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August 4, 2003

Dockets Management Branch (HFA 305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

REQUEST FOR EXTENSION OF COMMENT PERIOD:  


DOCKET NO. 96N-0417, GOOD MANUFACTURING PRACTICES

FOR DIETARY SUPPLEMENTS

The Council for Responsible Nutrition (CRN) hereby requests a 30-day extension of the comment period on the above-referenced rule.  CRN and its members have been diligently studying the massive proposal published on March 13, 2003, and have made good progress in analyzing the rule and obtaining agreement among our member companies regarding the positions to be taken in our comments to the agency.  We anticipate filing the bulk of those comments by the current comment deadline of August 11, 2003.

A key aspect of the proposed rule is the economic impact analysis.  We have surveyed our member companies in order to collect current data on the anticipated costs associated with implementation of the rule, and we have retained the services of an economic research firm to analyze FDA’s estimated costs and benefits and to prepare our own analysis.  We recently became aware of underlying FDA data that were not included in the administrative record but that are very important in understanding the agency’s economic assumptions and calculations.  We have requested these background materials under FOIA, in order to make the administrative record more complete so that we may provide more useful information and data related to the economic impact of the proposed rule.  We have been informed that it may be a week or ten days before we receive the information requested.  In view of the importance of having a complete administrative record and the critical importance of this rule to our industry, we hereby request an additional 30 days following our receipt of this additional economic data to complete our comments.  This small amount of additional time is essential if we are to be able to adequately represent our members’ interests with respect to this important rule.  

CRN is one of the leading trade associations representing the dietary supplement industry.  CRN has been a strong supporter of Good Manufacturing Practices (GMPs) over the years, and we have an active Regulatory Affairs Committee composed of industry experts in dietary supplement regulation and in the technical aspects of production processes, including GMPs.  CRN’s member company experts in this arena drafted the guidelines for nutritional supplement manufacturing practices adopted by USP over a decade ago and also prepared the industry draft GMPs submitted to FDA in November 1995 by CRN, joined by other industry trade associations.  FDA published the industry draft verbatim as the ANPR on dietary supplement GMPs in 1997.

CRN supports the need to strengthen GMPs for dietary supplements, and we want to be of assistance in providing realistic data and views for the agency to use in moving forward with this effort.  In order to achieve that goal, we need an additional 30 days to analyze new information that we have requested under FOIA and that was not included in the administrative record.   

Sincerely,
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Annette Dickinson, Ph.D.

President

cc:  Bill Hubbard, Lester Crawford, Dan Troy
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