to

a deceased individual. To prevent inappropriate access to such information, the requestor shall personally appear at the program

office and produce positive photo identification at the time of their request. The program shall furnish a single copy of the report

responding to such request at no charge to the individual.

G- M. Program personnel, once properly registered, may solicit prescription monitoring information from the program’s

database for the purpose of maintaining the database, analysis and reporting of data, compliance reviews, and responding to

legitimate inquiries from authorized users or other individuals.

H: N. Prescription monitoring programs, electronic health information systems, and pharmacy information systems located in

other states, territories, federal districts, and federal jurisdictions may access prescription monitoring information from the program

through a secure interstate data exchange system or health information exchange approved by the board, but only in compliance
with the provisions of R.S. 40:1007(G).




0. The board may provide prescription monitoring information to authorized users of the prescription monitoring program via

a state health information exchange or other third-party conduit that has been approved by the board.

AUTHORITY NOTE: Promulgated in accordance with R.S. 40:1011.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1347 (July 2007), amended LR
39:315 (February 2013), amended LR 40:1095 (June 2014), amended by the Department of Health, Board of Pharmacy, LR

* * *

Subchapter D, Reports

Family Impact Statement
In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a family impact
statement on the Rule proposed for adoption, repeal, or amendment. The following statements will be published in the Louisiana
Register with the proposed agency Rule.

1. The Effect on the Stability of the Family. The proposed rule change will have no effect on the stability of the family.

2. The Effect on the Authority and Rights of Parents Regarding the Education and Supervision of their Children. The
proposed rule change will have no effect on the authority and rights of parents regarding the education and supervision of their
children.

3. The Effect on the Functioning of the Family. The proposed rule change will have no effect on the functioning of the
family.

4. The Effect on Family Earnings and Family Budget. The proposed rule change will have no effect on family earnings or
family budget.

5. The Effect on the Behavior and Personal Responsibility of Children. The proposed rule change will have no effect on the
behavior and personal responsibility of children.

6. The Ability of the Family or a Local Government to Perform the Function as Contained in the Proposed Rule. The
proposed rule change will have no effect on the ability of the family or a local government to perform the activity as contained in
the proposed Rule.

Poverty Impact Statement
In accordance with Section 973 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a poverty impact
statement on the Rule proposed for adoption, repeal, or amendment.

1. The Effect on Household Income, Assets, and Financial Security. The proposed rule change will have no effect on
household income, assets, or financial security.

2. The Effect on Early Childhood Development and Preschool through Postsecondary Education Development. The
proposed rule change will have no effect on early childhood development or preschool through postsecondary education
development.

3. The Effect on Employment and Workforce Development. The proposed rule change will have no effect on employment or
workforce development.

4. The Effect on Taxes and Tax Credits. The proposed rule change will have no effect on taxes or tax credits.

5. The Effect on Child and Dependent Care, Housing, Health Care, Nutrition, Transportation, and Utilities Assistance. The
proposed rule change will have no effect on child and dependent care, housing, health care, nutrition, transportation, or utilities

assistance.



Small Business Analysis
In accordance with Section 965 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a regulatory flexibility
analysis on the Rule proposed for adoption, repeal, or amendment. This will certify the agency has considered, without limitation,
each of the following methods of reducing the impact of the proposed Rule on small businesses:

1. The Establishment of Less Stringent Compliance or Reporting Requirements for Small Businesses. The proposed rule
change will require a pharmacy dispensing any of the nine listed drugs of concern to include those dispensing transactions in their
automated reports of the dispensing of all controlled substances and drugs of concern to the state prescription monitoring program.
The reporting requirements for controlled substances and drugs of concern apply to all pharmacies dispensing outpatient
prescriptions.

2. The Establishment of Less Stringent Schedules or Deadlines for Compliance or Reporting Requirements for Small
Businesses. The current rule requires all pharmacies to file such automated reports no later than the end of the next business day.
The proposed rule change will not affect that reporting schedule.

3. The Consolidation or Simplification of Compliance or Reporting Requirements for Small Businesses. The reporting
requirements in the proposed rule change are the same for all pharmacies.

4. The Establishment of Performance Standards for Small Businesses to Replace Design or Operational Standards Required
in the Proposed Rule. There no design or operational standards in the proposed rule change.

5. The Exemption of Small Businesses from All or Any Part of the Requirements Contained in the Proposed Rule. There are
no exemptions for small businesses.

Provider Impact Statement
In accordance with House Concurrent Resolution No. 170 of the Regular Session of the 2014 Legislature, there is hereby
submitted a provider impact statement on the Rule proposed for adoption, repeal, or amendment. This will certify the agency has
considered, without limitation, the following effects on the providers of services to individuals with developmental disabilities:

1. The effect on the staffing level requirements or qualifications required to provide the same level of service. The proposed
rule change will have no effect on the staffing level requirements or the qualifications for that staff to provide the same level of
service.

2. The Total Direct and Indirect Effect on the Cost to the Provider to Provide the Same Level of Service. The proposed rule
change will have no effect on the cost to the provider to provide the same level of service.

3. The Overall Effect on the Ability of the Provider to Provide the Same Level of service. The proposed rule change will
have no effect on the ability of the provider to provide the same level of service.

Public Comments
Interested persons may submit written comments, via United States Postal Service or other mail carrier, or in the alternative by
personal delivery to Malcolm J Broussard, Executive Director, at the office of the Louisiana Board of Pharmacy, 3388 Brentwood
Drive, Baton Rouge, LA 70809-1700. He is responsible for responding to inquiries regarding the proposed Rule amendment.
Public Hearing
A public hearing to solicit comments and testimony on the proposed Rule amendment is scheduled for 9 a.m. on Friday, May 29,
2020. During the hearing, all interested persons will be afforded an opportunity to submit data, views, or arguments, either orally
or in writing. The deadline for the receipt of all comments is 12 p.m. noon that same day. To request reasonable accommodations
for persons with disabilities, please call the board office at 225.925.6496.



Malcolm J Broussard

Executive Director

FISCAL AND ECONOMIC IMPACT STATEMENT FOR ADMINISTRATIVE RULES
RULE TITLE: Prescription Monitoring Program

I. ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS (Summary)

The proposed rule change will require the Louisiana Board of Pharmacy (LBP) to publish the proposed and final rules in the state register,
resulting in a one-time cost of $2,000 in FY 20 and $2,000 in FY 21. There will be no additional expenditures or cost savings for LBP.

The proposed rule change adds nine drugs, seven of which are used for the treatment of hepatitis to the definition of “Drugs of Concern”
presently in the administrative rules: (1) elbasvir / grazoprevir, (2) glecaprevir / pibrentasvir, (3) ledipasvir / sofosbuvir, (4) ombitasvir /
paretaprevir / ritonavir / dasabuvir, (5) sofosbuvir, (6) sofosbuvir / velpatasvir, and (7) sofosbuvir / velpatasvir / voxilaprevir. The other drugs to
be added are promethazine when present in oral liquid formulation and gabapentin. To the extent other local governmental units report
dispensing transactions of controlled substances and drugs of concern to the state prescription monitoring program, there may be a minimal cost
for local governmental entities to update their dispensing information systems to include prescriptions for the nine listed drugs in their daily
automated reports.

The proposed rule change removes several redundant definitions and other sections and also implements provisions of several legislative acts:
Act 352 of 2012, Act 189 of the 2016 Regular Session, Acts 76 and 241 of the 2017 Regular Session, Act 232 of the 2018 Regular Session, and
Act 80 of 2019. The revision of the administrative rules associated with the aforementioned acts align the rules with present administrative
practice, and will not result in any additional costs or savings for the LBP or other state or local governmental units.

II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS (Summary)

The proposed rule change will not affect revenue collections for state or local governmental units.

III. ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR

NON-GOVERNMENTAL GROUPS (Summary)

Pharmacies are already required to report their dispensing transactions for controlled substances and drugs of concern to the state prescription
monitoring program. Pharmacies which dispense any of the listed drugs in Part | will need to update their dispensing information system to
classify the listed drugs as Drugs of Concern so the dispensing transactions for those listed drugs will be included in their daily reports to the
state prescription monitoring program. For some providers, there may be no cost to re-classify those drugs in their dispensing information
system. Other providers may need to incur an indeterminable cost to perform that process that is anticipated to be nominal.

IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)

The proposed rule change will not affect competition or employment.



FISCAL AND ECONOMIC IMPACT STATEMENT

WORKSHEET
Person Preparing Malcolm J. Broussard Dept.:. Dept. of Health
Statement: Executive Director
Office: Board of Pharmacy
Telephone: 225.925.6481
Title:  Prescription Monitoring Program
Return Address: 3388 Brentwood Drive

Baton Rouge, LA 70809 Effective Date of Rule: Upon promulgation
November 1, 2020 (est.)

SUMMARY
(Use complete
sentences)

In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a
fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE
FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL
BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.

I.  ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL
UNITS (Summary)

The proposed rule changes will require the Louisiana Board of Pharmacy (LBP) to publish the
proposed and final rules in the state register, resulting in a one-time cost of $2,000 in FY 20 and
$2,000 in FY 21. There will be no additional expenditures or cost savings for LBP.

The proposed rule change adds nine drugs, seven of which are used for the treatment of hepatitis
to the definition of “Drugs of Concern” presently in the administrative rules: (1) elbasvir / grazoprevir,
(2) glecaprevir / pibrentasvir, (3) ledipasvir / sofosbuvir, (4) ombitasvir / paretaprevir / ritonavir /
dasabuvir, (5) sofosbuvir, (6) sofosbuvir / velpatasvir, and (7) sofosbuvir / velpatasvir / voxilaprevir.
The other drugs to be added are promethazine when present in oral liquid formulation and
gabapentin. To the extent other local governmental units report dispensing transactions of
controlled substances and drugs of concern to the state prescription monitoring program, there may
be a minimal cost for local governmental entities to update their dispensing information systems to
include prescriptions for the nine listed drugs in their daily automated reports.

The proposed rule change removes several redundant definitions and other sections and also
implements provisions of several legislative acts: Act 352 of 2012, Act 189 of the 2016 Regular
Session, Acts 76 and 241 of the 2017 Regular Session, Act 232 of the 2018 Regular Session, and
Act 80 of 2019. The revision of the administrative rules associated with the aforementioned acts
align the rules with present administrative practice, and will not result in any additional costs or
savings for the LBP or other state or local governmental units.

II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL
UNITS (Summary)

The proposed rule changes will not affect revenue collections for state or local governmental units.

II. ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS,
SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)

Pharmacies are already required to report their dispensing transactions for controlled substances
and drugs of concern to the state prescription monitoring program. Pharmacies which dispense any
of the listed drugs in Part | will need to update their dispensing information system to classify the
listed drugs as Drugs of Concern so the dispensing transactions for those listed drugs will be
included in their daily reports to the state prescription monitoring program. For some providers,
there may be no cost to re-classify those drugs in their dispensing information system. Other

providers may need to incur an indeterminable cost to perform that process that is anticipated to be
nominal.

1V. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)

The proposed rule change will not affect competition or employment.



