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August 12, 2002

Division of Drug Information (HFD-240)

Center for Drug Evaluation and Research

Food and Drug Administration

5600 Fishers Lane 

Rockville, MD 20857

RE: Docket No. 02D-0242

        Pharmacy Compounding Compliance Policy Guide

The National Association of Chain Drug Stores (NACDS) is pleased to provide comments on the Compliance Policy Guide on Pharmacy Compounding.  NACDS supports FDA efforts to guide the industry in proper compounding practice in the absence of applicable law.  We agree with the attempt to distinguish traditional compounding from pharmacy compounding that amounts to manufacturing in violation of the Food Drug and Cosmetics Act.  NACDS also supports limiting authority over compounding practices to state regulatory authorities who have general authority to enforce state pharmacy practice acts. 

NACDS membership includes more than 200 chain companies that operate 33,000 community retail pharmacies.  Chain pharmacy is the single largest segment of pharmacy practice employing approximately 100,000 pharmacists.  Chain community pharmacy fills about 70 percent of the 3 billion prescriptions provided to patients each year.

The guidelines state that the FDA will continue to defer to state authorities regarding less significant violations related to compounding.  The practice of compounding falls within the realm of state regulatory authorities.  Many state pharmacy practice acts do in fact define and limit the level and amount of compounding that may be legally undertaken by pharmacists.  These requirements allow pharmacists to engage in compounding, which is considered a traditional and integral function of pharmacy practice. 

However, the guidelines are vague their description of when state regulation ends and FDA involvement begins.  To say that states will be responsible for regulating "less significant violations" is not an accurate indication of when compounding will be considered manufacturing, thereby invoking FDA investigation.  Additionally, the guidelines reserve FDA's right to consider other factors not listed in the guidelines on a case by case basis.  State regulatory agencies and pharmacies would benefit from guidelines that are more specific, which do not attempt to regulate pharmacy practice, but support the regulations that states already have in place.  We recommend further collaboration between the FDA and state regulatory authorities to develop more specific guidelines. 

The guidelines allow enforcement by the FDA whenever a pharmacy's activities raise concerns associated with manufacturing.  While we agree that compounding should be distinguished from manufacturing, and that all compounding should not be limited by manufacturing laws, we believe that the FDA should take steps to further understand the practice of compounding and better distinguish it from manufacturing. 

For example, the FDA designates compounding drugs in anticipation of receiving a prescription, "except in very limited quantities," as manufacturing.  However, in cases where a pharmacy is located near a pediatrician's or dermatologist's office, prescriptions for a particular compound may be written frequently.  It is a benefit for the patient and the pharmacy to have a pre-compounded product on hand.  Compounding in advance cannot be considered manufacturing.  As stated previously, state pharmacy practice acts allow such compounding as long as the products use FDA approved products and are properly labeled. 

Compounding is a traditional part of pharmacy practice that should be clearly distinguished from manufacturing.  Since state boards of pharmacy are the regulating body for the practice of pharmacy, they should also be responsible for enforcing and limiting compounding activities.  

Sincerely, 
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S. Lawrence Kocot

Senior Vice President and General Counsel
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