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The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, as amended,
is to protect the integrity of the Department of Health and Human Services (HHS) programs, as well as
the health and welfare of beneficiaries served by those programs. This statutory mission is carried out
through a nationwide network of audits, investigations, and inspections conducted by the following
operating components:

Office of Audit Services

The OIG's Office of Audit Services (OAS) provides all auditing services for HHS, either by conducting
audits with its own audit resources or by overseeing audit work done by others. Audits examine the
performance of HHS programs and/or its grantees and contractors in carrying out their respective
responsibilities and are intended to provide independent assessments of HHS programs and operations in
order to reduce waste, abuse, and mismanagement and to promote economy and efficiency throughout the
Department.

Office of Evaluation and | nspections

The OIG's Office of Evaluation and Inspections (OEI) conducts short-term management and program
evaluations (called inspections) that focus on issues of concern to the Department, the Congress, and the
public. The findings and recommendations contained in the inspections reports generate rapid, accurate,
and up-to-date information on the efficiency, vulnerability, and effectiveness of departmental programs.

Office of I nvestigations

The OIG's Office of Investigations (Ol) conducts criminal, civil, and administrative investigations of
allegations of wrongdoing in HHS programs or to HHS beneficiaries and of unjust enrichment by
providers. The investigative efforts of Ol lead to criminal convictions, administrative sanctions, or civil
monetary penalties. The Ol aso oversees State Medicaid fraud control units which investigate and
prosecute fraud and patient abuse in the Medicaid program.

Office of Counsal to the I nspector General

The Office of Counsel to the Inspector General (OCIG) provides general legal services to OIG, rendering
advice and opinions on HHS programs and operations and providing al legal support in OIG’s internal
operations. The OCIG imposes program exclusions and civil monetary penalties on health care providers
and litigates those actions within the Department. The OCIG also represents OIG in the global settlement
of cases arising under the Civil False Claims Act, develops and monitors corporate integrity agreements,
develops model compliance plans, renders advisory opinions on OIG sanctions to the health care
community, and issues fraud alerts and other industry guidance.




EXECUTIVE SUMMARY

OBJECTIVE

To asess the extent to which existing dietary supplement |abels reflect the key eements
identified in our dietary supplement label template.

BACKGROUND

In 1994, Congress passed the Dietary Supplement Hedlth and Education Act (DSHEA).
DSHEA defined the term “ dietary supplement” to include substances, such as vitamins,
minerds, botanicas, and amino acids. The Food and Drug Administration (FDA) has primary
oversight responghbilities for dietary supplements and their [abels.

Widespread Use of Dietary Supplements. An estimated 70 percent of the U.S. population,
or 152 million people, tried at least one dietary supplement in 2001. Dietary supplements are
nearly a$17 hillion industry.

Benefits and Risks of Dietary Supplements. Digtary supplements have potentid hedlth
benefits, but may aso pose safety risks. For example, calcium and vitamin D supplementation
can help to reduce bone lossin the elderly. Yet, FDA has received reports of adverse events
associating ephedra with heart attacks, strokes, seizures, and high blood pressure.

Importance of Dietary Supplement Labels. In DSHEA, Congress recognized the
importance of labds, cdling for them to include information, such that * consumers may make
informed and appropriate health care choices for themselves and their families” Labels can be
particularly dgnificant given tha dietary supplements are often used as sdf-care products and
labels are an easily accessible source of information. Furthermore, labd oversight isakey
regulatory tool for FDA to promote the safe use of dietary supplements among consumers.

Concerns about Dietary Supplement Labels. Our 2001 report entitled Adverse Event
Reporting for Dietary Supplements: An Inadequate Safety Valve (OEI-01-00-00180)
highlighted the need for consumers to have more complete information about dietary
supplements than is currently required. In 2000, the General Accounting Office cited problems
with label content for dietary supplements.

Consumer Health Information for Better Nutrition Initiative. In December 2002, FDA
announced the Consumer Hedlth Information for Better Nutrition Initiative, which seeksto
enhance the credibility of food and dietary supplement labels through the incluson of more
accurate, science-based information.  This multi-part initiative includes the publication of
guidance on qudified hedth clams for conventiona foods and dietary
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supplements, strong enforcement of dietary supplement rules, and the establishment of an FDA
task force on consumer hedth information for better nutrition.

ThisReport. We performed an origina andysis of the labels of 100 dietary supplements that
consumers commonly use in order to examine the current state of labelsin relaion to our
template of key label dements. That template, which was designed to identify key eements
that can increase the potentid for dietary supplement labelsto help consumers make informed
and appropriate choices about supplement use, is described in detail in our companion report,
Dietary Supplement Labels: Key Elements (OEI-01-01-00120).

We supported the observations from our label analysis by interviewing 76 key stakeholders,
such as regulators, industry representatives, and consumer groups, and 7 focus groups with
consumers and hedlth professonds. We dso integrated data from industry groups and
independent research organizations, and conducted a comprehensive literature review on
supplement use and labds, including congressond testimony and nationd survey data on
supplement use.