FISCAL AND ECONOMIC IMPACT STATEMENT

WORKSHEET
o /i f B ; ;
Signature of AgeAcy Head or Designee Legislative Fiscal Officer or Designee

Malcolm J. Broussard, Executive Director
Typed Name and Title of Agency Head Date of Signature

April 9, 2020
Date of Signature

The following information is required in order to assist the Legislative Fiscal Office in its review of the
fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in
its deliberation on the proposed rule.

A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief
summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of
intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule
change, copies of both the current and proposed rules with amended portions indicated).

LBP proposes to amend the definition of “Drugs of Concern” in its chapter of rules for the state
prescription monitoring program to include nine drugs, seven of which are used in the treatment of
hepatitis: (1) elbasvir / grazoprevir, (2) glecaprevir / pibrentasvir, (3) ledipasvir / sofosbuvir, (4)
ombitasvir / paretaprevir / ritonavir / dasabuvir, (5) sofosbuvir, (6) sofosbuvir / velpatasvir, and (7)
sofosbuvir / velpatasvir / voxilaprevir. The other two drugs to be added are promethazine when
present in oral liquid formulation as well as gabapentin. Since pharmacies are required to report their
dispensing transactions for all controlled substances and drugs of concern to the state prescription
monitoring program, the effect of this rule is to require pharmacies to include their dispensing
transactions of these nine drugs in their automated daily reports to the state prescription monitoring
program.

The proposed rule change removes several definitions of various terms and other sections of rules
that duplicate provisions of the Prescription Monitoring Program Law (R.S. 40:1001 to 1014). Other
proposed rule changes implement provisions of several legislative acts: Act 352 of 2012 Legislature,
Act 189 of 2016 Legislature, Acts 76 and 241 of 2017 Legislature, Act 232 of 2018 Legislature, and
Act 80 of 2019 Legislature.

B. Summarize the circumstances, which require this action. If the Action is required by federal
regulation, attach a copy of the applicable regulation.

The Dept. of Health and Dept. of Public Safety & Corrections established the Statewide Hepatitis C
Elimination Project on July 15, 2019. A critical element of the project is a unique subscription pricing
arrangement with the manufacturer of sofosbuvir, whereby the state is financially incentivized to treat
as many Louisiana patients as possible before the project terminates on July 15, 2024. To identify all
Louisiana patients receiving treatment for hepatitis, the departments asked LBP to identify these
seven drugs as Drugs of Concern; that action will require the pharmacies dispensing these hepatitis
drugs to include those dispensing transactions in their daily reports to the state prescription
monitoring program (PMP). The Dept. of Health's epidemiologist has statutory authority to access
the PMP data for public health surveillance purposes.

The Louisiana Prescription Monitoring Program Advisory Council requested the Board to add two
highly abused drugs to the list of Drugs of Concern: promethazine when present in oral liquid
formulation as well as gabapentin. LBP agreed with the Council.

C. Compliance with Act 11 of the 1986 First Extraordinary Session

(1) Will the proposed rule change result in any increase in the expenditure of funds? If so,
specify amount and source of funding.

LBP has allocated $2,000 each for printing the Notice of Intent and the Final Rule. LBP operates on
self-generated funds.
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(2) If the answer to (1) above is yes, has the Legislature specifically appropriated the funds
necessary for the associated expenditure increase?

(a) Yes. If yes, attach documentation.
(b) _No NO. If no, provide justification as to why this rule change should be
published at this time

The state has a need to identify Louisiana citizens receiving treatment for hepatitis as soon as
possible. Since pharmacies submit daily reports to the state PMP, the department will have timely
access to the data they need to ensure treatment for as many citizens as possible during the five-
year life of the project. -

L. A. COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED

1. What is the anticipated increase (decrease) in costs to implement the proposed action?

COSTS FY 20 FY 21 FY 22
Personal Services

Operating Expenses $ 2,000 $2,000 s 0
Professional Services

Other Charges

Equipment

Major Repairs & Constr.

TOTAL $2,000 $ 2,000 e il
POSITIONS (#)

2. Provide a narrative explanation of the costs or savings shownin "A. 1.", including the increase
or reduction in workload or additional paperwork (number of new forms, additional
documentation, etc.) anticipated as a result of the implementation of the proposed action.
Describe all data, assumptions, and methods used in calculating these costs.

The proposed rule change will result in a one-time expenditure of $2,000 in FY 20 and a similar
$2,000 expenditure in FY21 for LBP to publish the rule changes. There will be no additional
expenditures or cost savings for LBP.

3. Sources of funding for implementing the proposed rule or rule change.

SOURCE FY 20 FY 21 FY 22
State General Fund

Agency Self-Generated $ 2,000 $ 2,000 S 0
Dedicated

Federal Funds
Other (Specify)

TOTAL $ 2,000 $ 2,000 S 0

4. Does your agency currently have sufficient funds to implement the proposed action? If not,
how and when do you anticipate obtaining such funds?

LBP has sufficient funds available to implement the proposed rule changes.

B. COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION
PROPOSED. '

1. Provide an estimate of the anticipated impact of the proposed action on local governmental
units, including adjustments in workload and paperwork requirements. Describe all data,
assumptions and methods used in calculating this impact.

2. Indicate the sources of funding of the local governmental unit, which will be affected by
these costs or savings.

The proposed rule changes add nine new drugs to the list of Drugs of Concern in the
administrative rules. Pharmacies are required to report their dispensing transactions of drugs of
concern to the state prescription monitoring program. To the extent other local governmental units
operate pharmacies which report dispensing transactions to the state prescription monitoring
program, there may be a minimal cost for those pharmacies to update their information systems to
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include prescriptions for the newly-listed drugs in their reports. LBP does not anticipate any cost
savings from the proposed rule changes.

II.  EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS

A. What increase (decrease) in revenues can be anticipated from the proposed action?

The proposed rule changes will not affect revenue collections for state or local governmental units.

REVENUE INCREASE/DECREASE FY 20 FY 21 FY 22

State General Fund
Agency Self-Generated
Dedicated Funds*
Federal Funds

Local Funds

TOTAL None None None

*Specify the particular fund being impacted.

B. Provide a narrative explanation of each increase or decrease in revenues shown in "A." Describe
all data, assumptions, and methods used in calculating these increases or decreases.

III. COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL
BUSINESSES, OR NONGOVERNMENTAL GROUPS

A. What persons, small businesses, or non-governmental groups would be directly affected by the
proposed action? For each, provide an estimate and a narrative description of any effect on costs,
including workload adjustments and additional paperwork (number of new forms, additional
documentation, etc.), they may have to incur as a result of the proposed action.

Pharmacies are already required to report their dispensing transactions for controlled substances
and drugs of concern to the state prescription monitoring program. Pharmacies which dispense any
of the listed drugs in Part | will need to update their dispensing information system to classify the
listed drugs as Drugs of Concern so the dispensing transactions for those listed drugs will be
included in their daily reports to the state prescription monitoring program. For some providers,
there may be no cost to re-classify those drugs in their dispensing information system. Other

providers may need to incur an indeterminable cost to perform that process that is anticipated to be
nominal.

B. Also provide an estimate and a narrative description of any impact on receipts and/or income
resulting from this rule or rule change to these groups.

The proposed rule changes will have no effect on receipts or revenue.

IV. EFFECTS ON COMPETITION AND EMPLOYMENT

Identify and provide estimates of the impact of the proposed action on competition and employment
in the public and private sectors. Include a summary of any data, assumptions and methods used in
making these estimates.

The proposed rule changes will not affect competition or employment.
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FISCAL AND ECONOMIC IMPACT STATEMENT

FOR ADMINISTRATIVE RULES



Person

Preparing

Statement:	 Anita Robert                       	Dept.:	Louisiana Department of Insurance                                               



Phone:	  (225) 219-0609                     	Office:	Management & Finance                                               



Return		Rule

Address:	   P. O. Box 94214                 	Title:	Interlocal Risk Management Agency                                               



	    Baton Rouge, LA             			

		Date Rule

[bookmark: _GoBack]	     70804-9214                        	Takes Effect:    Upon Publication                     



SUMMARY

SUMMARY

(Use complete sentences)



In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.



I.	ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL 	UNITS (Summary)



The proposed rule changes will not result in additional costs or savings for state or local governmental units.  The proposed rule changes include the expansion of the types of investments in which an Interlocal Risk Management Agency could invest to include selected investments permitted under La. R.S. 33:2955 and adopts provisions and uniform guidelines for their interpretation as authorized specifically by Act 462 of 1979. The proposed rule change also repeals sections of the administrative rules associated with administration of Interlocal Risk Management Self-Insurance Funds and service agents for Interlocal Risk Management Agencies that are outdated and no longer applicable to the LA Dept. of Insurance’s operations.



II. 	ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL 	UNITS (Summary)



	The proposed rule changes will not affect revenue collections for state or local governmental units.





III. 	ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)

	

[bookmark: _Hlk35508559]The proposed rule changes will have no costs to directly affected persons or non-governmental groups.  The proposed rule change benefits Interlocal Risk Management Agencies, as it provides for the expansion of the types of investments in which they may invest to include selected investments permitted under La. R.S. 33:2955 and adopts provisions and uniform guidelines for their interpretation as authorized specially by Act 462 of 1979.





IV. 	ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)



[bookmark: _Hlk35508629]	The proposed rule changes will not affect competition or employment























Denise Brignac, Chief of Staff					Legislative Fiscal Officer or Designee

Louisiana Department of Insurance







Date of Signature                                  		Date of Signature            





FISCAL AND ECONOMIC IMPACT STATEMENT

FOR ADMINISTRATIVE RULES



The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the proposed rule.



A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules with amended portions indicated).

		

The proposed rule provides for the expansion of the types of investments In whichh an Interlocal Risk Management Agency could invest to include selected investments permitted under La. R.S. 33:2955 and adopts provisions and uniform guidelines for their interpretation as authorized specifically by Act 462 of the 1979 Louisiana Legislative Session.





B. Summarize the circumstances, which require this action. If the Action is required by federal regulation, attach a copy of the applicable regulation.



The Department of Insurance is tasked with administering the Insurance Code, which regulates the business of Insurance in all of its phases.  The proposed amendment to Rule 4 provides for the expansion of the types on investments in which an Interlocal Risk Management Agency could invest to include selected investments permitted under La. R.S. 33:2955 and adopts provisions and uniform guidelines for their interpretation as authorized specifically by Act 462 of the 1979 Louisiana Legislative Session.





C. Compliance with Act 11 of the 1986 First Extraordinary Session 



(1) Will the proposed rule change result in any increase in the expenditure of funds? If so, specify amount and source of funding.



No increase In expenditure of funds Is anticipated as a result of the proposed legislation.





(2) 	If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the associated expenditure increase?  



			(a)                 	Yes. If yes, attach documentation.



(b)                 	NO. If no, provide justification as to why this rule change should be published at this time	
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I.	A. 	COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED



1. What is the anticipated increase (decrease) in costs to implement the proposed action? 



LDI does not anticipate any implementation costs (savings) as a result of the proposed rule.



COSTS	FY 20	FY 21	FY 22

Personal Services

Operating Expenses		

Professional Services

Other Charges

Equipment

Major Repairs & Constr.

TOTAL

POSITIONS (#)



2. Provide a narrative explanation of the costs or savings shown in "A. 1.", including the increase or reduction in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in calculating these costs. 



