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January 30, 2004

Dockets Management Branch (HFA 305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

RE:  
DOCKET NO. 96N-0417, GOOD MANUFACTURING PRACTICES


FOR DIETARY SUPPLEMENTS


JOINT INDUSTRY SUBMISSION 

The American Herbal Products Association (AHPA), the Council for Responsible Nutrition (CRN), and the National Nutritional Foods Association (NNFA) are three leading trade associations of the dietary supplement industry, representing among them a large fraction of the manufacturers of dietary ingredients and of dietary supplements available to consumers in mass market, health food, direct sales, mail order, and internet channels of distribution. 

Each of the associations submitted extensive comments in August of 2003 on FDA’s proposed rule on good manufacturing practices (GMPs) for dietary supplements.  Those comments expressed similar but not identical views regarding key issues raised by the proposal.  Since the close of the comment period, these three associations have continued to work toward preparation of a joint recommendation of specific language for the GMP rule that would resolve our major concerns and that would assist the agency in its preparation of a rigorous but reasonable final rule.  Our joint submission is attached, in a three-column format.  The first column shows the FDA proposed text, with redline changes we are proposing.  The second column contains the full text we are proposing, with new language in bold.  The third column flags the changes we are suggesting and notes the reason for the change.  

The modifications we are suggesting in this submission are not extensive.  As is readily obvious from the attachment, most of the proposed rule would remain unchanged.  Also, some of the changes we are suggesting would increase the rigorousness of the rule.  In particular, our member companies are convinced that written procedures are critical to the implementation of good manufacturing practices, and we have included several requirements for written procedures governing key operations.  With regard to the coverage of the rule, the three associations are now proposing to agree with FDA that dietary ingredient suppliers as well as manufacturers and distributors of finished dietary supplement products should be covered by the rule, provided the rule itself is modified so that it provides a strong but realistic framework for the entire industry. 

FDA’s proposed rule focused heavily on exhaustive finished product testing, to a degree that all the associations agreed was excessive, expensive, and not in accord with true GMP procedures.  Good manufacturing practice must, in our view, focus on ensuring the quality of the goods received and of the processes used in manufacturing.  While finished product testing is important, it cannot be so extensive and burdensome as to overwhelm the company’s ability to devote appropriate resources to verifying the reliability of suppliers and to controlling the manufacturing process.  Our jointly proposed language provides an alternative approach, requiring each company, in its written procedures, to define the release specifications that must be met and the testing that must be performed.  

The associations are pleased to be able to provide the agency with this joint submission, which we hope and believe will provide a realistic basis for a strong rule that will further raise the bar for the quality of dietary supplements provided to consumers.  Our member companies are committed to providing the public with dietary supplements that are safe and beneficial and made to high quality standards, and they have devoted considerable time and effort to the task of analyzing the proposed rule, carefully evaluating each provision, and working with us to develop the detailed comments each of our associations submitted last year, as well as developing this joint submission.  We would be pleased to provide any additional information the agency may find helpful and to bring our member company experts together for further discussions as needed.  

These comments are respectfully submitted on behalf of AHPA, CRN, and NNFA.  Contact information for the executive officer of each association is supplied below.

Michael McGuffin, President

American Herbal Products Association

8484 Georgia Avenue, Suite 370

Silver Spring, MD  20910

Phone 301 588 1171 

FAX   301 588 1174

Annette Dickinson, Ph.D., President

Council for Responsible Nutrition

1828 L Street, N.W., Suite 900

Washington, D.C. 20036

Phone 202 776 7951

FAX   202 204 7980

David Seckman, Executive Director and CEO

National Nutritional Foods Association

1220 - 19th Street, N.W.

Washington, D.C. 20036

Phone 202 223 0101

FAX   202 223 0250
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