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FEDERAL DRUG ADMINISTRATION'S

REGULATION OF DIETARY SUPPLEMENTS

TUESDAY, JULY 20, 1993

HOUSE OF REPRESENTATIVES,

HUMAN RESOURCES AND

INTERGOVERNMENTAL RELATIONS SUBCOMMITTEE

OF THE COMMITTEE ON GOVERNMENT OPERATIONS,

Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room

2247, Rayburn House Office Building, Hon. Edolphus Towns (chair-

man of the subcommittee) presiding.

Present: Representatives Edolphus Towns, Thomas M. Barrett,

Donald M. Payne, Steven Schiff, Stephen Horn, and Bernard Sand-

ers.

Also present: Ronald A. Stroman, staff director; William M.

Layden and Brenda E. Pillors, professional staff members; Martine

M. DiCroce, clerk; and Martha B. Morgan, minority professional

staff, Committee on Government Operations.

OPENING STATEMENT OF CHAIRMAN TOWNS

Mr. TOWNS. The subcommittee will come to order.

Today's hearing is on the Food and Drug Administration's regu-

lation of dietary supplements. As required by the Dietary Supple-

ment Act of 1992, on June 15 of this year, FDA proposed regula-

tions governing nutrition labeling and nutrient content, and health

claims for all dietary supplements. FDA also asked for comments

on how it should regulate dietary supplements. Whether FDA is

striking the proper regulatory balance is the focus of this hearing

today.

Millions of Americans regularly consume vitamins, minerals,

herbs, and other dietary supplements to improve their nutrition

and health. In recent years, growing scientific research has re-

vealed that certain nutrients, such as vitamin E, may help to pre-

vent heart disease and cancer. At a time when this country is try-

ing to reduce health care costs and improve the health of all Ameri-

cans, dietary supplements could contribute greatly to the preven-

tion of disease.

At the same time, consumers have a right to expect that their

dietary supplements are safe and manufactured to the highest

standards possible. Consumers also have a right to expect that

claims made about the health and nutritional benefits of dietary

supplements are truthful and nonmisleading. Consumers are sub-

ject to a barrage of conflicting messages in the media about the po-

(1)
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tential health benefits and health risks of certain nutrient supple-

ments.

We must all work together to avoid the tragedy that occurred in

1989 when a contaminated batch of L-tryptophan was linked to a

deadly disease known as EMS. In 1991, this subcommittee, under

the leadership of my predecessor, the late Honorable Ted Weiss,

Democrat of New York, heard firsthand from some of the innocent

persons who were harmed by L-tryptophan. Today we will have an

opportunity to follow up on that initial inquiry.

It is time to cut through the regulatory fog surrounding dietary

supplements and hear from the experts about: (1) FDA's actual and

proposed regulations for dietary supplements* (2) the public health

risk and benefits of dietary supplements; (3) the scientific data sup-

porting health claims for dietary supplements; and (4) the proper

regulatory balance between consumer protection and free trade.

I look forward to hearing from our witnesses this morning. Be-

fore we hear from our first witness, I would like to yield to Mr.

Schiff, the ranking minority member of the subcommittee, for any

remarks that he might have at this time.

Congressman Schiff.

Mr. SCHIFF. Thank you very much, Mr. Chairman. I will cer-

tainly be brief. We have a lot of qualified witnesses to hear from.

I want to, first of all, thank you for holding this hearing. The

subject of dietary supplements, I think, doesn't receive as much

media attention as certain other issues we are seeing today. Never-

theless, I can tell you that from the volume of mail I receive from

my constituents, there is obviously great public interest in this sub-

ject; and I want to thank you personally for holding this hearing.

I am an original cosponsor of Congressman Bill Richardson's bill,

H.R. 1709, which we believe will strike a balance—the balance that

you referred to—between the responsibility of the FDA to look after

those substances which we consume and the right of people to se-

lect dietary supplements if they choose to do so without inter-

ference from the government that goes beyond the government's le-

gitimate interest in protecting public health and safety.

I would be interested, from any or all of the witnesses in the

course of their testimony, if they nappen to be familiar with H.R.

1709, if they would express their support or nonsupport, if that is

the case, of that bill. We, the sponsors, believe that we are achiev-

ing the correct balance, but I would be interested in other views

on that.