3. Sources of funding for implementing the proposed rule or rule change.



SOURCE	FY 20	FY 21	FY 22

State General Fund

Agency Self-Generated

Dedicated

Federal Funds

Other (Specify)

TOTAL



4. Does your agency currently have sufficient funds to implement the proposed action? If not, how and when do you anticipate obtaining such funds? 



No additional funding is necessary to implement the proposed regulation.





B.		COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED.



1. Provide an estimate of the anticipated impact of the proposed action on local governmental units, including adjustments in workload and paperwork requirements.  Describe all data, assumptions and methods used in calculating this impact.



The proposed rule will have no impact on local governmental revenues.





2. 	Indicate the sources of funding of the local governmental unit, which will be affected by these costs or savings.



No source of funding Is necessary; there is no impact on local government units as a result of the proposed rule.
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II.	EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS



A. What increase (decrease) in revenues can be anticipated from the proposed action?



The proposed rule will not affect revenue collections for state or local governmental units.





REVENUE INCREASE/DECREASE	        FY 20	FY 21	FY 22



State General Fund 



Agency Self-Generated



Dedicated Funds*



Federal Funds



Local Funds



TOTAL



*Specify the particular fund being impacted.





B. Provide a narrative explanation of each increase or decrease in revenues shown in "A."  Describe all data, assumptions, and methods used in calculating these increases or decreases.





III.	COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NONGOVERNMENTAL GROUPS



	A.	What persons, small businesses, or non-governmental groups would be directly affected by the proposed action? For each, provide an estimate and a narrative description of any effect on costs, including workload adjustments and additional paperwork (number of new forms, additional documentation, etc.), they may have to incur as a result of the proposed action.



The proposed rule will have no costs to directly affected persons or non-governmental groups.  The proposed rule provides for the expansion of the types of investments In which an Interlocal Risk Management Agency could invest to include selected investments permitted under La. R.S. 33:2955 and adopts provisions and uniform guidelines for their interpretation as authorized specially by Act 462 of the 1979 Legislative Session.





B. Also provide an estimate and a narrative description of any impact on receipts and/or income resulting from this rule or rule change to these groups.







IV. 	EFFECTS ON COMPETITION AND EMPLOYMENT



Identify and provide  estimates of the impact of the proposed action on competition and employment

	in the public and private sectors. Include a summary of any data, assumptions and methods used in making these estimates.



The proposed rules will not affect competition or employment




[bookmark: _GoBack]FISCAL AND ECONOMIC IMPACT STATEMENT

FOR ADMINISTRATIVE RULES



Person

Preparing

Statement:	 Anita Robert	Dept.:	Louisiana Department of Insurance                                               



Phone:	  (225) 219-0609                     	Office:	Management & Finance                                               



Return		Rule

Address:	   P. O. Box 94214                 	Title:	Adoption of NAIC Handbooks,                                               



	    Baton Rouge, LA             		Guidelines, Forms and Instructions

		Date Rule

	     70804-9214                        	Takes Effect:    Upon Publication                     



SUMMARY

SUMMARY

(Use complete sentences)



In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.



I.	ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL 	UNITS (Summary)



The proposed rule change will not result in additional costs or savings for state or local governmental units.  The proposed rules incorporate and reference the 2019 editions of handbooks, guidelines, forms, and instructions adopted by the National Association of Insurance Commissioners (NAIC) and referenced in the Louisiana Insurance Code.  The current editions of these publications serve as the most current professional guidance for entities regulated by the LA Dept. of Insurance (LDI).





II. 	ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL 	UNITS (Summary)



	The proposed rule change will not affect revenue collections for state or local governmental units.





III. 	ESTIMATED COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)

	

[bookmark: _Hlk35508559]The proposed rule change will benefit persons and entities seeking to know which handbooks or guidelines are currently being incorporated by reference to serve as professional guidance for entities under the purview of the LDI.  These handbooks and guidelines will be available for public viewing in hardcopy form at the offices of the LDI and Office of State Register and online at the NAIC website.





IV. 	ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)



[bookmark: _Hlk35508629]	The proposed rule change will not affect competition or employment

























Denise Brignac, Chief of Staff					Legislative Fiscal Officer or Designee
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FISCAL AND ECONOMIC IMPACT STATEMENT

FOR ADMINISTRATIVE RULES



The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the proposed rule.



A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules with amended portions indicated).

		

The purpose of updating Regulation 112 is to incorporate by reference the current edition of handbooks and guidelines adopted by the National Association of Insurance Commissioners (NAIC) and referenced In the Louisiana Insurance Code.  The proposed rules will benefit anyone seeking to know which handbooks or guidelines that are currently being incorporated by reference to regulate entities.  These handbooks and guidelines will be available for public viewing by the LDI, NAIC or Office of State Register.





B. Summarize the circumstances, which require this action. If the Action is required by federal regulation, attach a copy of the applicable regulation.



The Department of Insurance is tasked with administering the Insurance Code, which regulates the business of Insurance in all of its phases.  The proposed rule changes are promulgated to incorporate the current edition of handbooks, guidelines, forms, and instructions adopted by the National Association of Insurance Commissioners (NAIC) and is referenced in the Louisiana Insurance Code.





C. Compliance with Act 11 of the 1986 First Extraordinary Session 



(1) Will the proposed rule change result in any increase in the expenditure of funds? If so, specify amount and source of funding.



No increase in expenditure of funds is anticipated as a result of the proposed legislation.





(2) 	If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the associated expenditure increase?  



			(a)                 	Yes. If yes, attach documentation.



(b)                 	NO. If no, provide justification as to why this rule change should be published at this time	
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I.	A. 	COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED



1. What is the anticipated increase (decrease) in costs to implement the proposed action? 



LDI does not anticipate any implementation costs (savings) as a result of the proposed rule change.



COSTS	FY 20	FY 21	FY 22

Personal Services

Operating Expenses		

Professional Services

Other Charges

Equipment

Major Repairs & Constr.

TOTAL

POSITIONS (#)



2. Provide a narrative explanation of the costs or savings shown in "A. 1.", including the increase or reduction in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in calculating these costs. 



3. Sources of funding for implementing the proposed rule or rule change.



SOURCE	FY 20	FY 21	FY 22

State General Fund

Agency Self-Generated

Dedicated

Federal Funds

Other (Specify)

TOTAL



4. Does your agency currently have sufficient funds to implement the proposed action? If not, how and when do you anticipate obtaining such funds? 



No additional funding is necessary to implement the proposed rule change.





B.		COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED.



1. Provide an estimate of the anticipated impact of the proposed action on local governmental units, including adjustments in workload and paperwork requirements.  Describe all data, assumptions and methods used in calculating this impact.



The proposed rule change will have no impact on local governmental revenues.





2. 	Indicate the sources of funding of the local governmental unit, which will be affected by these costs or savings.



No source of funding is necessary; there is no impact on local government units as a result of the proposed rule change.
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II.	EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS



A. What increase (decrease) in revenues can be anticipated from the proposed action?



The proposed rule change will not affect revenue collections for state or local governmental units.





REVENUE INCREASE/DECREASE	        FY 20	FY 21	FY 22



State General Fund 



Agency Self-Generated



Dedicated Funds*



Federal Funds



Local Funds



TOTAL



*Specify the particular fund being impacted.





B. Provide a narrative explanation of each increase or decrease in revenues shown in "A."  Describe all data, assumptions, and methods used in calculating these increases or decreases.





III.	COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NONGOVERNMENTAL GROUPS



	A.	What persons, small businesses, or non-governmental groups would be directly affected by the proposed action? For each, provide an estimate and a narrative description of any effect on costs, including workload adjustments and additional paperwork (number of new forms, additional documentation, etc.), they may have to incur as a result of the proposed action.



The proposed rule change will benefit persons and entities seeking to know which handbooks or guidelines are currently being incorporated by reference to serve as professional guidance for entities under the purview of the LDI.  These handbooks and guidelines will be available for public viewing in hardcopy form at the offices of the LDI and Office of State Register and online at the NAIC website.





B. Also provide an estimate and a narrative description of any impact on receipts and/or income resulting from this rule or rule change to these groups.







IV. 	EFFECTS ON COMPETITION AND EMPLOYMENT



Identify and provide  estimates of the impact of the proposed action on competition and employment

	in the public and private sectors. Include a summary of any data, assumptions and methods used in making these estimates.



The proposed rule change will not affect competition or employment
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Person Preparing	Malcolm J. Broussard		Dept.:	Dept. of Health

Statement:		Executive Director		

							Office:	Board of Pharmacy

Telephone:		225.925.6481		

							Title:	Automated Medication Systems

Return Address:	3388 Brentwood Drive

			Baton Rouge, LA 70809	Effective Date of Rule:	Upon promulgation

										November 1, 2020 (est.)



SUMMARY

(Use complete sentences)



In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.



I. ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule change will require the Louisiana Board of Pharmacy (LBP) to publish the proposed and final rules in the state register, resulting in one-time costs of $2,000 in FY 20 and $2,000 in FY 21.  There will be no additional expenditures or cost savings for LBP. 



The proposed rule change expands the eligibility criteria for the automated medication system (AMS) registration which is a credential issued by LBP to pharmacies placing medications in such devices housed in locations other than the pharmacy itself.  The proposed rule change would authorize a pharmacy to place an AMS at a correctional facility operated by or under contract with the Dept. of Public Safety & Corrections or a local governmental entity.  To the extent a correctional facility operated by a state or local governmental entity elects to house an AMS provided by their pharmacy, it is possible the facility may realize a savings in the total cost of medications needed for offenders served by that facility.  The amount of the savings would depend on the number of offenders, the number, type, and cost of medications stored in the device, and the duration of each offender’s drug therapy regimen.



To the extent a state or local governmental entity operates a pharmacy which elects to utilize an AMS, the proposed rule change will require the pharmacist-in-charge to implement a continuous monitoring and documentation of temperature in the drug storage areas including a mechanism to alert the pharmacist when defined parameters are out of range as well as an action plan to address such circumstances.  Some AMS devices include such monitoring and documentation features and some do not.  To the extent the pharmacy elects to use a system which does not include such features, the pharmacy will need to purchase additional monitoring equipment.



The proposed rule change makes a number of technical changes and repeals a number of redundant and unnecessary provisions.





II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule change will not affect revenue collections for state or local governmental units.





III. ESTIMATED  COSTS  AND/OR  ECONOMIC  BENEFITS  TO  DIRECTLY  AFFECTED  PERSONS, SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)



[bookmark: _GoBack]To the extent a pharmacy elects to place an AMS in a healthcare setting and supply the medications for use in the system, the proposed rule change will expand the types of locations where such devices can be placed. The proposed rule changes allow for AMS devices to be placed in state or local correctional facilities and unlicensed healthcare settings. Systems are available in a variety of configurations and the prices vary considerably.  The requirement for temperature monitoring of the drug storage areas may or may not increase the total cost of operating a system.  The use of such devices could reduce the amount of drug wastage in the location housing the system, which could lower the total cost of drugs used by the facility housing the system.





IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)





The proposed rule change will not affect competition or employment.





