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The American Herbal Products Association ("AHPA") is the national trade association and voice of the herbal products industry, comprised of companies doing business as growers, processors, manufacturers, and marketers of herbs and herbal products. AHPA serves its members by promoting the responsible commerce of products that contain herbs.

In a Federal Register notice dated February 21, 2002, (“the February 21 Notice”) the Food and Drug Administration (FDA) announced that it had submitted a proposed collection of information to the Office of Management and Budget for emergency processing under the Paperwork Reduction Act of 1995; and that the proposed collection of information would consist of surveys (“the Surveys”) to study consumers’ understanding of labeling on conventional foods and dietary supplements as well as consumer practices, knowledge levels and attitudes related to such labeling.

The majority of AHPA’s members sell herbal dietary supplements or herbal ingredients for dietary supplements. AHPA’s members therefore have an interest in the proposed Surveys.
AHPA’s comments here are primarily related to the agency’s request for comments as to whether the collection of information described in the docket is necessary for the proper performance of FDA’s functions, and only in relation to that part of the Surveys that are proposed for dietary supplements.
similarity with Prior Docket number  -  01n-0319

On August 7, 2001, FDA published a notice in the Federal Register (Docket No. 01N-0319) of its proposal to collect certain information in the form of a “Health and Diet Survey.” This August 7, 2001 Notice identified several elements of this earlier proposed survey, and specifically included “perceptions of dietary supplement labels.”
AHPA provided comments on October 9, 2001 (“the October 9 Comments”) that concluded that the collection of data related to dietary supplements envisioned in the Health and Diet Survey that was the subject of the August 7, 2001 Notice would not have been necessary for the proper enforcement of FDA’s functions; that such a survey would be wasteful of the agency’s resources; that the agency should instead review the significant information that already exists related to areas of enquiry identified in the Notice; and that other priorities should be identified by FDA for dietary supplements. We have enclosed here a copy of our October 9 Comments which are incorporated by reference as integral to these current Comments.
To the best of our knowledge FDA has not yet published any response to our comments or any other comments that that might have been submitted under Docket No. 01N-0319. Rather, it appears as if the agency has taken one element of that earlier docket, specifically the stated need for better understanding of consumers’ perceptions of dietary supplement labels, and submitted this directly to OMB without any meaningful dialogue in a notice and comment process. 
FDA SHOULD CONSIDER EXISTING DATA
As stated in our October 9 Comments, AHPA believes that much of the information in which FDA has stated an interest is already available. A specific list of contemporary and relevant publications is included in those Comments and are resubmitted here as relevant to the agency’s need for information.
FDA SHOULD PRIORITIZE ENFORCEMENT and establishment of gmp
As we stated in our October 9 Comments, it is AHPA’s belief that FDA must set a priority on enforcing the existing federal regulations that govern dietary supplements.

If there is one area related to dietary supplements for which the Food and Drug Administration should request emergency processing it is in the publication of a proposed final rule for good manufacturing practice (GMP) for dietary supplements. It has become absolutely unacceptable that, seven and one-half years after the passage of the Dietary Supplement Health and Education Act on October 15, 1994 and five years after the publication of an advance notice of proposed rulemaking for dietary supplement GMP on February 6, 1997, FDA has been unable to bring this process to the next step. Any resources that the agency has intended to invest in the Surveys identified on February 21, 2002 would be much more wisely expended in this much more germane activity.
SUMMARY

The American Herbal Products Association believes that the collection of data related to dietary supplements envisioned in the Surveys that are the subject of the February 21 Notice are not necessary for the proper enforcement of FDA’s functions. AHPA further believes that the collection of information as described in these schemes would be wasteful of the agency’s resources. Rather, AHPA believes that the agency should identify, obtain and analyze the highest quality data that already exists on the knowledge, perceptions, attitudes and practices of consumers of dietary supplements, and invest the resources thus saved in enforcing the regulations that currently exist for dietary supplements and in completing the implementation of this important law, especially in the area of good manufacturing practice for dietary supplements.

AHPA stands ready to support FDA in any of the efforts described above, either by assisting in the identification of professional consumer survey resources, by communicating regulatory and enforcement messages to our members or by cooperating in crafting appropriate messages to consumers. Should FDA determine that their best course of action is to proceed with the Surveys that are the subject of the February 21 Notice, AHPA stands willing to assist in any way it can to insure the fairness, accuracy and objectivity of the Surveys and their results.
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