And with that, I want to, again, say that I think this is a very

important hearing; and I look forward to it. And I yield back.

Mr. TOWNS. Thank you very much.

Congressman Sanders.

Mr. SANDERS. Thank you Mr. Chairman. I will also be brief. This

is an extremely important hearing and, as Congressman Schiff has

mentioned, has generated a lot of interest in my State of Vermont.

I have been a strong supporter for a person's right to seek alter-

native approaches in medical care. It is clear that western medicine

does not have all the answers. I am supportive of a new program

which provides grants for alternative health research.

In September, we will be holding a conference in Vermont actu-

ally on cancer prevention looking at diet and the environmental
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causes of cancer. And so this is an issue of great concern in my own

State. There is little doubt that in many cases the FDA and the

medical establishment have been intolerant of those who practice

alternative medicine while they have been more than willing to

give the benefit of the doubt to corporate sponsors.

For corporations, the FDA has been content to approve products

solely on test claims provided by the very industries which the

FDA is supposed to regulate. In fact, for me, this was one of the

most upsetting revelations of the silicone breast implant and BGH,

bovine growth hormone, investigations. But I think what we all

want to see is a balance.

Many of us believe that every American has the right to look at

alternative health approaches. At the same time, we don't want to

see unscrupulous manufacturers producing and selling misleading

products to, often, the most vulnerable members of society, those

that are very ill or uneducated.

And so how you look at a balance for Americans who want to

look at alternative approaches to health care have that opportunity

and so that other people are not exploited, I think, is the issue here

today.

Mr. TOWNS. Thank you.

Before we begin, I would like to say to all our witnesses who will

be presenting testimony today that the full text of the statement

that you submit will be included in the record. I would like to ask

each of you to summarize your testimony in approximately 5 min-

utes so that we will have time to ask questions.

Let me welcome our first panel, Dr. Fred Shank.

Please come forward.

Mr. SCHIFF. While the witness is coming up, Mr. Chairman, I

want to emphasize, for the other witnesses, what you just said. My

experience—the chairman announces that full written statements

are part of the record and people read the written statements. I

want to guarantee that full written statements are made a part of

the record and encourage summaries.

Thank you.

Mr. TOWNS. Thank you very much.

Let me welcome our first panel, Dr. Fred Shank of the Food and

Drug Administration.

And, Dr. Shank, if you would, please introduce the people that

are with you in terms of their role with the FDA. We would appre-

ciate it.

Dr. SHANK. Thank you, Mr. Chairman.

On my right is Mr. Mitch Zeller from the Office of the Deputy

Commissioner for Policy. On my left is Mr. Robert Lake who is the

Director of Office of Policy, Planning and Strategic Initiatives with-

in the Center for Food Safety and Applied Nutrition. And Dr. Lori

Love is the Director of the Center's Clinical Research and Review

Staff.

Mr. TOWNS. Thank you very much.

It is our custom to ask all witnesses who present testimony to

the subcommittee to be sworn in. So if you would please stand.

[Witnesses sworn.]

Mr. TOWNS. You may be seated.
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Let the record show that the witnesses answered in the affirma-

tive. And thank you very much.

You may proceed any way you so desire.

STATEMENT OF FRED R. SHANK, PhJ)., DIRECTOR, CENTER

FOR FOOD SAFETY AND APPLIED NUTRITION [CFSAN], FOOD

AND DRUG ADMINISTRATION, ACCOMPANIED BY MITCHELL

ZELLER, OFFICE OF THE DEPUTY COMMISSIONER FOR POL-

ICY; ROBERT LAKE, DIRECTOR, OFFICE OF POLICY, PLAN-

NING AND STRATEGIC INITIATIVES; AND LORI LOVE, Ph.D.,

DIRECTOR, CLINICAL RESEARCH AND REVIEW STAFF

Dr. SHANK. Mr. Chairman and members of the subcommittee, we

are here today to talk to you about FDA's current rulemaking ac-

tivities concerning dietary supplements and to review with you

some of the results of investigations regarding the association be-

tween some dietary supplements, including L-tryptophan, and pub-

lic health concerns. FDA published three proposed rules in June

18, 1993, which will be a part of our considerations this morning.