____________________________		_____________________________

Signature of Agency Head or Designee			Legislative Fiscal Officer or Designee





Malcolm J. Broussard, Executive Director	              ___________________________________________

Typed Name and Title of Agency Head			Date of Signature



March 8, 2020_____________________

Date of Signature







The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the proposed rule.



A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules with amended portions indicated).



LBP proposes to expand the locations where an automated medication system may be used and to require the use of temperature monitoring devices in such devices.  The proposed rule change also makes a number of technical changes and repeals a number of redundant and unnecessary provisions.



B. Summarize the circumstances, which require this action. If the Action is required by federal regulation, attach a copy of the applicable regulation.



The chapter of rules for automated medication systems was originally promulgated in 2000.  Given the evolution of pharmacy technology since then, LBP determined it appropriate to revise the chapter of rules to include new technology as well to expand the types of locations where such systems can be placed.  Further, recent legislation expanded the authority for the use of such devices to include local law enforcement agencies.



C. Compliance with Act 11 of the 1986 First Extraordinary Session



(1) Will the proposed rule change result in any increase in the expenditure of funds? If so, specify amount and source of funding.



LBP has allocated $2,000 each for printing the Notice of Intent and the Final Rule.  LBP operates on self-generated funds.



(2) If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the associated expenditure increase?



(a)  		Yes. If yes, attach documentation.



(b)     No		NO. If no, provide justification as to why this rule change should be published at this time



LBP seeks to refresh a dated chapter of rules to enable the expanded use of automated medication systems and to recognize new technology not in place when the original rule was promulgated.



I. A.  COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED



1. What is the anticipated increase (decrease) in costs to implement the proposed action?



		COSTS

		FY 20

		FY 21

		FY 22



		Personal Services

		

		

		



		Operating Expenses Professional Services

		         $ 2,000

		                 $ 2,000

		                 $        0



		Other Charges

		

		

		



		Equipment

		

		

		



		Major Repairs & Constr.

		

		

		



		TOTAL

		         $ 2,000

		                 $ 2,000

		                 $        0



		POSITIONS (#)

		

		

		







2. Provide a narrative explanation of the costs or savings shown in "A. 1.",  including  the increase or reduction in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in calculating these costs.



The proposed rule change will result in a one-time expenditure of $2,000 in FY 20 and a similar $2,000 expenditure in FY21 for LBP to publish the rule changes.  There will be no additional expenditures or cost savings for LBP.

3. Sources of funding for implementing the proposed rule or rule change.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          $ 2,000

		                $ 2,000

		                $         0



		Federal Funds

		

		

		



		Other (Specify)

		

		

		



		TOTAL

		          $ 2,000

		                $ 2,000

		                $         0







4. Does your agency currently have sufficient funds to implement the proposed action? If not, how and when do you anticipate obtaining such funds?



LBP has sufficient funds available to implement the proposed rule changes.



B. COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED.



1. Provide an estimate of the anticipated impact of the proposed action on local governmental units, including adjustments in workload and paperwork requirements. Describe all data, assumptions and methods used in calculating this impact.



To the extent a correctional facility operated by or under contract with a local governmental entity elects to house an AMS, it is possible the facility may realize a savings in the total cost of medications needed for offenders served by that facility.  The amount of the savings would depend on the number of offenders, the number, type, and cost of medications stored in the device, and the duration of each offender’s drug therapy regimen.



To the extent any pharmacy operated by a local governmental entity elects to utilize an AMS device, the proposed rule change will require the pharmacist-in-charge to implement a continuous monitoring and documentation of temperature in the drug storage areas including a mechanism to alert the pharmacist when defined parameters are out of range as well as an action plan to address such excursions.  Some AMS devices include such monitoring and documentation features and some do not.  To the extent the pharmacy elects to use a system which does not include such features, the pharmacy will need to purchase additional monitoring equipment.



2. Indicate the sources of funding of the local governmental unit, which will be affected by these costs or savings.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          

		               

		               



		Federal Funds

		

		

		



		Other (Specify) Local Tax Collections 

		     INDETERMINABLE

		       INDETERMINABLE

		   INDETERMINABLE



		TOTAL

		          

		                

		               

























II. EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS



A. What increase (decrease) in revenues can be anticipated from the proposed action?



The proposed rule changes will not affect the revenue collections for state or local governmental units.







		REVENUE INCREASE/DECREASE

		FY 20

		FY 21

		FY 22



		

State General Fund                                                                                                                                                                                                                                        Agency Self-Generated Dedicated Funds* Federal Funds

Local Funds

		

		

		



		TOTAL

		     None                                 

		              None                                  

		                None







*Specify the particular fund being impacted.



B. Provide a narrative explanation of each increase or decrease in revenues shown in "A."  Describe all data, assumptions, and methods used in calculating these increases or decreases.



III. COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NONGOVERNMENTAL GROUPS



A. What persons, small businesses, or non-governmental groups would be directly affected by the proposed action? For each, provide an estimate and a narrative description of any effect on costs, including workload adjustments and additional paperwork (number of new forms, additional documentation, etc.), they may have to incur as a result of the proposed action.



[bookmark: _GoBack1]To the extent a pharmacy elects to place an AMS in a healthcare setting and supply the medications for use in the system, the proposed rule change will expand the types of locations where such devices can be placed. The proposed rule changes allow for AMS devices to be placed in state or local correctional facilities and unlicensed healthcare settings. Systems are available in a variety of configurations and the prices vary considerably.  The requirement for temperature monitoring of the drug storage areas may or may not increase the total cost of operating a system.  The use of such devices could reduce the amount of drug wastage in the location housing the system, which could lower the total cost of drugs used by the facility housing the system.



B. Also provide an estimate and a narrative description of any impact on receipts and/or income resulting from this rule or rule change to these groups.



The proposed rule changes will have no effect on receipts or revenue.



IV. EFFECTS ON COMPETITION AND EMPLOYMENT



Identify and provide estimates of the impact of the proposed action on competition and employment in the public and private sectors. Include a summary of any data, assumptions and methods used in making these estimates.



The proposed rule changes will not affect competition or employment.


FISCAL AND ECONOMIC IMPACT STATEMENT

WORKSHEET







Person Preparing	Malcolm J. Broussard		Dept.:	Dept. of Health

Statement:		Executive Director		

							Office:	Board of Pharmacy

Telephone:		225.925.6481		

							Title:	Prescription Monitoring Program

Return Address:	3388 Brentwood Drive

			Baton Rouge, LA 70809	Effective Date of Rule:	Upon promulgation

										November 1, 2020 (est.)



SUMMARY

(Use complete sentences)



In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.



I. ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule changes will require the Louisiana Board of Pharmacy (LBP) to publish the proposed and final rules in the state register, resulting in a one-time cost of $2,000 in FY 20 and $2,000 in FY 21.  There will be no additional expenditures or cost savings for LBP. 



The proposed rule change adds nine drugs, seven of which are used for the treatment of hepatitis to the definition of “Drugs of Concern” presently in the administrative rules: (1) elbasvir / grazoprevir, (2) glecaprevir / pibrentasvir, (3) ledipasvir / sofosbuvir, (4) ombitasvir / paretaprevir / ritonavir / dasabuvir, (5) sofosbuvir, (6) sofosbuvir / velpatasvir, and (7) sofosbuvir / velpatasvir / voxilaprevir.  The other drugs to be added are promethazine when present in oral liquid formulation and gabapentin.  To the extent other local governmental units report dispensing transactions of controlled substances and drugs of concern to the state prescription monitoring program, there may be a minimal cost for local governmental entities to update their dispensing information systems to include prescriptions for the nine listed drugs in their daily automated reports.



The proposed rule change removes several redundant definitions and other sections and also implements provisions of several legislative acts: Act 352 of 2012, Act 189 of the 2016 Regular Session, Acts 76 and 241 of the 2017 Regular Session, Act 232 of the 2018 Regular Session, and Act 80 of 2019. The revision of the administrative rules associated with the aforementioned acts align the rules with present administrative practice, and will not result in any additional costs or savings for the LBP or other state or local governmental units.





II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule changes will not affect revenue collections for state or local governmental units.





III. ESTIMATED  COSTS  AND/OR  ECONOMIC  BENEFITS  TO  DIRECTLY  AFFECTED  PERSONS, SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)



Pharmacies are already required to report their dispensing transactions for controlled substances and drugs of concern to the state prescription monitoring program.  Pharmacies which dispense any of the listed drugs in Part I will need to update their dispensing information system to classify the listed drugs as Drugs of Concern so the dispensing transactions for those listed drugs will be included in their daily reports to the state prescription monitoring program.  For some providers, there may be no cost to re-classify those drugs in their dispensing information system.  Other providers may need to incur an indeterminable cost to perform that process that is anticipated to be nominal.













IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)



The proposed rule change will not affect competition or employment.















____________________________		_____________________________

Signature of Agency Head or Designee			Legislative Fiscal Officer or Designee





Malcolm J. Broussard, Executive Director	              ___________________________________________

Typed Name and Title of Agency Head			Date of Signature



March 8, 2020_____________________

Date of Signature







The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the proposed rule.



A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules with amended portions indicated).



LBP proposes to amend the definition of “Drugs of Concern” in its chapter of rules for the state prescription monitoring program to include nine drugs, seven of which are used in the treatment of hepatitis: (1) elbasvir / grazoprevir, (2) glecaprevir / pibrentasvir, (3) ledipasvir / sofosbuvir, (4) ombitasvir / paretaprevir / ritonavir / dasabuvir, (5) sofosbuvir, (6) sofosbuvir / velpatasvir, and (7) sofosbuvir / velpatasvir / voxilaprevir.  The other two drugs to be added are promethazine when present in oral liquid formulation as well as gabapentin.  Since pharmacies are required to report their dispensing transactions for all controlled substances and drugs of concern to the state prescription monitoring program, the effect of this rule is to require pharmacies to include their dispensing transactions of these nine drugs in their automated daily reports to the state prescription monitoring program.



The proposed rule change removes several definitions of various terms and other sections of rules that duplicate provisions of the Prescription Monitoring Program Law (R.S. 40:1001 to 1014).  Other proposed rule changes implement provisions of several legislative acts: Act 352 of 2012 Legislature, Act 189 of 2016 Legislature, Acts 76 and 241 of 2017 Legislature, Act 232 of 2018 Legislature, and Act 80 of 2019 Legislature. 



B. Summarize the circumstances, which require this action. If the Action is required by federal regulation, attach a copy of the applicable regulation.



The Dept. of Health and Dept. of Public Safety & Corrections established the Statewide Hepatitis C Elimination Project on July 15, 2019.  A critical element of the project is a unique subscription pricing arrangement with the manufacturer of sofosbuvir, whereby the state is financially incentivized to treat as many Louisiana patients as possible before the project terminates on July 15, 2024.  To identify all Louisiana patients receiving treatment for hepatitis, the departments asked LBP to identify these seven drugs as Drugs of Concern; that action will require the pharmacies dispensing these hepatitis drugs to include those dispensing transactions in their daily reports to the state prescription monitoring program (PMP).  The Dept. of Health’s epidemiologist has statutory authority to access the PMP data for public health surveillance purposes.



