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February 27, 2016

Office of the Governor

PO Box 94004

Baton Rouge LA 70804-8004
Kendal.Melvin@la.aov

Electronic Mail — Delivery Receipt Requested
Re: Notice of Issuance of Revised Emergency Rule
Dear Governor Edwards:

In compliance with the provisions of La. R.S. 49:953(B), this will serve notice of the
Board's re-issuance of an Emergency Rule. The initial emergency rule was effective on
June 1, 2015. The Board has made progress in the formal rulemaking process. During
their February 24, 2016 meeting, they approved a revision to the original proposed rule
and directed the completion of the rulemaking process, as well as the revision of the
Emergency Rule. The revised Emergency Rule was made effective February 24, 2016.
Copies of the Declaration of Emergency and the Revised Emergency Rule are
enclosed. In the event you need any further information about this topic, please contact
my office directly at mbroussard@pharmacy.la.gov or 225.925.6481.

For the Board:

Wl Boasi

Malcolm J Broussard
Executive Director

cc. Office of the Attorney General — executive@ag.state.la.us
President, Louisiana Senate — apa.senatepresident@legis.la.gov
Speaker, Louisiana House of Representatives — apa.housespeaker@legis.la.gov
Director, Office of the State Register — reg.submission@la.gov
Chair, Senate Committee on Health & Welfare — apa.s-h&w@leqgis.la.gov
Chair, House Committee on Health & Welfare — apa.h-hw@leqis.la.gov




DECLARATION OF EMERGENCY

Department of Health and Hospitals
Board of Pharmacy

Compounding for Office Use for Veterinarians — LAC 46:L111.2535

The Louisiana Board of Pharmacy is exercising the emergency provisions of the
Administrative Procedure Act, specifically at R.S. 49:953.B, to amend its rules governing the
compounding of drugs by pharmacies, to restore the capability of pharmacies to compound
preparations intended for administration by veterinarians without the necessity of a patient-
specific prescription.

Pursuant to the adoption of the Drug Quality & Security Act (DQSA) by the U.S.
Congress in November 2013, the Board amended its rules to remove the capability of pharmacies
to compound drug preparations intended for administration by practitioners without the necessity
of a patient-specific prescription. With the further clarification from the federal Food and Drug
Administration that the DQSA only applied to compounding of drugs for human use, and further,
did not apply to the compounding of drugs for veterinary use, in combination with requests from
veterinarians for the restoration of the authority for pharmacies to compound drugs for office use
by veterinarians, the Board has determined it appropriate to restore the authority for pharmacies
to compound drugs for office use by veterinarians.

The Board now seeks to amend its rules to authorize pharmacies to compound drugs for
office use for veterinarians only and not for human use. In their petition to the Board, the
veterinarians presented examples of medications that are needed for emergency use in the
veterinarian’s office. Since the time required for promulgation of the rule change is of such
duration that a veterinarian may not be able to obtain a compounded medication necessary to
save an animal’s life, the Board proposes to enable the temporary authority for pharmacies to
compound medications for office use by veterinarians through an emergency rule.

The initial emergency rule was made effective June 1, 2015. The Board published its
Notice of Intent and conducted a public hearing on August 26, 2015 to receive comments and
testimony on the proposed rule. The Board considered those comments during their November
18, 2015 meeting and determined additional language was necessary to inform pharmacists of an
apparent conflict between federal and state rules, and that state permission did not provide
immunity from federal enforcement action. The Board approved that additional language during
its February 24, 2016 meeting and directed the completion of the rulemaking process, as well as
the posting of this new Emergency Rule in the interim.

The Board has determined this emergency rule is necessary to prevent imminent peril to
the public health, safety, and welfare. The declaration of emergency is effective February 24,
2016, and shall remain in effect for the maximum time period allowed under the Administrative
Procedure Act or until adoption of the final rule, whichever shall first occur.

Malcolm J Broussard
Executive Director
Louisiana Board of Pharmacy



Louisiana Administrative Code

Title 46 — Professional and Occupational Standards

Part LII1: Pharmacists

Chapter 25. Prescriptions, Drugs, and Devices

Subchapter C. Compounding of Drugs

§2535. General Standards
A. Compounding Practices. Compounded medications may be prepared using prescription medications,
over-the-counter medications, chemicals, compounds, or other components.

1.
2.

A2a-D.

All compounding shall be accomplished utilizing accepted pharmacy techniques, practices,
and equipment, as well as the Federal Food, Drug and Cosmetic Act of 1938 as subsequently
amended, most recently in November 2013 (FDCA), the 2016 edition of Title 21 of the Code
of Federal Regulations (CFR), and all relevant chapters of the 2014 edition of the United
States Pharmacopeia-National Formulary (USP 37 — NF 32).

E. Veterinarian Administered Compounds, also referred to as Pharmacy-Generated Drugs

1.

Upon receipt of a valid non-patient-specific medical order from a licensed veterinarian, the
pharmacy may compound a preparation intended for administration to an animal patient by
the veterinarian.

These preparations may not be distributed to any other third party by the pharmacy, nor may
these preparations be further re-sold or distributed by the veterinarian ordering the preparation
from the pharmacy.

This authorization is primarily intended to facilitate the preparation of medications needed for
emergency use in a veterinary office practice. Given the limited application of this
authorization, which allows these products to be prepared using less rigorous standards
applicable to compounding as opposed to the more rigorous standards applicable to
manufacturing processes, the compounding pharmacy preparing these products shall be
limited in the amount of such products they can prepare.

a. No Louisiana-licensed pharmacy may distribute any amount of practitioner
administered compounds in excess of five percent of the total amount of drug
products dispensed and/or distributed from their pharmacy.

b. The five percent limitation shall be calculated on a monthly basis and shall reference
the number of dosage units.

¢. For those Louisiana-licensed pharmacies located outside Louisiana, the total amount
distributed and/or dispensed shall reference the pharmacy’s total business within the
state of Louisiana.

The provisions of this Paragraph E notwithstanding, pharmacists intending to engage in the
compounding of veterinary preparations pursuant to non-patient-specific medical orders from
veterinarians should be aware that federal law or rule may not permit such activity by a
licensed pharmacy, and further, such pharmacists should be aware that the board’s rules
cannot legitimize an activity that is not permitted under federal law or rule, and further, such
pharmacists should be aware that while this activity is permitted by the board, pharmacists
engaging in this activity remain subject to the full force and effect of federal law enforcement.

F. Compounding Commercial Products not Available. ...
G. Labeling of Compounded Preparations.

1.

For patient-specific compounded preparations, the labeling requirements of R.S. 37:1225, or
its successor, as well as §2527 of this Chapter, or its successor shall apply.



2. For veterinarian administered compounds, the label shall contain, at a minimum, the
following data elements:
a. pharmacy’s name, address, and telephone number;
b. veterinarian’s name;
c. name of preparation;
d. strength and concentration;
e. lot number;
f. beyond use date;
g. special storage requirements, if applicable;
h. identification number assigned by the pharmacy; and
i.  name or initials of pharmacist responsible for final check of the preparation.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1182.

HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 14:708
(October 1988), effective January 1, 1989, amended LR 23:1316 (October 1997), amended LR 29:2105 (October
2003), effective January 1, 2004, amended LR 41:97 (January 2015), amended LR
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