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Phil Gramm
Téxks -

United States Sena{c

MEMORANDUM

pate: OCT 14 fg.q,qr

Food and Drug Administration
Office of Legislative Affairs
5600 Fishers Lane

Rockville, Maryland 20857

A constituent has sent the enclosed
communication. A response which
addresses his/her concems would be
appreciated.

Please send your response, together with
the constituent's correspondence, to the
following address: :

Office of Senator Phil Gramm |

2323 Bryan Street, #2150

Dallas, Texas 75201

Attention: Sheacy L. Reynolds

(214) 767-5341
(214) 767-8754 (fax)
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Texas Department of Health

1100 West 49th Street L
Willlam R. Archer III, M.D. Austin, Texas 78756-3199 TEXAS BOARD OF HEALTH
Commissioner of Heajth (512) 458-7111 Walter D. Wilkerson, Jr., M.D., Chairman

http: //www.tdh.state tx.us
Patti J. Patterson, M.D., M.P.H. Mary E. Ceverha, MP.A.,Vice-Chair
Executive Deputy Cormvunissioner Mario R. Anzaldua, M.D.
J. C. Chambers
Yy £ 7 Beverly H. Robinson, PhD, RN.C.
August 31, 1999 I\W@S Scholin, ].D.

- The Honorable Phil Gramm
370 Senate Russell Office Building
Washington, DC 20510

Dear Senator Gramm:

Enclosed please find a copy of the Texas Department of Health's (TDH) comments t6'the U.S. ‘Food
and Drug Administration (FDA) regarding development of their overall strategy to regulate dletary
supplements. '

As Chair of the Texas Board of Health and a retired family practice physician, I am very concerned
that some polentially dangerous dietary supplements are marketed with virtually no restrictions and
very little consurner information. In recent years, TDH has received hundreds of reports of adverse
events from adults and minors who consumed dietary supplements such as ephedrine. I am pleased
to report that after four years, Texas has taken a balanced first step to inform and protect the public.
However, we need your help to better protect public health and safety.

e L i et Y 2 ottt <

The existing federal framework for dealing with dietary supplements, including traditional medicinal
and botanical products, does not sufficiently ensure consumer safety or allow the public to make
fully informed decisions about potential health risks related to these products. Specifically, the
resources and system in place for monitoring adverse events related to dietary supplements at FDA
are Jacking to collect solid data to make pood public health palicy decisions. The current patchwork
of individual state regulations is also inadequate to protect public health, as well as potentially
inhibits interstate cormmerce. '

The United States needs one clear ‘and warkable framework for dietary supplements for all states
which ensures consurner safety and truthful labeling of these products, but does not inhibit consumer
choice or interstate commerce. I urge you to work with FDA to enhance the adverse reporting
system for dietary supplements and to work towards a safe and effective system to ensure public
health and safety.

An Equal Employment Opportunity Emplayer
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Thank you for your attention to this important public health issue. If you need any additional
information or if we can be of assistance in any way, please contact Kathy Talkington, Director of
Federal Relations for TDH at 202/638-3927.

Sincerely,

Walter D. Wilkerson, Jr., M.D. -
Chair, Texas Board of Health

Enclosures
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Texas Department of Health

1100 West 45th Street
Williamn R. Archer III, M.D. Austin, Texas 78756-3199 TEXAS BOARD OF HEALTH
Commissioner of Health (512) ¢58-7111 Walter D. Wilkerson, Jr.. MD. Chairmas

http:/fwww tdh.state bx.us _ : , .
Patti ] Pattersen, M.D, M.P.H. Mary L. CE"???‘“; M.P.A.,Vtca-Chaxr
Executive Deputy Commissioner . ‘Mario R. Anzajdua, M.D.

J. C. Chambers

Beverly H. Rebinson, Ph.D, RN.,C.

Margo S. Scholin, ].D.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
Docket No. 99N-1174

Dietary Supplements; Center for Food Safety and Applied Nutrition Strategy

The Texas Department of Health (TDH) welcomes the opportunity to provide input to assist the U.S.
Food and Drug Administration’s (FDA) Center for Food Safety and Applied Nutrition (CFSAN) in
developing a strategy for effective regulation of dietary supplements pursuant to the Dietary Supplement
Health and Education Act (DSHEA). TDH and FDA share a long history of partnering in many areas
related to food and drug safety.

TDH recognizes the chellenges FDA faces in implementing the broad regulatory provisions contained
in DSHEA. The 1999 CFSAN Program Priorities document is a studied attempt by FDA to establish
structure and priority for the agency in developing a workable regulatory framework. FDA is expending
considerable resources on strategic planning and TDH supports those efforts since major shifts in policv
must be implemented carefully to minimizs unintended consequences” FDA’s demonstrated Gpenfiess
and inclusiveness in soliciting inpuf ffom stakeholders, as well as careful establishment of priorities, are
congratulated and encouraged. '

TDH is well aware of the constraints placed on FDA in the current political and regulatory environment
to interpret, enfoice and finalize regulations related to DSHEA. However, it is imperatjve that FDA
maintains a credible and effective program for regulatory enforcement, compliance, and consumer
education during this evolving process to address unsafe or fraudulent products.