The Louisiana Prescription Monitoring Program Advisory Council requested the Board to add two highly abused drugs to the list of Drugs of Concern: promethazine when present in oral liquid formulation as well as gabapentin.  LBP agreed with the Council.   



C. Compliance with Act 11 of the 1986 First Extraordinary Session



(1) Will the proposed rule change result in any increase in the expenditure of funds? If so, specify amount and source of funding.



LBP has allocated $2,000 each for printing the Notice of Intent and the Final Rule.  LBP operates on self-generated funds.

















(2) If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the associated expenditure increase?



(a)  		Yes. If yes, attach documentation.



(b)     No		NO. If no, provide justification as to why this rule change should be published at this time



The state has a need to identify Louisiana citizens receiving treatment for hepatitis as soon as possible. Since pharmacies submit daily reports to the state PMP, the department will have timely access to the data they need to ensure treatment for as many citizens as possible during the five-year life of the project.



I. A.  COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED



1. What is the anticipated increase (decrease) in costs to implement the proposed action?



		COSTS

		FY 20

		FY 21

		FY 22



		Personal Services

		

		

		



		Operating Expenses Professional Services

		         $ 2,000

		                 $ 2,000

		                 $        0



		Other Charges

		

		

		



		Equipment

		

		

		



		Major Repairs & Constr.

		

		

		



		TOTAL

		         $ 2,000

		                 $ 2,000

		                 $        0



		POSITIONS (#)

		

		

		







2. Provide a narrative explanation of the costs or savings shown in "A. 1.",  including  the increase or reduction in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in calculating these costs.



The proposed rule change will result in a one-time expenditure of $2,000 in FY 20 and a similar $2,000 expenditure in FY21 for LBP to publish the rule changes.  There will be no additional expenditures or cost savings for LBP.

3. Sources of funding for implementing the proposed rule or rule change.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          $ 2,000

		                $ 2,000

		                $         0



		Federal Funds

		

		

		



		Other (Specify)

		

		

		



		TOTAL

		          $ 2,000

		                $ 2,000

		                $         0







4. Does your agency currently have sufficient funds to implement the proposed action? If not, how and when do you anticipate obtaining such funds?



LBP has sufficient funds available to implement the proposed rule changes.



B. COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED.



1. Provide an estimate of the anticipated impact of the proposed action on local governmental units, including adjustments in workload and paperwork requirements. Describe all data, assumptions and methods used in calculating this impact.



2. Indicate the sources of funding of the local governmental unit, which will be affected by these costs or savings.



The proposed rule changes add nine new drugs to the list of Drugs of Concern in the administrative rules.  Pharmacies are required to report their dispensing transactions of drugs of concern to the state prescription monitoring program.  To the extent other local governmental units operate pharmacies which report dispensing transactions to the state prescription monitoring program, there may be a minimal cost for those pharmacies to update their information systems to include prescriptions for the newly-listed drugs in their reports.  LBP does not anticipate any cost savings from the proposed rule changes.



II. EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS



A. What increase (decrease) in revenues can be anticipated from the proposed action?





The proposed rule changes will not affect revenue collections for state or local governmental units.



		REVENUE INCREASE/DECREASE

		FY 20

		FY 21

		FY 22



		

State General Fund                                                                                                                                                                                                                                        Agency Self-Generated Dedicated Funds* Federal Funds

Local Funds

		

		

		



		TOTAL

		     None                                 

		              None                                  

		[bookmark: _GoBack]                None







*Specify the particular fund being impacted.



B. Provide a narrative explanation of each increase or decrease in revenues shown in "A."  Describe all data, assumptions, and methods used in calculating these increases or decreases.



III. COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NONGOVERNMENTAL GROUPS



A. What persons, small businesses, or non-governmental groups would be directly affected by the proposed action? For each, provide an estimate and a narrative description of any effect on costs, including workload adjustments and additional paperwork (number of new forms, additional documentation, etc.), they may have to incur as a result of the proposed action.



Pharmacies are already required to report their dispensing transactions for controlled substances and drugs of concern to the state prescription monitoring program.  Pharmacies which dispense any of the listed drugs in Part I will need to update their dispensing information system to classify the listed drugs as Drugs of Concern so the dispensing transactions for those listed drugs will be included in their daily reports to the state prescription monitoring program.  For some providers, there may be no cost to re-classify those drugs in their dispensing information system.  Other providers may need to incur an indeterminable cost to perform that process that is anticipated to be nominal.



B. Also provide an estimate and a narrative description of any impact on receipts and/or income resulting from this rule or rule change to these groups.



The proposed rule changes will have no effect on receipts or revenue.



IV. EFFECTS ON COMPETITION AND EMPLOYMENT



Identify and provide estimates of the impact of the proposed action on competition and employment in the public and private sectors. Include a summary of any data, assumptions and methods used in making these estimates.



The proposed rule changes will not affect competition or employment.


FISCAL AND ECONOMIC IMPACT STATEMENT

WORKSHEET







[bookmark: _GoBack]Person Preparing	Malcolm J. Broussard		Dept.:	Dept. of Health

Statement:		Executive Director		

							Office:	Board of Pharmacy

Telephone:		225.925.6481		

							Title:	Pharmacist License  Display

Return Address:	3388 Brentwood Drive

			Baton Rouge, LA 70809	Effective Date of Rule:	Upon promulgation

										November 1, 2020 (est.)



SUMMARY

(Use complete sentences)



In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.



I. ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule change will require the Louisiana Board of Pharmacy (LBP) to publish the proposed and final rules in the state register, resulting in a one-time cost of $1,000 in FY 20 and $1,000 in FY 21.  There will be no additional expenditures or cost savings for LBP or other state or local governmental units. 



The proposed rule change repeals the requirement for a pharmacist to publicly display the current renewal of their license; it corrects a drafting oversight in 2012 when LBP repealed the requirement for all of its licensees, except pharmacies, to publicly display the current renewal of their credentials. 





II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule change will not affect revenue collections for state or local governmental units.





III. ESTIMATED  COSTS  AND/OR  ECONOMIC  BENEFITS  TO  DIRECTLY  AFFECTED  PERSONS, SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)



The proposed rule change will relieve a pharmacist from the obligation to publicly display their current license renewal or a copy thereof.  





IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)





The proposed rule change will not affect competition or employment.







____________________________		_____________________________

Signature of Agency Head or Designee			Legislative Fiscal Officer or Designee





Malcolm J. Broussard, Executive Director	              ___________________________________________

Typed Name and Title of Agency Head			Date of Signature



March 8, 2020_____________________

Date of Signature

























The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the proposed rule.



A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules with amended portions indicated).



The Board proposes to repeal the requirement for a pharmacist to publicly display the current renewal of their pharmacist license.  This will correct a drafting oversight from 2012 when the Board repealed the requirement for all of its licensees, except pharmacies, to publicly display the current renewal of their credentials.  Verification of any credential is available at the Board’s website.



B. Summarize the circumstances, which require this action. If the Action is required by federal regulation, attach a copy of the applicable regulation.



The Board intends to transition its credentials from paper to virtual documents.  The proposed rule change corrects a drafting oversight from 2012 when the Board repealed the requirement for all of its licensees, except pharmacies, to publicly display paper copies of their credentials.



C. Compliance with Act 11 of the 1986 First Extraordinary Session



(1) Will the proposed rule change result in any increase in the expenditure of funds? If so, specify amount and source of funding.



LBP has allocated $1,000 each for printing the Notice of Intent and the Final Rule.  LBP operates on self-generated funds.



(2) If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the associated expenditure increase?



(a)  		Yes. If yes, attach documentation.



(b)     No		NO. If no, provide justification as to why this rule change should be published at this time



The Board seeks to correct a drafting oversight from 2012 when it repealed the requirement for all of its licensees, except pharmacies, to publicly display paper copies of their credentials.



I. A.  COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED



1. What is the anticipated increase (decrease) in costs to implement the proposed action?



		COSTS

		FY 20

		FY 21

		FY 22



		Personal Services

		

		

		



		Operating Expenses Professional Services

		         $ 1,000

		                 $ 1,000

		                 $        0



		Other Charges

		

		

		



		Equipment

		

		

		



		Major Repairs & Constr.

		

		

		



		TOTAL

		         $ 1,000

		                 $ 1,000

		                 $        0



		POSITIONS (#)

		

		

		







2. Provide a narrative explanation of the costs or savings shown in "A. 1.",  including  the increase or reduction in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in calculating these costs.



The proposed rule change will require the Louisiana Board of Pharmacy (LBP) to publish the proposed and final rules in the state register, resulting in a one-time cost of $1,000 in FY 20 and $1,000 in FY 21.  There will be no additional expenditures or cost savings for LBP or other state or local governmental units. 







3. Sources of funding for implementing the proposed rule or rule change.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          $ 1,000

		                $ 1,000

		                $         0



		Federal Funds

		

		

		



		Other (Specify)

		

		

		



		TOTAL

		          $ 1,000

		                $ 1,000

		                $         0







4. Does your agency currently have sufficient funds to implement the proposed action? If not, how and when do you anticipate obtaining such funds?



LBP has sufficient funds available to implement the proposed rule changes.



B. COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED.



1. Provide an estimate of the anticipated impact of the proposed action on local governmental units, including adjustments in workload and paperwork requirements. Describe all data, assumptions and methods used in calculating this impact.



2. Indicate the sources of funding of the local governmental unit, which will be affected by these costs or savings.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          

		               

		               



		Federal Funds

		

		

		



		Other (Specify)

		

		

		



		TOTAL

		            None                                      

		                   None                          

		                   None









The proposed rule change does not impact local governmental units.



II. EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS



A. What increase (decrease) in revenues can be anticipated from the proposed action?



The proposed rule changes will not affect the revenue collections for state or local governmental units.





		REVENUE INCREASE/DECREASE

		FY 20

		FY 21

		FY 22



		

State General Fund                                                                                                                                                                                                                                        Agency Self-Generated Dedicated Funds* Federal Funds

Local Funds

		

		

		



		TOTAL

		     None                                 

		              None                                  

		                None







*Specify the particular fund being impacted.



B. Provide a narrative explanation of each increase or decrease in revenues shown in "A."  Describe all data, assumptions, and methods used in calculating these increases or decreases.



III. COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NONGOVERNMENTAL GROUPS



A. What persons, small businesses, or non-governmental groups would be directly affected by the proposed action? For each, provide an estimate and a narrative description of any effect on costs, including workload adjustments and additional paperwork (number of new forms, additional documentation, etc.), they may have to incur as a result of the proposed action.



The proposed rule change will relieve a pharmacist from the obligation to publicly display their current license renewal or a copy thereof.  



B. Also provide an estimate and a narrative description of any impact on receipts and/or income resulting from this rule or rule change to these groups.



The proposed rule changes will have no effect on receipts or revenue.











IV. EFFECTS ON COMPETITION AND EMPLOYMENT



Identify and provide estimates of the impact of the proposed action on competition and employment in the public and private sectors. Include a summary of any data, assumptions and methods used in making these estimates.



The proposed rule changes will not affect competition or employment.