Part of the challenge in discussing dietary supplements is under-

standing how broadly the term "dietary supplement" is being used.

The term "dietary supplement" refers to everything from tradi-

tional vitamin and mineral supplements to amino acids, herbs, and

many other products.

The vast majority of dietary supplements consists of traditional

vitamins and minerals and do not raise serious health concerns.

We believe that these products represent about 80 percent of the

market. The remaining products on the market, high potency

amino acids, herbs, and other substances do raise questions about

safety and labeling. Many of these products have no recognized role

in nutrition and frequently bear express or implied disease claims

and have been marketed for specific therapeutic purposes.

FDA has traditionally regulated dietary supplements under the

authority of the Food, Drug, and Cosmetic Act on a case-by-case

basis based on complaints or other information brought to the

agency's attention concerning a product's safety or labeling. FDA's

primary goal is to ensure that dietary supplements are safe and

that the claims made for these products are truthful, not mislead-

ing, and properly supported by the scientific evidence.

Of its field force of over 3,000 employees, FDA devotes only ap-

proximately 15 to 20 person years, that is full-time employee

equivalents, each year to the compliance activities involving dietary

supplements; and this is done principally through the agency's es-

tablished health fraud program which was issued in June 1987.

Now, I would like to briefly bring you up to date on the results

of the investigations regarding the association between L-trypto-

phan and eosmophilia myalgia syndrome or EMS. Despite recent

intense research, the exact cause of EMS and an understanding of

how it develops has not been established, and research continues.

Current findings support previous suggestions that the L-trypto-

phan associated EMS was caused by several factors and is not only

related to impurities in a single source of L-tryptophan.

On the Federal Register documents, first the advanced notice of

proposed rulemaking announced that the FDA is reviewing the

manner in which it regulates the safety of dietary supplements. As
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discussed in this announcement, FDA is reviewing the current reg-

ulatory policies because significant changes in the dietary supple-

ment market and the consumer's use of supplements have occurred

in recent years. Not only is the market growing, but FDA is becom-

ing increasingly aware of reports of serious health problems associ-

ated with the ingestion of dietary supplements.

The ANPR noted that while many ingredients in herbal dietary

supplements have not been associated with specific health con-

cerns, some components contained in these products have been as-

sociated with adverse health effects or toxicities in animals or hu-

mans. For example, at least six documented cases of toxic hepatitis

have been associated with the consumption of chaparral. And I

could go on with other examples of other compounds, but this is

contained in our written testimony.

In May 1991, following the EMS outbreak associated with the

consumption of L-tryptophan-containing dietary supplements, the

Commissioner of Foods and Drugs, Dr. Kessler, established an in-

ternal FDA task force to review the agency's regulatory program on

dietary supplements. FDA has made the recommendations of this

task force available to the public. It must be emphasized that none

of the recommendations in this task force report represents agency

policy. The agency will review the comments received and then de-

cide what actions appear to be appropriate in the future.

The other Federal Register documents that are of interest this

morning pertain to the proposed rule on health claims for dietary

supplements. The agency proposed to make claims for these prod-

ucts subject to the general requirements that apply to claims for

other types of food. This proposed rule was mandated by the Nutri-

tion Labeling and Education Act. Its timing was determined by the

Dietary Supplement Act.

While the Nutrition Labeling and Education Act mandated a

health claims standard for conventional foods, the statute ordered

FDA to establish a health claims standard for dietary supplements.

In November 1991, FDA proposed that health claims for dietary

supplements should be based on the same standard as conventional

foods, namely, significant scientific agreement. The agency's ration-

ale for identical standards was simple: The vitamin C in capsules

should be subject to the same standard as vitamin C in orange

juice. In June, FDA again proposed that the health claims standard

for dietary supplements should be one of significant scientific

agreement.

FDA is dedicated to assisting Americans in capitalizing on the

scientific advances over the past 30 years that have expanded our

understanding of the relationship between health and diet and of

the role that diet can play in improving the health of Americans.

FDA encourages positive changes in dietary habits and recognizes

that consumer's access to adequate nutrition and health informa-

tion is an important part of this process.