The following comments are grouped in response to the focus questions published in the June 18, 1999,

Eederz] Register notice.

An Egual Employment Qpportunity Employer o
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Objectives for an Overall Dietary Supplement Strategy

Since enactment of DSHEA, the boundaries between drugs and dietary supplements have become less
distinct. Dietary supplement products and lzbeling may now contain ingredients and/or claims that would
have been considered drug ingredients and claims just a few vears ago. Obvious examples include
gamma butyrolactone (GBL), 1,4 butanediol (BD), and ephedra-contairiing street drug altefratives, but
numerous dietary supplement products make claims that

categorize them as drugs. Removal of drug claims may result in the product being considered a dietary
supplement. FDA should place 2 high priority on developing an efficient procedure to regulare products
that cross boundaries between regulatory schemes and for tracking and investigation of adverse events
associated with these products. Adverse event monitoring systerms should be integrated in a database that
mayv be shared by both CFSAN and Center for Drug Evaluation and Research (CDER)

Texas law often requires that TDH rely on FDA’s determination whether a product is a dictary
supplement, drug, cosmetic or food in order to take regulatory action. TDH turned 1o FDA for that
determination as part of its regulatory action against GBL products marketed as dietary supplements.
Initially, TDH worked closely with CFSAN in documenting injuries, collecting medica] records to fuliill
the burden of proof required by DSHEA, finding and documenting websites sales, investigating product
sources and other investigations. CFSAN staff became quick experts on the products and the unique
manner in which they were marketed. When the FDA declared GBL an unapproved new drug, the
entire project was transferred to CDER staff, who then had to learn about the products. Concerning
“boundary” products, FDA should place high priority on categorizing a product early so that efforts are
not duplicated and/or lost.

As evidenced'by TEH and FDA’sTtegulatory actions  concerning -ephedra—products-and-the recently -
released General Accounting Office (GAQ) téport, the ifaminent hazard or adulteration provisions of
DSHEA necessitates timely and extensive investigation of adverse events. Follow up may include
_patient interviews, documentation of use, label directions, collection of samples and Medical records.
TDH suggests that both CFSAN and CDER conduct similar and thorough investigations, particularly
for new or poorly defined substances about which little is known, so that adverse events associated with
“boundary” products are tharoughly documented. |

FDA should begin the process of carefullv delineating what constitutes significant scientific agreement,
taking into consideration the recommendations of the Presidential Commission on Dietary Supplement
Labeling and the FTC guidelines. Examples of unacceptable or inadequate criteria would aiso be helpful
for industry, consumers, and regulators. The Food Advisory Committee or a special working group
would be an appropriate resource to assist FDA in outlining acceptable criteria. In light of recent court
rulings, FDA should finalize the definition of “significant scientific agreement” as a regulation.
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TDH supports FDA’s continued reliance on input from the Food Advisory Committee, which is well
qualified to reach science-based conclusions and provide FDA with solid recommendations to posed
questions or to evaluate the safery of dietary supplement products. Working groups consisting of experts
from fields related to the special product and/or disease condition under consideration, are the most
effective method to gain external opinions regarding unusual situations or products. Because it would
diverr and dilute resources needed to address other priorities, TDH does not recornmend that# formal
dietary supplement commirtee be convened at this time.

As recommiended by the Presidential Commission, CDER should investigate a better method to deal with
traditional medicine and botanical products that are used for purposes other than to supplernent the diet,
but that cannot meet OTC drug requirements. The study should include whart types of disclaimers are
necessary and how or if the systam can fit within the U.S. regulatory framework. The study should
include the scope of products, the means of assuring safety and preventing deception, appropriate OTC
uses of products, and types and appropriateness of disclaimer statements.

CDER should consider convening a dedicated panel on botanicals to review appropriate OTC claims.
The Commission believed this would not require new legislation or regulation and would be appropriate
for products that are generally recognized as safe and effective based on adequate current scientific
evidence comparable to the evidence used to approve other OTC drugs. TDH agrees with the
Commission on this point. In fact, if unison is not possible between the two centers, consideration
should be given to a new center within the FDA. The dietary supplement industry is large enough to
support a new Center of Dietary Supplements. Because it is a new regulatory entity, and one already
legislated to be regulated differently than drugs or foods, it would have to be a funded mandate,
providing FDA with the funding to procure the resources to support the new center.

RO

Priorities

. TDH agrees that consumer safety and truthful, non-misleading labeling should be FDA’s top priomnties
for dietary supplements. Considering the current numnber of manufacturers making unsubstantiated
disease claims and the lack of manufacturing standards, achueving these priorities would go a long way
toward ensuring consumer access to safe dietary supplements that are truthfully labeled. Truthful
labeling can only be achieved when good manufacturing practices are followed and FDA shou]d place
a high priority on finalizing GMP regulations that ensure that products meet the identity, quantity and
quality they are purporting to contain on the label. -

TDH believes that well-positioned and high profile regulatory actions, possibly in cooperation with FTC,
are taken against products that make obvious disease claims for serious diseases such as cancer, AIDS,
and arthritis.
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How to Implement Tasks

TDH does not recommend that FDA rely on guidance documents to establish standards for safety,
GMPs, product quality, structure/function claims, significant scientific agresment, or labeling of dietary
supplement products. Guidance documents are unenforceatle, and the uneven playing field resualting
from uncooperative playets promotes a further noncompliance: Firalizing effective Teéguilations thar
promote the intended result is a challenging and resource intensive process, but it is necessary.