FISCAL AND ECONOMIC IMPACT STATEMENT

WORKSHEET







Person Preparing	Malcolm J. Broussard		Dept.:	Dept. of Health

Statement:		Executive Director		

							Office:	Board of Pharmacy

Telephone:		225.925.6481		

							Title:	Marijuana Pharmacy

Return Address:	3388 Brentwood Drive

			Baton Rouge, LA 70809	Effective Date of Rule:	Upon promulgation

										November 1, 2020 (est.)



SUMMARY

(Use complete sentences)



In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a fiscal and economic impact statement on the rule proposed for adoption, repeal or amendment. THE FOLLOWING STATEMENTS SUMMARIZE ATTACHED WORKSHEETS, I THROUGH IV AND WILL BE PUBLISHED IN THE LOUISIANA REGISTER WITH THE PROPOSED AGENCY RULE.



I. ESTIMATED IMPLEMENTATION COSTS (SAVINGS) TO STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule change will require the Louisiana Board of Pharmacy (LBP) to publish the proposed and final rules in the state register, resulting in a one-time expense of $1,000 in FY 20 and $1,000 in FY 21. There will be no additional expenditures or cost savings for LBP or other state or local governmental units. 



The proposed rule change repeals the limitation that a single container hold no more than a one-month supply of marijuana.  The proposed rule change also repeals the limitation that a marijuana pharmacy may not sell prescription drugs, allowing marijuana pharmacies to sell prescriptions drugs that are not controlled substances.





II. ESTIMATED EFFECT ON REVENUE COLLECTIONS OF STATE OR LOCAL GOVERNMENTAL UNITS (Summary)



The proposed rule change will not affect revenue collections for state or local governmental units.





III. ESTIMATED  COSTS  AND/OR  ECONOMIC  BENEFITS  TO  DIRECTLY  AFFECTED  PERSONS, SMALL BUSINESSES, OR NON-GOVERNMENTAL GROUPS (Summary)



The proposed rule change will allow the pharmacist at a marijuana pharmacy to dispense a single container that may contain more or less than a one-month supply of marijuana.  In addition, marijuana pharmacies will be allowed to dispense prescription drugs that are not classified as controlled substances. That allowance may improve the economic viability of marijuana pharmacies, which is currently restricted to marijuana products, over-the-counter medications, and other retail items.



[bookmark: _GoBack][bookmark: _GoBack]

IV. ESTIMATED EFFECT ON COMPETITION AND EMPLOYMENT (Summary)



The proposed rule change will not affect competition; however, it could improve employment if the economic viability of marijuana pharmacies is improved.





____________________________		_____________________________

Signature of Agency Head or Designee			Legislative Fiscal Officer or Designee





Malcolm J. Broussard, Executive Director	              ___________________________________________

Typed Name and Title of Agency Head			Date of Signature



March 8, 2020_____________________

Date of Signature

















The following information is required in order to assist the Legislative Fiscal Office in its review of the fiscal and economic impact statement and to assist the appropriate legislative oversight subcommittee in its deliberation on the proposed rule.



A. Provide a brief summary of the content of the rule (if proposed for adoption, or repeal) or a brief summary of the change in the rule (if proposed for amendment). Attach a copy of the notice of intent and a copy of the rule proposed for initial adoption or repeal (or, in the case of a rule change, copies of both the current and proposed rules with amended portions indicated).



The Board proposes to repeal the limitation that a single container hold no more than a one-month supply of marijuana.  The Board also proposes to repeal the limitation that a marijuana pharmacy cannot dispense regular prescription drugs that are not controlled substances.



B. Summarize the circumstances, which require this action. If the Action is required by federal regulation, attach a copy of the applicable regulation.



For a cannabis naïve patient, a single one-ounce container of the tincture product currently available may last more than one month.  With continued treatment and the development of tolerance that same container may last less than one month.  The product container includes a calibrated dropper.  Dispensing less than one ounce in another container without a calibrated dropper could lead to dosing errors.

The current rule limits a marijuana pharmacy to the sale of approved marijuana products, over-the-counter medications, and other retail items.  The Board proposes to relax that limitation to allow marijuana pharmacies to dispense regular prescription drugs that are not controlled substances.  This proposed change may improve the economic viability of the marijuana pharmacy.  For as long as marijuana remains listed in Schedule I of the federal list of controlled substances, they will not be able to dispense any controlled substances as well as marijuana products due to the violation of the federal controlled substance law.



C. Compliance with Act 11 of the 1986 First Extraordinary Session



(1) Will the proposed rule change result in any increase in the expenditure of funds? If so, specify amount and source of funding.



LBP has allocated $1,000 each for printing the Notice of Intent and the Final Rule.  LBP operates on self-generated funds.



(2) If the answer to (1) above is yes, has the Legislature specifically appropriated the funds necessary for the associated expenditure increase?



(a)  		Yes. If yes, attach documentation.



(b)     No		NO. If no, provide justification as to why this rule change should be published at this time



The Board operates on self-generated funds, and they have determined the proposed rule changes are in the public’s best interest.



I. A.  COSTS OR SAVINGS TO STATE AGENCIES RESULTING FROM THE ACTION PROPOSED



1. What is the anticipated increase (decrease) in costs to implement the proposed action?



		COSTS

		FY 20

		FY 21

		FY 22



		Personal Services

		

		

		



		Operating Expenses Professional Services

		         $ 1,000

		                 $ 1,000

		                 $        0



		Other Charges

		

		

		



		Equipment

		

		

		



		Major Repairs & Constr.

		

		

		



		TOTAL

		         $ 1,000

		                 $ 1,000

		                 $        0



		POSITIONS (#)

		

		

		







2. Provide a narrative explanation of the costs or savings shown in "A. 1.",  including  the increase or reduction in workload or additional paperwork (number of new forms, additional documentation, etc.) anticipated as a result of the implementation of the proposed action. Describe all data, assumptions, and methods used in calculating these costs.



The proposed rule change will result in a one-time expenditure of $1,000 in FY 20 and a similar $1,000 expenditure in FY21 for LBP to publish the rule changes.  There will be no additional expenditures or cost savings for LBP.

3. Sources of funding for implementing the proposed rule or rule change.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          $ 1,000

		                $ 1,000

		                $         0



		Federal Funds

		

		

		



		Other (Specify)

		

		

		



		TOTAL

		          $ 1,000

		                $ 1,000

		                $         0







4. Does your agency currently have sufficient funds to implement the proposed action? If not, how and when do you anticipate obtaining such funds?



LBP has sufficient funds available to implement the proposed rule changes.



B. COST OR SAVINGS TO LOCAL GOVERNMENTAL UNITS RESULTING FROM THE ACTION PROPOSED.



1. Provide an estimate of the anticipated impact of the proposed action on local governmental units, including adjustments in workload and paperwork requirements. Describe all data, assumptions and methods used in calculating this impact.



2. Indicate the sources of funding of the local governmental unit, which will be affected by these costs or savings.



		SOURCE

		FY 20

		FY 21

		FY 22



		State General Fund

		

		

		



		Agency Self-Generated Dedicated

		          

		               

		               



		Federal Funds

		

		

		



		Other (Specify)

		

		

		



		TOTAL

		            None                                      

		                   None                          

		                   None









The proposed rule change does not impact local governmental units.



II. EFFECT ON REVENUE COLLECTIONS OF STATE AND LOCAL GOVERNMENTAL UNITS



A. What increase (decrease) in revenues can be anticipated from the proposed action?



The proposed rule changes will not affect the revenue collections for state or local governmental units.





		REVENUE INCREASE/DECREASE

		FY 20

		FY 21

		FY 22



		

State General Fund                                                                                                                                                                                                                                        Agency Self-Generated Dedicated Funds* Federal Funds

Local Funds

		

		

		



		TOTAL

		     None                                 

		              None                                  

		                None







*Specify the particular fund being impacted.



B. Provide a narrative explanation of each increase or decrease in revenues shown in "A."  Describe all data, assumptions, and methods used in calculating these increases or decreases.



III. COSTS AND/OR ECONOMIC BENEFITS TO DIRECTLY AFFECTED PERSONS, SMALL BUSINESSES, OR NONGOVERNMENTAL GROUPS



A. What persons, small businesses, or non-governmental groups would be directly affected by the proposed action? For each, provide an estimate and a narrative description of any effect on costs, including workload adjustments and additional paperwork (number of new forms, additional documentation, etc.), they may have to incur as a result of the proposed action.



The proposed rule change will allow a pharmacist dispensing medical marijuana to dispense those products in their original containers and will preclude the necessity to purchase other types of empty containers and associated supplies.  There are no recordkeeping or reporting requirements 



associated with the proposed rule change.



B. Also provide an estimate and a narrative description of any impact on receipts and/or income resulting from this rule or rule change to these groups.



The proposed rule changes will have no effect on receipts or revenue.



IV. EFFECTS ON COMPETITION AND EMPLOYMENT



Identify and provide estimates of the impact of the proposed action on competition and employment in the public and private sectors. Include a summary of any data, assumptions and methods used in making these estimates.



The proposed rule change will not affect competition.  However, to the extent a marijuana pharmacy elects to begin selling other prescription drugs, that decision may improve the economic viability of the pharmacy, which in turn, could improve employment opportunities at that pharmacy.
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Regular Session, 2012 ACT NO 352 ENROLLED

SENATE BILL NO. 112

BY SENATOR JOHNS

AN ACT
To amend and reenact R.S. 40:1007(A), (B), (G), and (H), and to enact R.S. 40:1007(1) and
(J), relativeto the LouisianaBoard of Pharmacy; relative to the Uniform Controlled
Dangerous Substance L aw; to providefor accessto prescription monitoring program
information; and to provide for related matters.
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 40:1007(A), (B), (G), and (H) are hereby amended and reenacted and
R.S. 40:1007(l) and (J) are hereby enacted to read as follows:
81007. Access to prescription monitoring information

A. Except as provided in Subsections C, D, E, F, and G, H, and | of this

Section, prescription monitoring information submitted to the board shall be
protected health information, not subject to public or open recordslaw, including but
not limitedto R.S. 44:1 et seq., and not subj ect to disclosure. Prescription monitoring
information shall not be available for civil subpoena nor shall such information be
disclosed, discoverable, or compelled to be produced in any civil proceeding nor
shall such records be deemed admissible as evidencein any civil proceeding for any
reason. Notwithstanding this provision, law enforcement and professional licensing,
certification, or regulatory agencies may utilize prescription monitoring information
in the course of any investigation and subsequent criminal and administrative
proceedings, but only in accordance with federal and state law and the requirements
of this Part.

B. The board shall maintain procedures to ensure that the privacy and
confidentiality of patients and patient information collected, recorded, transmitted,
and maintained is not disclosed to persons or entities except asin Subsections C, D,

E, F, and G, H, and | of this Section.

* * *

G. The board may provide prescription monitoring information in
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response to queries from prescription monitoring programs located in other

states, through its participation in a secure inter state data exchange system.

However , the board shall not provide prescription monitoring information to

prescription monitoring programslocated in other statesunlessthelaws of the

state receiving the infor mation provide at a minimum both of the following:

(1) That the prescription monitoring information is protected health

information, not subject to the Public Records Law, and not subject to

disclosure.

