1. August 11, 2003
Dockets Management Branch (HFA-305)

Food & Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re:   Docket No. 96N-0417

Dear Sirs:

2. I am a self-employed regulatory affairs consultant to a number of manufacturers and marketers of dietary supplements.  I have the following comments regarding the Proposed Rule establishing CGMP regulations for dietary ingredients and dietary supplements.  It should be recognized that these comments and the views that they represent are solely my own and do not, nor are they intended to, necessarily represent the views of any of my clients, nor of anyone other than myself.

3. The first sentence of Sec. I.B. of the proposal states “On November 20, 1995, representatives of the dietary supplement industry submitted to FDA an outline for CGMP regulations for dietary supplement and dietary supplement ingredients.”  There has been no published evidence of which I am aware to support the assertion that the individuals, corporations, and/or other groups submitting this outline are in any way representative of the dietary supplement or dietary ingredient industries, although some of them may be members of those industries.  In fact, neither in the ANPR (62 FR 5700) nor in the present document are these “representatives” identified.  I maintain that the “representatives of the dietary supplement industry” who submitted this document consist primarily of parties with a financial interest in seeing the promulgation of unduly restrictive and expensive drug-based CGMP regulations.  Such parties include the NNFA and USP, who sell GMP certification programs to the industry.  Also included may be large corporations within the industry, some of whom also manufacture drugs and presently operate under 21 CFR 211, and many of whom could potentially profit were their lower-cost competitors forced from the marketplace by FDA-imposed cost burdens.  Lastly are trade associations whose membership dues are tiered, based on their members’ revenues, and who are therefore most beholden to those larger members who, as suggested above, have a financial interest in reducing or eliminating competition.

4. The genesis of the document submitted to FDA in November 1995 is important because, unlike FDA, none of its authors is bound by Section 402(g)(2) of the Food, Drug and Cosmetic Act (21 USC 342(g)(2)), which states that any CGMP regulations for dietary supplements “shall be modeled after…regulations for food…”  Indeed, as I have suggested above it is in the obvious self-interest of those authors that any regulations adopted be modeled as closely as possible on the CGMP regulations for drugs.  And, as the agency admits in Section I. E. of the preamble, the so-called industry coalition outline “adopted broad provisions beyond those found in part 110.”  This is also true of the drug-based submissions from the USP and NNFA, which the agency says “were useful in developing this proposed rule.”  Because of the apparent bias of the authors of these other proposals, and because the agency admits using their work in composing its proposal, I strongly suggest that the agency withdraw the present proposal and rewrite the proposed CGMPs, modeling them on food CGMPS as the FD&C Act requires.  I also request that FDA publish a list of the self-appointed representatives of the dietary supplement industry who submitted the outline to the agency on Nov. 20, 1995, and of its authors, and to publish the basis for FDA’s assertion , in the case of each and every representative, that they are “representatives of the dietary supplement industry.”
5. Although there is no literal, specific definition of the phrase “dietary ingredient” in the FD&C Act, the term is defined by example at Sec. 201(ff) to include vitamins, minerals, herbs or other botanicals, amino acids, and other substances used to supplement the diet.  Since the Congress took the trouble, in passing DSHEA, to distinguish between a “dietary supplement” and a “dietary ingredient” it must be presumed that this differentiation is intentional.

Section 402(g)(2) allows the Secretary to impose CGMP regulations, after notice and comment rule-making, for dietary supplements, but does not authorize such regulations for dietary ingredients.  Because Congress elsewhere deliberately distinguished between dietary supplement and dietary ingredients, it must be presumed that this omission is deliberate, and that Congress did not grant the Secretary authority to impose such regulations on the manufacturers of dietary ingredients.  In the absence of such a delegation of authority, the CGMP regulations covering dietary ingredients must be withdrawn, despite their appeal to those individuals and groups who have advocated their imposition.  The Secretary’s authority does not devolve from consumer advocates, industry, or any other individual or group, but only from the Congress.

6. Under Section II A. of the preamble the agency discusses its authority to issue CGMP regulations, and the statutory requirement that they be “modeled after” CGMP regulations for foods.  The agency then refers to a definition of “model”, which word is a noun, from Webster’s II New Riverside University Dictionary.  As the agency is certainly aware, the word “modeled” in the statute is a verb, not a noun.  I have found the following definitions of the word “model” (v.) in various on-line and personal dictionaries:

Merriam Webster online:    4 : to construct or fashion in imitation (my emphasis) of a particular model   <modeled its constitution on that of the U.S.>

Dictionary.com   3.  To make conform to a chosen standard (my emphasis.)   He modeled his manners on his father's. 

Cambridge Dictionary of American English:    to create (something) by basing its form or appearance on something else; e.g. 
The state building was modeled on the US Capitol in Washington, D.C. 

America Heritage Dictionary of the American Language:     TRANSITIVE VERB:  2. To plan, construct, or fashion according to a model. 3. To make conform to a chosen standard: He modeled his manners on his father's.

Webster’s New World Dictionary of the American Language, College Ed. 1958:   b)  To plan, form, or design after a model.  c)  To make conform to a standard of excellence.

Many of the above use the word standard in the definition.  My Webster’s New World Dictionary defines standard as, among others,    2.  Something established for use as a rule or basis of content, extent, value, quality, etc.,     5.  Something used by general agreement to determine whether or not a thing is as it should be; type, model, or example established by usage, pattern, criterion, and 6.    A level or grade of excellence, attainment, etc., regarded as a goal or measure of adequacy.

It is evident from the above that the agency has severely misinterpreted or misunderstood the intent of Congress in using the phrase “modeled after.”  The phrase, as the agency notes, does not mean that dietary supplement CGMPs should be identical to those for foods, as they would then be redundant.  However, it is also apparent to the most casual reader of this proposal that much of the proposal is modeled not on the food CGMPs at 21 CFR 110, but on the drug CMGPs at 21 CFR 211.  The agency’s use of an incorrect and extreme definition of the wrong word from an obscure dictionary to support its position is capricious and untenable.  Because of the above, to the extent that the proposal deviates from the chosen standard mentioned in most of the above definitions of the verb model (or modeled), it must be rewritten or withdrawn.

Sincerely yours,

Charles K. Thomas, Ph.D.

Charles K. Thomas Company

P.O. Box 898

La Cañada Flintridge, CA 91012-0898

7. (818) 952-2866