There are issues that may be more appropriately addressed using guidance documents. Examples include
guidance on what FDA expects to find in quality clinical or epidemiological studies and analyses or
explanations of the boundaries between dietarv supplements, foods and drugs. Guidelines may also be
appropriats to “flesh out” FDA’s interpretation of future regulations such as GMPs and
sTucture/function claims. '

Issues that FDA should address quickly

The ephedra regulations should be finalized, taking into ccnsideration the GAO report published on
August 4, 1999, The serious public health risks associated with these products have not changed since
the FDA regulations were proposed in June 1997 and top priority should be placed on finalizing
regulations 1o address the risks.

Herbal street drug alternatives have proliferated in retails stores and on Internet websites. Products
containing herbs such as Salvia divinorum claim to contain powerful hallucinogens. Quick and decisive
regulatory action is required to show that the marketing of unapproved drugs will not be tolerated. GBL
and BD produtts with untruthiful lablirg 4nd claims continue-to proliferate orrthe-mternet zndin certain
retail settings and serious injuries and deaths ontinue to beé reported. By simply ordering these products,
FDA can easily document interstate distribution of unapproved new drugs and take regulatory action.

. The longer the delay, the less imminent the health hazard appears, but the more imminent the health
hazard becomes.

Products that ¢laim to treat or cure disease continue to proliferate and many companies ignore the
requirement to send notification letters to FDA. FDA should identify products with disease claims for
serious condidons and tzke regulatory action. Cooperative enforcement actions could also be conducted
with FTC.

Research

The lack of sound seientific evidence for Safety and for substantiation of claims is widespread with
currently marketed products and TDH acknowledges the difficulty FDA faces in encouraging research
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when manufacturers are not required to submit studies to gain marketing approval or for making ¢laims.
FDA should educate consurners to demand evidence for safety and for substantiation of claims to
promote research by marketplace demand.

FDA should conduct or review ongoing studies about consumer attitudes toward dietary supplements
to gain an.understapding-of consumer-expectations of use, conditions foruse; sources-of'information
about dietary supplements and perceptions about the meaning of labeling and claims. This information
can be used to target consumer education and outreach.

Leveraging Resources

FDA. should continue to work closely with state regulatory agencies, many of which have extensive food
safety and drug regulatory programs in place. Continue outreach 1o states through teleconferences such
as the July 27, 1999, 50 state conference call, and training such as the July 29, 1999, supplement labeling
satellite conference. Many state officials are eager for information and guidance concerning this rapidly
evolving field. In addition, FDA should continually remind state health officials about the role of
MedWatch in identifying potentially unsafe producrts.

For more efficient evaluation of adverse events, FDA should amend MedWatch forms to include the
specific information needed to properly evaluate the event such as product label, ingredients, directions
for use and where product was obtained. FDA should encourage states to forward copies of their own
investigations of adverse events.

FDA should work more closely with FTC 10 identify unsafe or misbranded products with unapproved
drug ¢laims.. FDA-should share information-about unsafe products or unapproved-claims with-consurmer
groups like the American Association of Retired Persons (AARP), AIDS groups, American Heart
Association, American Dietetic Associations, American Medical Association and dietary supplement

_ trade associations at a minimum.

TDH appreciates this opportunity to comment on FDA’s overall strategy for achieving effective
regulation of dietary supplements. Please feel free to contact Cynthia Culmo at (512)719-0257 for further
information.

v

Rgspectfn mitted,

R. Archer ITI, M.
ioner of Health
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FOOD AND DRUG ADMINISTRATION
Office of Legislation
5600 Fishers Lane
Parklawn Bldg. / Room 15-55
Rockville, MD 20850
TEL: (301) 443-3793
FAX: (301) 443-2567, (301) 827-1614
(301) 594-6778

PLEASE DELIVER THE FOLLOWING PAGES
TO:  Dockets Branch DATE: 11/01/99
TELEPHONE #: -6861 FAX  7-6870
#:

FROM: Wayne Amchin (827-0090)

COMMENTS: Comments for Docket No. 99N-1174
NUMBER OF PAGES, INCLUDING 9
COVER:
IF YOU DO NOT RECEIVE THE NUMBER OF PAGES INDICATED ABOVE.
PLEASE CALL IMMEDIATELY

This document is intcnded only for the use of the party to whom it is addressed and may contain information that i
privileged, confidential, and protected from disclosute under applicable law, If you are not the addressee, or a person
authorized 10 deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination,
copying. or other action based on the content, of this communication is not authorized. If you have recejved this document in
crror, please immediately notify us by telcphone and return it to us at the above addeess by mail. Thank you,
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