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August 26, 2002

Sandra Titus

Center For Drug Evaluation and Research

Food and Drug Administration

5630 Fishers Lane

Rockville, MD 20857

Dear Ms. Titus:

The National Association of Chain Drug Stores (NACDS) is pleased to submit written comments to the Non-prescription Drugs Advisory Committee on the use of acetaminophen (APAP), aspirin, and other non-steroidal anti-inflammatory drugs (NSAIDS).  We encourage consideration of whether labeling or other measures are warranted to reduce the risk and severity of adverse reactions associated with over-the-counter (OTC) use of these products. 

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 potential for drug-drug interactions is higher with OTC medications than with other prescription medications.  NACDS supports measures to reduce risks associated with the use of OTC products.  The knowledge and experience that is offered by the community pharmacist serves to reiterate the idea that OTC medications should never be used without first consulting a pharmacist or physician.  Even without additional labeling, the pharmacist can offer valuable information about potential drug-drug interactions. 

Community pharmacists play a critical role in the safe and effective use of OTC products.  Pharmacists often offer valuable information about products—specific to the patient's individual prescription profile—that is not usually contained in the labeling of OTC medications.  This could include information about the active ingredients, but more importantly could include notice to patients about the content of the ingredients in various other products like cough and cold preparations.  Since most adverse reactions will occur because of sensitivity to, or overutilization of APAP and NSAIDS, it is important for the patient to openly communicate with the pharmacist, the health care professional who is most familiar with the patient’s medical profile.  By communicating with the pharmacist, the patient avoids duplicate and potentially dangerous therapy. 

In considering alternative measures to reduce the risks associated with APAP, NSAIDS, and other OTC products, pharmacists can help patients to avoid many of the risks associated with these products.  NACDS encourages the FDA to consider the role that the community pharmacist is already undertaking to ensure the safe and effective use of prescription and OTC medication.  We thank you for the opportunity to comment on this important issue.  If you have any questions, please feel free to contact Sybil Richard, Director of Federal Health Programs at (703) 837-4221.  

Sincerely, 
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John M. Coster, Ph.D., R.Ph. 

Vice President, Federal and State Programs
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