September 21, 1998

Dockets Management Branch (HFA-305) To:
FDADockets@OHRM-MAIL@FDAOC

From:
<TDuchaine@aol.com>

Certify:
N

Subject:
Docket No. 98N-0339

Date:
Monday, September 21, 1998 at 10:02:23 am EDT

Attached:
FDAMAC~1.DOC

Attached are comments for submission re: Docket No. 98N-0339.  Thank you for

your consideration.

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

RE:  Docket #98N-0339

I am writing as a consumer who is concerned about the lack of standards in the dietary supplement industry.  When I take my vitamins and other non-regulated supplements, I am unsure if the product will actually do what the manufacturer says it will.  I work in the pharmaceutical industry and know that prescription drug products must prove bioavailability.  I would like the same assurance when taking my vitamins.  Basically, I want to be sure I am getting the desired product into my body, and that I am not wasting my time and money.  I believe consumers deserve to have some sort of comfort and assurance when taking alternative medicines or supplements, just as they do when taking a regulated prescription drug product.

The following comments correspond to the seven questions outlined in the Federal Register announcement:

Question 1 

The consumer protection functions and the obligations to conduct research and establish standards should be modified to expand FDA’s ability to set performance standards for dietary supplements.  Two suggestions follow: 

There should be greater emphasis on developing standards for disintegration and dissolution, two basic functions of a dietary supplement.  For example, a current FDA study cites the high failure rate for dissolution of folic acid in multivitamins.  This is a prime example of how consumer health is adversely affected if the supplement (or botanical) is not bioavailable. In other words, if the product does not dissolve, it cannot work.   By establishing enforceable performance standards, FDA would also be better positioned to protect consumers against economic fraud. 

FDA could assume another proactive role in consumer protection by creating an OTC category for herbal products were created.  Since the active ingredients in herbal products are also used in many pharmaceutical products (and more consumers are turning to less expensive self-medication), FDA would be able to better regulate these products as they undergo additional testing for safety and efficacy. 

Question 3

FDA should continue to rely on the efforts of third parties, namely the USP, NIH and JIFSAN for researching and establishing standards for dietary supplements.  The USP, in particular, would be an excellent ‘partner’ for FDA because the standards they have created for vitamins could be easily expanded to include herbals. 

Question 4

FDA should continue to collaborate with the dietary supplement industry in creative and productive ways to establish performance standards.  If indeed FDA creates a separate category of OTC products for herbals, these collaborative efforts would also be valuable in designing and research and testing protocols to facilitate applications through the review process.  Additionally, working with organizations such as the WHO and the Commission-E would be useful resources and models for botanical reviews.

Question 5

The Presidential Commission on Dietary Supplements report recommended establishing a botanical review committee.  While FDA may view this as premature, it should, as an alternative, consider creating a Dietary Supplement Advisory Committee, comprised of appropriate experts from various areas (e.g., academia, government and industry) in the supplement field. This would serve as a mechanism to quickly address the increasing number of important supplement policy questions, and would allow the larger, more complex (but less-timely) issues to be addressed as they are researched and developed.  As an education process, this would benefit consumers and industry, as well as the FDA. 

Question 6

If high manufacturing and performance standards are established for dietary supplements, it would be acceptable to sanction the use of an FDA “Gold” seal.  The advantages to this are twofold:  1) A “gold standard” would offer reassurance relay a more ‘protective’ message to consumers, and 2) it would increase competition and marketing activities for the manufacturers. 

A reasonable fee would be appropriate if it were used to advance research needs and increase scientific personnel for the specific product category.  It would not be acceptable, however, for the fees to be used for unrelated activities. 

Question 7

With regard to standards, the American consumer is not adequately protected by FDA’s level of interaction with other countries on international standard setting and developing mutual recognition agreements.  FDA should give higher priority to international activities involving the products they regulate, e.g., the Codex proposed limits on some quantities of vitamins and minerals. In addition, American consumers should be assured of safe and effective products, regardless of where they are manufactured.  (For example, the recent contamination of imported ginseng root.) 

Thank you for the opportunity to present my view.   

Sincerely,

Christina Duchaine

 2745 Ice House Road

Alexandria, VA  22314

(703) 567-7029