(2)That the prescription monitoring infor mation shall not be subject to

civil subpoena, nor shall such information be disclosed, discoverable, or

compelled to be produced in any civil proceeding, nor shall such records be

deemed admissible as evidence in any civil proceeding for any reason.

H. The board may provide prescription monitoring information to

authorized users of the prescription monitoring program via a state health

information exchange or other third party conduit that has been approved by

the board.

& |. The board may provide prescription monitoring information to an
individual who requests his personal prescription monitoring information in
accordance with procedures established by board regulation.

H J. The board and the advisory council shall beimmune from civil liability
arising from inaccuracy of any of the information submitted to the board pursuant

to this Part.

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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2016 Regular Session ncT “0 189 ENROLLED

SENATE BILL NO. 56

BY SENATOR JOHNS

AN ACT
To enact R.S. 40:1006(G), relative to the state prescription monitoring program; to provide
for rulemaking regarding standards for prescription monitoring information; and to
provide for related matters.
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 40:1006(G) is hereby enacted to read as follows:
§1006. Reporting of prescription monitoring information

% % %

G. The board shall establish by rulemaking standards for the retention,

archiving, and destruction of prescription monitoring information.

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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2017 Regular Session nc'l' No 16 ENROLLED

SENATE BILL NO. 55

BY SENATORS MILLS AND THOMPSON AND REPRESENTATIVES BAGNERIS,
BILLIOT, HENSGENS, HOFFMANN, HOWARD, JACKSON,
JOHNSON, LEBAS, LYONS, DUSTIN MILLER, MORENO,
NORTON, POPE, STAGNI, THIBAUT AND WHITE

Prefiled pursuant to Article III, Section 2(A)(4)(b)(i) of the Constitution of Louisiana.

AN ACT
To amend and reenact R.S. 40:973(A) and 978(F) and to enact R.S. 40:978.3, relative to
prescribing controlled dangerous substances; to provide for automatic renewal in the
prescription monitoring program; to provide for mandated access of the program by
prescribers; to provide for exceptions; to provide for continuing education
requirements; to provide for rulemaking; to provide for effective dates; and to
provide for related matters.
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 40:973(A) and 978(F) are hereby amended and reenacted to read as
follows:
§973. Licensing requirements

A.(1) Every person who conducts research with, manufactures, distributes,

procures, possesses, prescribes, or dispenses any controlled dangerous substance

within this state or who proposes to engage in the research, manufacture,

distribution, procurement, possession, prescribing, or dispensing of any controlled

dangerous substance within this state; shall obtain a controlled dangerous

substance license issued by the Board of Pharmacy in accordance with the rules and

regulations promulgated by it prior to engaging in such activity.

(2) Upon initial application or upon renewal of a controlled dangerous

substance license from the Board of Pharmacy, a prescribing practitioner shall

automatically and without further action be registered as a participant in the

Prescription Monitoring Program established in R.S. 40:1001 et seq. For

purposes of this Subsection, practitioner shall include those with prescription

Page 1 of 4
Coding: Words which are struck-through are deletions from existing law;
words in boldface type and underscored are additions.




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

29

30

SB NO. 55 ENROLLED

authority for controlled substances in Louisiana, excluding veterinarians.

% % %

§978. Prescriptions

F.(1) A prescriber or his delegate shall access and review the patient's

record in the Prescription Monitoring Program prior to initially prescribing any

Schedute Heontrolteddangeroussubstance opioid to a patient and shall access the

Prescription Monitoring Program and review the patient's record atleast every

ninety days if the patient's course of treatment continues for more than ninety

requirement established in this Subsection shall not apply in the following

instances:

(a) The drug is prescribed or administered to a hospice patient or to any

other patient who has been diagnosed as terminally ill.

(b) The drug is prescribed or administered for the treatment of

cancer-related chronic or intractable pain.

(¢) The drug is ordered or administered to a patient being treated in a

hospital.

(d) The Prescription Monitoring Program is inaccessible or not

functioning properly due to an internal or external electronic issue. However,

the prescriber or his delegate shall check the Prescription Monitoring Program

once electronic accessability has been restored and note the cause for the delay

in the patient's chart.

(e) No more than a single seven-day supply of the drug is prescribed or

administered to a patient.

(2) The provisions of this Subsection shall be enforced by the health

profession licensing board that regulates the prescriber. Each health profession

licensing board that regulates prescribers shall promulgate rules and

regulations in accordance with the Administrative Procedure Act to comply

with the mandate in this Subsection. If a health profession licensing board
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SB NO. 55 ENROLLED

becomes aware of a prescriber's failure to comply with this Subsection, the

board shall treat the notification as a complaint against the licensee, but shall

not consider such notice as evidence of deviation from standard of care.

Section 2. R.S. 40:978.3 is hereby enacted to read as follows:

§978.3. Continuing education for the prescribing of controlled substances

A.The continuing education requirement established in this Section shall

apply to all practitioners with prescriptive authority in Louisiana that have a

controlled dangerous substance license in Louisiana.

B. Each licensing board that regulates practitioners with prescriptive

authority in Louisiana shall establish continuing education requirements as a

prerequisite to license renewal. Each board shall develop continuing education

criteria, to include drug diversion training, best practice prescribing of

controlled substances, appropriate treatment for addiction, and any other

matters regarding the prescribing of controlled dangerous substances that are

deemed appropriate by the board. Rules and regulations to implement this

Section shall be promulgated in accordance with the Administrative Procedure

Act. Such rules shall include all of the following:

(1) Each practitioner with prescriptive authority in Louisiana who holds

a controlled dangerous substance license shall obtain three credit hours of

continuing education as a prerequisite to license renewal with their professional

licensing board. Successful completion of this requirement once shall satisfy the

requirement in full.

(2) A practitioner with prescriptive authority in Louisiana who has a

controlled dangerous substance license shall be exempt from the continuing

education requirements for license renewal established in this Section if he

completes and submits to his licensing board a certification form developed by

his licensing board attesting that he has not prescribed, administered, or

dispensed a controlled dangerous substance during the entire applicable

reporting period. The licensing board shall verify the attestation of the

prescriber through the Prescription Monitoring Program.
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C. The licensing board shall provide its members with information on

how to access the continuing education courses as required by this Section and

shall retain annual compliance documentation that shall be submitted to the

Senate and House committees on health and welfare to demonstrate aggregate

prescriber compliance. No license shall be renewed for an individual who fails

to comply with the provisions of this Section.

D. The continuing education hours required by this Section shall be

considered among the credit hours required of the prescriber by the licensing

board on and after August 1, 2017, and shall not be considered an additional

requirement to be met by a prescriber.

Section 3. This Section, Section 1, and Section 4 of this Act shall become effective
upon signature by the governor or, if not signed by the governor, upon expiration of the time
for bills to become law without signature by the governor, as provided by Article III, Section
18 of the Constitution of Louisiana. If vetoed by the governor and subsequently approved
by the legislature, this Act shall become effective on the day following such approval.

Section 4. Section 2 of this Act shall become effective on January 1, 2018.

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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SENATE BILL NO. 96
BY SENATORS JOHNS AND THOMPSON

Prefiled pursuant to Article III, Section 2(A)(4)(b)(i1) of the Constitution of Louisiana.

AN ACT

To amend and reenact R.S. 40:1007(A), (B), the introductory paragraph of (E), the
introductory paragraph of (F), (I), and (J), 1008(A), and 1009(A) and (B) and to
enact R.S. 40:1003(15) and 1007(E)(5), (6), and (7), and (K), relative to the
prescription monitoring program; to provide for definitions; to provide for access to
prescription monitoring information; to provide for immunity; to provide for
education and training; to provide for penalties; to provide for an effective date; and
to provide for related matters.

Be it enacted by the Legislature of Louisiana:

Section 1. R.S. 40:1007(A), (B), the introductory paragraph of (E), the introductory
paragraph of (F), (I), and (J), 1008(A), and 1009(A) and (B) are hereby amended and
reenacted and R.S. 40:1003(15) and 1007(E)(5), (6), and (7), and (K) are hereby enacted to
read as follows:

§1003. Definitions

As used in this Part, the following terms shall have the meaning ascribed to

them unless the context clearly indicates otherwise:

% % %
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SB NO. 96 ENROLLED

(15)(a) "Audit trail information'" means information submitted or

produced regarding requests for prescription monitoring program data that the

board or other individual as specified by this Part uses to help monitor

compliance with this Part and other applicable statutes, rules, or regulations.

(b) "Audit trail information'" shall not include any information

produced or requested by the Louisiana legislative auditor.

% % %

§1007. Access to prescription monitoring information and audit trail information

A. Except as provided in Subsections C, D, E, F, G, H, and I of this Section,

prescription monitoring information submitted to the board and audit trail

information shall be protected health information, not subject to public or open
records law, including but not limited to R.S. 44:1 et seq., and not subject to

disclosure. Prescription monitoring information and audit trail information shall

not be available for civil subpoena from the board nor shall such information be
disclosed, discoverable, or compelled to be produced in any civil proceeding nor
shall such records be deemed admissible as evidence in any civil proceeding for any
reason. Notwithstanding this provision, law enforcement and professional licensing,
certification, or regulatory agencies may utilize prescription monitoring information

and audit trail information in the course of any investigation and subsequent

criminal and administrative proceedings, but only in accordance with federal and
state law and the requirements of this Part.
B. The board shall maintain procedures to ensure that the privacy and

confidentiality of patients and patient information collected, recorded, transmitted,

and maintained, as well as audit trail information, is not disclosed to persons or

entities except as in Subsections C, D, E, F, G, H, and I, and J of this Section.

% % %

E. The following persons;after-suceessful-completionof-theeducationat
courses tdentifred-mR-5-46-1608; may access prescription monitoring information

at no cost and in the same or similar manner, and for the same or similar purposes,

as those persons are authorized to access similar protected health information under
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SB NO. 96 ENROLLED

federal and state law and regulation:

% % %

(5) A medical examiner or coroner, or a delegate thereof, for the purpose

of investigating an individual's death.

(6) A licensed substance abuse addiction counselor providing services as

part of a state-licensed substance abuse or addiction treatment program.

(7) A probation or parole officer for the purpose of monitoring an

offender's compliance with participation in a drug diversion program or with

other conditions of probation or parole related to monitored drugs.

F. The board may provide a report containing prescription monitoring
information upon application of local, state, out-of-state, and federal law

enforcement or prosecutorial officials, including judicially supervised specialty

courts within the criminal justice system that are authorized by the Louisiana

Supreme Court, engaged in the administration, investigation, or enforcement of the

laws governing controlled substances or other drugs of concern in compliance with

and as limited by the relevant requirements of any of the following:

I. The board may provide prescription monitoring information to an

accordance with procedures established by board regulation:

(1) An individual who requests his personal prescription monitoring

information.

(2) A parent, legal guardian, or legal healthcare agent, for the purpose

of reviewing the history of monitored drugs dispensed to a child or an individual

for whom the agent makes healthcare decisions, to the extent consistent with

federal and state confidentiality laws and regulations.

(3) An executor of a will, or a court-appointed succession representative

of an estate, for the purpose of reviewing the history of monitored drugs

dispensed to a deceased individual.
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SB NO. 96 ENROLLED

to—thtsPart: The board may disclose audit trail information to individuals

identified in Paragraph (E)(2) and Subsections F and I of this Section for use in

an active investigation of an individual who submitted requests for prescription

monitoring information.

