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Division of Dockets Management (HFA–305)				March 28, 2011
Food and Drug Administration,
5630 Fishers Lane, Rm. 1061
Rockville, MD  20852

Subject: Comment to FDA re GRN Process 
Docket No. FDA–1997–N–0020							

Dear sir or madam:

The Defoamer Industry Trade Association (DITA) wishes to comment on FDA’s request for comments on various aspects of the GRAS process as requested in the Federal Register of December 28, 2010 for the above cited docket.  

DITA members include suppliers of defoaming and anti-foaming chemicals as well as small formulators of specialty products sold to the sugar, fermentation, fruit and vegetable,  and alcohol processing and production operations.  The self-affirmed GRAS process has served our industry well in the review of trivial residues of our product in commodities and by-products used in human and animal feed.  It would be extremely burdensome for FDA to disallow the self-affirmed process.  FDA would receive several fold more GRAS notifications (GRNs) per year than they currently receive if submittal of a GRN would become mandatory.  Our members are also of the opinion that the GRN program has been a valuable streamlined approach for the food processing industry and recommend that it continues as a voluntary program.

We do not believe that FDA needs to issue specific guidance on this.  Because the GRN process is highly transparent with all GRNs appearing in the GRAS Notice Inventory on FDA’s website, we also believe there are adequate models available to the industry to conduct self-determinations.  .  It should be noted that the DITA Code of Conduct specifically states:

All ingredients in products promoted or recommended for specific food processing application are in compliance with a permissive regulation in 21 CFR Part 172, 182 and 184 or consistent with limitations in a the listing in 173.340 or consistent with an approved food contact notification, GRAS notification or threshold of regulation submission, or valid prior sanction or well documented independent GRAS determination.

DITA members also believe that FDA should strive to make the GRN process even more transparent than it is now.  For example, we have read many of FDA’s “no questions” letters on FDA’s website.  First of all we believe that FDA should be a little more forthcoming with its opinion than a “no questions” conclusion.  Second, while these letters recount the data and studies submitted for review we find many of these letters lacking regarding FDA’s opinion about the data, such as:

1. Which of the available studies are the most critical to support the particular determination?
2. Were any of the available studies not well conducted but not critical for the particular determination?
3. Sometimes there is so much information available that we wonder if the available information is far in excess of what is needed.  
4. FDA, in general, should strive to make these letters as useful as possible for guidance to the regulated community so we gain insight into the data which is critical for the particular type of chemical and exposure levels being discussed.

Regarding FDA’s questions for the need for specific definitions for the final rule, we agree that all the terms discussed by FDA should be well defined according to a consensus of the comments.

Respectfully submitted,
[image: CAS5MF0H]

Richard C. Kraska, Ph.D.
Defoamer Industry Trade Association
216-470-7280
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