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Animal Health Institute

Proposed Regulation at 247 CMR 18.00, Non-Sterile Compounding
The Animal Health Institute (AHI) appreciates the opportunity to comment on the proposed compounding regulation.  AHI is the U.S. trade association for research-based manufacturers of animal health products – the medicines that keep pets and livestock healthy. Our members are sponsors for a majority of the pioneer animals drugs approved by FDA and used by veterinarians in Massachusetts. As such, we have a tremendous interest in the proposed regulation.
Manufacturing under the guise of pharmacy compounding has long been a significant problem in veterinary medicine. There are compounding pharmacies that manufacture on a large scale from bulk active ingredients for veterinary use. Research has shown many of these compounded products to be substandard; they contain too much or too little active ingredient and in many cases, are not stable with shelf lives far shorter than labeled. Last year the Food and Drug Administration (FDA) issued Draft Guidance 230 that expresses these concerns, stating that the “unrestricted compounding of animal drugs from bulk drug substances has the potential to compromise food safety, place animals and humans at undue risk from unsafe or ineffective treatment, and undermine the incentives to develop and submit new animal drug applications to FDA containing data and information to demonstrate that the product is safe, effective, properly manufactured, and accurately labeled.”
Compounding that is permitted by federal law involves the customized manipulation of FDA approved drugs by a veterinarian or pharmacist upon the prescription of a veterinarian to meet the needs of a particular patient.  While federal law does not permit the compounding of animal drugs from bulk substances, there is need – and we support – limited compounding from bulk drug substances for specific patients to address unmet medical needs where there are no FDA approved drugs or therapeutic alternatives.  
Last year the FDA issued Draft Guidance 230 that specifically describes the agency’s view of animal drugs compounded from bulk drug substances. Both the FDA Guidance and a report issued by the Government Accountability Office state that compounding animal drugs from bulk source materials is not permitted by federal statute. Recognizing that some amount of this type of compounding is necessary to meet medical needs, the draft guidance defines the specific instances in which FDA will use discretionary authority to permit this otherwise illegal activity. 
We support the proposed regulation and believe it is consistent with federal law.  It will ensure that compounding in the State of Massachusetts is based on medical need of the veterinary patient and will prohibit the abuses that have allowed some compounders to act as drug manufacturers under the guise of compounding.

We are aware of recent legislation in Massachusetts that rolls back some of the protections in the proposed rule regarding the use of non-patient specific compounded drugs for animals use.  While we recognize there are rare medically appropriate instances where limited office stocks of non-patient specific compound drugs are appropriate in veterinary medicine, we believe there should be clear and enforceable limitations to protect patients.  The rarity of these circumstances is illustrated by the American Veterinary Medical Association’s submission to FDA listing only 14 compounds that should be listed as appropriate for this purpose for dogs, cats and horses.   The new Massachusetts law contains some of these important limitations, including a 120-hour limit on supply and restricting such use to the treatment of an emergency condition.  

We suggest the Board consider an additional limitation that has been adopted in some states.  States including Ohio and Louisiana have adopted a provision limiting pharmacies sales of non-patients specific compounds administered by veterinarians to no more than 5 percent of the total amount sold by the pharmacy.  This important limitation prevents a pharmacy from adopting illegal manufacturing as its business model.  The need to resort to non-patient specific unapproved drugs that do not carry safety and efficacy guarantees should be the exception, not the rule.
Finally, we urge you to preserve the requirement that a pharmacist comply with all state and federal laws regarding drug use in animals.  

Thank you for your attention to this matter, and please let me know if we can provide additional information. 
Sincerely,
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Ronald B. Phillips

Vice President, Public and Legislative Affairs
Animal Health Institute

1325 G St NW, Suite 700

Washington, DC  20005
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