K.(1) The board and advisory council shall not be subject to civil

liability, administrative action, or other legal or equitable relief for any of the

following:

(a) Failure to possess prescription monitoring information that was not

reported to the board.

(b) Release of prescription monitoring information or audit trail

information that was factually incorrect.

(¢c) Release of prescription monitoring information or audit trail

information to the wrong person or entity.

(d) Unlawful access to prescription monitoring information by an

individual, or unlawful disclosure or use of prescription monitoring information

by an individual who requested and received prescription monitoring

information pursuant to this Section.

(2) A dispenser or reporting agent shall not be subject to civil liability,

administrative action, or other legal or equitable relief for reporting

prescription monitoring information to the board.

(3) A prescriber, dispenser, or other individual, agency, or entity in

proper possession of prescription monitoring information or audit trail

information pursuant to this Part shall not be subject to civil liability,

administrative action, or other legal or equitable relief for accessing, using, or

disclosing prescription monitoring information or audit trail information

pursuant to the provisions of this Section.

§1008. Education and treatment

A. The board shall, in consultation with and upon the recommendation of the
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SB NO. 96 ENROLLED

advisory council, implement the following education courses:

3) A course for persons who are authorized to access the prescription

monitoring information, but who have violated the laws or breached occupational
standards involving the prescribing, dispensing, or use of any controlled substances
or drugs monitored by the prescription monitoring program.

4)(2) A continuing education course for heatthreare healthcare providers or
professionals on prescribing practices, pharmacology, and the identification,
treatment, and referral of a patient addicted to or abusing controlled substances or
drugs monitored by the prescription monitoring program.

% % %
§1009. Unlawful acts and penalties
A. A dispenser who fails to submit prescription monitoring information to the

board as required by this Part, or who fails to correct or amend data after

notification by the board, shall be referred to the appropriate professional licensing,

certification, or regulatory agency for administrative sanctions as deemed
appropriate by that agency.

B. A person or entity authorized to possess prescription monitoring
information pursuant to this Part who knowingly accesses or discloses such
information in violation of this Part shall be referred to the appropriate professional
licensing, certification, or regulatory agency for administrative sanctions as deemed
appropriate by that agency and may, upon criminal conviction, be imprisoned, with
or without hard labor, for not more than five years, and in addition, may be fined not
more than five thousand dollars.

% % %

Section 2. This Act shall become effective upon signature by the governor or, if not

signed by the governor, upon expiration of the time for bills to become law without signature
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by the governor, as provided by Article III, Section 18 of the Constitution of Louisiana. If
vetoed by the governor and subsequently approved by the legislature, this Act shall become

effective on the day following such approval.

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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SENATE BILL NO. 109

BY SENATOR JOHNS

AN ACT
To enact R.S. 40:1007(E)(8), relative to access to prescription monitoring information; to
provide for access by certain Louisiana Department of Health epidemiologists; and
to provide for related matters.
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 40:1007(E)(8) is hereby enacted to read as follows:
§1007. Access to prescription monitoring information and audit trail information
% % %

E. The following persons may access prescription monitoring information at
no cost and in the same or similar manner, and for the same or similar purposes, as
those persons are authorized to access similar protected health information under
federal and state law and regulation:

% % %

(8) An epidemiologist with the Louisiana Department of Health for the

purpose of assisting the board in analyzing prescription monitoring information

in order to conduct public health evaluations to support public policy and

education pursuant to an agreement with the board.

% % %

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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SENATE BILL NO. 53
BY SENATOR JOHNS

Prefiled pursuant to Article III, Section 2(A)(4)(b)(i1) of the Constitution of Louisiana.

AN ACT
To amend and reenact R.S. 40:1007(G), relative to prescription monitoring information; to
provide for access to prescription monitoring information to certain queries from
other states, territories, federal districts, and federal jurisdictions; to provide for
limited use; and to provide for related matters.
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 40:1007(G) is hereby amended and reenacted to read as follows:
§1007. Access to prescription monitoring information and audit trail information
% % %
G. The board may provide prescription monitoring information in response

to queries from prescription monitoring programs, electronic health information

systems, and pharmacy information systems located in other states, territories,

federal districts, and federal jurisdictions, through its participation in a secure

interstate data exchange system.;and-the The prescription monitoring information

made available pursuant to this Subsection may be used bythoseprograms only

1n a manner consistent with this Section.

* * *

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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	Delegate–a person authorized by a prescriber or dispenser who is also an authorized user S(Sas described in S§S USectionU 2917 of this ChapterS)S to access and retrieve program data for the purpose of assisting the prescriber or dispenser, and for wh...
	SDispense or Dispensing–the interpretation, evaluation, and implementation of a prescription drug order, including the preparation and delivery of a drug or device to a patient or patient’s agent in a suitable container appropriately labeled for subs...
	SDispenser–a person authorized by this state to dispense or distribute to the ultimate user any controlled substance or drug monitored by the program, but shall not include any of the following:
	a. Sa pharmacy permitted by the board as a hospital pharmacy that dispenses or distributes any controlled substance or drug monitored by the program for the purposes of inpatient health care;
	b. Sa practitioner who dispenses or distributes no more than a single 48 hour supply of such controlled substance or drug to a patient prior to, or subsequent to, performing an actual procedure on that patient;
	c. Sa practitioner or other authorized person who administers such controlled substance or drug upon the lawful order of a practitioner;
	d. Sa wholesale distributor of such controlled substance or drug that is credentialed by the Louisiana Board of Drug and Device Distributors.
	SDistribute or Distribution–the delivery of a drug or device other than by administering or dispensing.
	SDrug–any of the following:
	a. Sany substance recognized as a drug in the official compendium, or supplement thereto, designated by the board for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in humans or animals;
	b. Sany substance intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in humans or other animals;
	c. Sany substance other than food intended to affect the structure or any function of the body of humans or other animals.
	Drugs of Concern–drugs other than controlled substances as defined by rule whose use requires tracking for public health purposes or which demonstrate a potential for abuse, including any material, compound, mixture, or preparation containing any qua...
	a. butalbital when in combination with at least 325 milligrams of acetaminophen per dosage unit.
	b. naloxone.
	c. Upromethazine when present in oral liquid formulation.
	d. Uelbasvir / grazoprevir.
	e. Uglecaprevir / pibrentasvir.
	f. Uledipasvir / sofosbuvir.
	g. Uombitasvir / paretaprevir / ritonavir / dasabuvir.
	h. Usofosbuvir.
	i. Usofosbuvir / velpatasvir.
	j. Usofosbuvir / velpatasvir / voxilaprevir.
	k. Ugabapentin.
	SPatient–the person or animal who is the ultimate user of a controlled substance or drug monitored by the program for whom a prescription is issued and for whom a controlled substance or drug is dispensed.
	SPrescriber–a licensed health care professional with prescriptive authority.
	SPrescription Monitoring Information–data submitted to and maintained by the prescription monitoring program.
	SPrescription Monitoring Program or PMP–the program established in R.S. 40:1004.
	SProcedure–any dental or medical practice or process described in the current year’s version of the American Dental Association’s Current Dental Terminology or the American Medical Association’s Code of Procedural Terminology.
	In accordance with Section 953 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a family impact statement on the Rule proposed for adoption, repeal, or amendment. The following statements will be published in the Louisiana Regi...
	1. The Effect on the Stability of the Family. The proposed rule change will have no effect on the stability of the family.
	2. The Effect on the Authority and Rights of Parents Regarding the Education and Supervision of their Children. The proposed rule change will have no effect on the authority and rights of parents regarding the education and supervision of their children.
	3. The Effect on the Functioning of the Family. The proposed rule change will have no effect on the functioning of the family.
	4. The Effect on Family Earnings and Family Budget. The proposed rule change will have no effect on family earnings or family budget.
	5. The Effect on the Behavior and Personal Responsibility of Children. The proposed rule change will have no effect on the behavior and personal responsibility of children.
	6. The Ability of the Family or a Local Government to Perform the Function as Contained in the Proposed Rule. The proposed rule change will have no effect on the ability of the family or a local government to perform the activity as contained in the p...

	In accordance with Section 973 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a poverty impact statement on the Rule proposed for adoption, repeal, or amendment.
	1. The Effect on Household Income, Assets, and Financial Security. The proposed rule change will have no effect on household income, assets, or financial security.
	2. The Effect on Early Childhood Development and Preschool through Postsecondary Education Development. The proposed rule change will have no effect on early childhood development or preschool through postsecondary education development.
	3. The Effect on Employment and Workforce Development. The proposed rule change will have no effect on employment or workforce development.
	4. The Effect on Taxes and Tax Credits. The proposed rule change will have no effect on taxes or tax credits.
	5. The Effect on Child and Dependent Care, Housing, Health Care, Nutrition, Transportation, and Utilities Assistance. The proposed rule change will have no effect on child and dependent care, housing, health care, nutrition, transportation, or utiliti...

	In accordance with Section 965 of Title 49 of the Louisiana Revised Statutes, there is hereby submitted a regulatory flexibility analysis on the Rule proposed for adoption, repeal, or amendment. This will certify the agency has considered, without lim...
	1. The Establishment of Less Stringent Compliance or Reporting Requirements for Small Businesses. The proposed rule change will require a pharmacy dispensing any of the nine listed drugs of concern to include those dispensing transactions in their aut...
	2. The Establishment of Less Stringent Schedules or Deadlines for Compliance or Reporting Requirements for Small Businesses. The current rule requires all pharmacies to file such automated reports no later than the end of the next business day.  The p...
	3. The Consolidation or Simplification of Compliance or Reporting Requirements for Small Businesses. The reporting requirements in the proposed rule change are the same for all pharmacies.
	4. The Establishment of Performance Standards for Small Businesses to Replace Design or Operational Standards Required in the Proposed Rule. There no design or operational standards in the proposed rule change.
	5. The Exemption of Small Businesses from All or Any Part of the Requirements Contained in the Proposed Rule. There are no exemptions for small businesses.

	In accordance with House Concurrent Resolution No. 170 of the Regular Session of the 2014 Legislature, there is hereby submitted a provider impact statement on the Rule proposed for adoption, repeal, or amendment. This will certify the agency has cons...
	1. The effect on the staffing level requirements or qualifications required to provide the same level of service. The proposed rule change will have no effect on the staffing level requirements or the qualifications for that staff to provide the same ...
	2. The Total Direct and Indirect Effect on the Cost to the Provider to Provide the Same Level of Service. The proposed rule change will have no effect on the cost to the provider to provide the same level of service.
	3. The Overall Effect on the Ability of the Provider to Provide the Same Level of service. The proposed rule change will have no effect on the ability of the provider to provide the same level of service.

	Interested persons may submit written comments, via United States Postal Service or other mail carrier, or in the alternative by personal delivery to Malcolm J Broussard, Executive Director, at the office of the Louisiana Board of Pharmacy, 3388 Brent...
	A public hearing to solicit comments and testimony on the proposed Rule amendment is scheduled for 9 a.m. on Friday, May 29, 2020.  During the hearing, all interested persons will be afforded an opportunity to submit data, views, or arguments, either ...
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