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April 13, 2011 

 

Division of Dockets Management (HFA-305) 

Food and Drug Administration 

5630 Fishers Lane 

Rm. 1061 

Rockville, MD  20852 

 

 

Re: FDA-2010-N-0528; Unapproved Animal Drugs 

 

 

Dear Sir or Madam: 

Thank you for the opportunity to submit our comments in response to FDA’s request for 

comments regarding unapproved animal drugs.  As FDA considers promulgating further 

guidance in light of the comments received, the National Community Pharmacists Association 

(NCPA) appreciates the opportunity to share our perspectives. 

The National Community Pharmacists Association (NCPA
®
) represents the interests of 

America's community pharmacists, including the owners of more than 23,000 independent 

community pharmacies, pharmacy franchises, and chains. Together they represent a $93 billion 

health-care marketplace and have more than 315,000 employees including 62,400 pharmacists.  

Moreover, in 2009, 67% of our members offered drug compounding services. 

NCPA’s compounding members and compounding pharmacies, in general, play a crucial 

role in veterinary medicine today.  NCPA believes that it is of vital importance to ensure the 

continued viability of compounding pharmacies, including those that specialize in veterinary 

medicine needs.  The supply of compounding pharmacies for exotic animals is limited.  While 

there are no exact statistics on the number of animal compounding pharmacies in the United 

States, zoo officials know of only a few that do significant work with exotic animals.  To keep 

the United States population of animals healthy it is important to keep animal drug compounding 

pharmacies in business. 
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In responding to FDA’s request for comments on unapproved animal drugs, we would 

like to emphasize some of our broad concerns and seek clarification on some general issues 

involving the compounding of non-food-producing-animal drugs from bulk ingredients.  NCPA 

believes that compounding for non-food-producing-animal drugs from bulk ingredients is an 

inherent part of the practice of pharmacy, which allows the prescriber and pharmacist to decide a 

proper course of therapy for each animal patient, without being restricted to commercially 

available drugs.  NCPA supports the principle that pharmacist-compounded medications are 

customized medications, and are not those that are generally commercially and currently 

available.  It is important that compounding continue to be recognized as a right of the 

veterinarian-animal patient-pharmacist relationship.  

 

NCPA also supports the position that the individual state boards of pharmacy are the 

proper regulatory agencies for regulating pharmacy compounding of non-food-producing-animal 

drugs from bulk ingredients.  States have historically played such a regulatory role, both before 

and after passage of the Food, Drug and Cosmetic Act, the Food and Drug Administration 

Modernization Act and the Animal Medicinal Drug Use Clarification Act.  Accordingly, NCPA 

seeks clarification from FDA regarding to what extent FDA intends to take the place of the state 

pharmacy boards in exerting regulatory authority over compounding of non-food-producing-

animal drugs from bulk ingredients.  To the extent that FDA intends to assume any part of the 

state pharmacy boards’ regulatory authority, NCPA also seeks clarification from the FDA 

regarding what sort of notice and comment rulemaking procedure upon which FDA is relying or 

upon which it intends to rely to assume such regulatory authority. 

 

NCPA also seeks clarification from FDA regarding the role of veterinary judgment in 

prescribing compounded non-food-producing-animal drugs from bulk ingredients.  Given the 

lack of human impact, as there would be in food producing animals, NCPA supports deference to 

veterinarians in determining the safety of prescribed compounded animal drugs from bulk 

ingredients.  Compounded animal drugs from bulk ingredients vary widely in strength, 

composition and delivery method, necessarily so, given the wide variety of animal sizes and 

animal species that veterinarians and veterinary pharmacies treat.  It is important to ensure that 

compounding pharmacies can continue to compound non-food-producing-animal drugs from 

bulk ingredients in order to effectively treat such a diverse group of animals.   

 

In closing, NCPA appreciates the opportunity to comment on FDA-2010-N-0528, the 

FDA’s request for comments on unapproved animal drugs.  Please do not hesitate to contact me 

by email at chris.smith@ncpanet.org, or by telephone at (703) 600-1185, if you have any 

questions.   

 

Sincerely, 

 
Christopher R. Smith, J.D. 

Director of Public Policy and Regulatory Affairs 
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