Finally, Mr. Chairman, if time permits, I am going to briefly talk

about our future role concerning health claims for foTic acid and the

antioxidant vitamins. Even though the agency's advisory committee

has not yet fully resolved certain issues involving folic acid, in an

effort to progress, the agency will publish a proposal to authorize
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health claims on the labels and labeling of foods and dietary sup-

plements relating to folic acid and the risk of neural tube defects.

Later this month, FDA intends to publish a proposal providing

an opportunity for the submission of comments and new data to

FDA on the relationship of antioxidant vitamins and cancer. FDA

plans to cosponsor, with other research and health organizations,

an open symposium to discuss the available science, identify any

other research needs and discuss ways of facilitating research. FDA

will consider the results of this symposium in deciding whether tp

authorize a health claim for antioxidant vitamins and cancer.

Mr. Chairman, that concludes our testimony; and we would be

happy to respond to your questions.

[The prepared statement of Dr. Shank follows:]
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Mr. Chairman and Members of the Subcommittee:

I am Fred Shank, Director of the Food and Drug Administration's

(FDA) Center for Food Safety and Applied Nutrition (CFSAN). I am

accompanied today by Robert Lake, Director of the Office of

Policy, Planning and Strategic Initiatives within CFSAN, Mitchell

Zeller from the Office of the Deputy Commissioner for Policy, and

Dr. Lori Love, Director of CFSAN's Clinical Research and Review

Staff.

We're here today to talk to you about FDA's current rulemaking

activities concerning dietary supplements and to review with you

some of the results of investigations regarding the association

between some dietary supplements, including L-tryptophan, and

public health concerns.

As you know, FDA published three proposed rules on June 18, 1993,

to fulfill requirements imposed on FDA by the Nutrition Labeling

and Education Act of 1990 (NLEA) and the Dietary Supplement Act

(DSA) of 1992. FDA also published on June 18 an advance notice

of proposed rulemaking (ANPR) to announce that we are reviewing

the manner in which we regulate the safety of dietary supplements

and that FDA intends to bring amino acid-containing dietary
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2

supplement products (including L-tryptophan) into compliance with

the law.

Before I discuss the Agency's views about the safety and labeling

of dietary supplements and the thinking behind our rulemaking

activities, I'd like to briefly discuss the history and legal

framework under the Federal Food, Drug, and Cosmetic (FDC) Act of

how FDA has regulated dietary supplements.

HOW FDA REGULATES DIETARY SUPPLEMENTS

Part of the challenge in discussing dietary supplements is

understanding how broadly the term "dietary supplement" is being

used. The term "dietary supplement" refers to everything from

the traditional vitamin and mineral nutritional supplements to

amino acids, herbs, and many other products.

The vast majority of dietary supplements consist of traditional

vitamins and minerals and do not raise serious health concerns.

He believe that these products represent about 80 percent of the

market. The remaining products on the market—amino acids,

herbs, and other substances—do raise questions about safety and

labeling. Many of these products have no recognized role in

nutrition, frequently bear express or implied disease claims, and

have been marketed for specific therapeutic purposes.
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3

FDA has traditionally regulated dietary supplements under the

authority of the FDC Act on a case-by-case basis, based on

complaints or other information brought to the Agency's attention

concerning a product's safety or labeling. FDA's primary goal is

to ensure that dietary supplements are safe and that the claims

made for these products are truthful, not misleading, and

properly supported by scientific evidence.

Under the FDC Act, FDA's regulation of dietary supplements is

grounded in both the food and drug provisions. Some substances

used in dietary supplements fall within the food definition

(section 201(f)) because they are used for nutritional value.

Some dietary supplements, such as those marketed with therapeutic

claims, fall within the drug definition (section 201(g)) because

they are intended to prevent or treat disease or to affect the

structure or function of the body. Some products fall within

both the food and drug definitions and are regulated accordingly.

The FDC Act has never contained a statutory framework for dietary

supplements outside of the food and drug provisions.

Because dietary supplements are subject to regulation as foods,

drugs, or both, there are a variety of statutory provisions that

come into play in the regulation of these products. These

provisions, which may form the basis of a charge that a product

has been marketed unlawfully in interstate commerce, include:


























































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