FINDINGS

Our andys's suggests that dietary supplement labels fail to adhere to the key ementsin our
template. We found that the labels are limited in their ability to guide the informed and
appropriate use of supplements among consumers and often do not present information in a
manner that facilitates consumer understanding.

In part, the current state of labelsis due to the absence of a standardized format for the
presentation and type of information given on the label. Moreover, FDA lacks clearly defined
gtandards for disclosing safety information and for ensuring product authenticity .

In their current Sate, dietary supplement labels could potentially lead consumersto use
supplements ingppropriately. In fact, consumers and hedth professondsin our focus groups
expressed that |abels were often not a useful source of information and noted that they may
disregard them or to turn to aternative sources of information about supplement use.

Dietary Supplement Labels Fail to Adhere to the Key Elements in Our Template.

Our sample of 100 labels did not meet nine of the ten dementsin our template. For afull
description of the template, which was designed to identify key eementsthat can increase the
potentid for dietary supplement labels to help consumers make informed and appropriate
choices about supplement use, see our companion report, Dietary Supplement Labels. Key
Elements (OEI-01-01-00120).
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L abels often fail to provide sufficient infor mation to guide the informed and
appropriate use of supplements.

» Ingredient information is often difficult to interpret. Supplement labels often fail to
provide enough detail about supplement compaosition for users to understand exactly about
what they are taking. Of the 100 labels we reviewed, 93 did not make clear which
ingredients were active and 94 did not make clear the extent to which ingredients were
bicavailable (absorbed in the body); al of the 15 privately-held formulations (proprietary
blends) lacked information on the amount of individua ingredients.

» Statements of intended use often provide limited information. Supplement clamswe
examined are often confusing to consumers because they do not adequately convey the
intended use of the supplement. Consumers and hedth professonas in our focus groups
could not distinguish between types of clams.

» Safety information is often incomplete From our sample of 100 labels, 89 lacked
information about adverse reactions or side effects, 87 about interactions, 85 about
maximum dose, 61 about contraindications, and 25 about expiration. Even when labelsdid
include these types of information, we found that warning satements varied in detall.

» Directionsfor use are often insufficient. Supplement labelsarerequiredtolist a
serving Size, but not necessarily recommended dally dose. When that information is listed, it
can be difficult to interpret. For example, dose information may be described in relation to
a symptom, but the boundaries of that symptom may not be clear.

L abels often fail to present information in a manner that facilitates consumer
under standing.

» No standardized format exists Thereislittle congstency in how important categories of
information are referenced on labels. For example, of the 66 supplementsin our sample
packaged in bottles, 13 had safety information to the right of the front pand, 14 had the
information to the left, and 39 did not have that information at dl.

» Supplement labels have few distinguishing features. Some of the supplement labels
in our sample were suggestive of pharmaceutica products. We found examples of
supplements that contained pictures of people wearing physician lab coats and stethoscopes
and that had product names like * Prescribed Choice.”

» Complex language and small font size inhibit readability. This prevents abroad
range of consumers from easily reading and understanding labdl information. A number of
elderly consumersin our focus groups and some hedlth professonadshad a difficult time
reading supplement labels and understanding the terminology used.
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» Information on benefits and risksis often imbalanced. Unequa spaceis often given
to product benefits compared to risks. For example, 69 of the labelsin our sample
contained statements about a supplement’ s potentia benefits, but 38 of those did not
disclose any safety information.

Several Factors Inhibit Supplement Labels From Adhering to Our Template.

Lack of clearly defined FDA standards. No uniform standards exist to guide manufacturers
in determining what condtitutes a‘ materid fact’ requiring safety information to be placed on
supplement labels. Furthermore, FDA has not defined standards for the amount and kinds of
evidence necessary to substantiate clams. Without clearly defined standards, manufacturers
find it isdifficult to achieve alevd playing fidd.

Few measuresfor ensuring product authenticity. Nether an officid monograph system nor
vaidated testing methods for supplements exist, making it difficult for manufacturers to ensure
ingredient quality and potency. The lack of such measures contributes to incons stent
supplement preparations and label declarations.

Limited wording of claims. Manufecturers have difficulty in clearly expressng the benefits of
dietary supplements on labels because of redtrictions in how claims may be worded.

Evidence Suggests that Consumers and Health Professionals Find Supplement
Labels of Limited Use.

Our focus groups pointed to mistrust of the label as one of the main reasons why consumers
turn to other sources of information, such as hedth professonas. However, hedth
professonds limited knowledge about supplements and difficulty in interpreting labels inhibit
many of them from serving as a resource for supplement users. According to arecent survey,
only athird of consumers were very confident in the accuracy of information found on
supplement labels.

CONCLUSION

Our analysis of 100 dietary supplement labels found that few reflected the label eements that
our template identified as key to guiding the informed and appropriate use of supplements
among consumers. These findings were confirmed by our interviews and focus groups, aswell
as by independent data analyses and professiond literature. Our andlysis o found that
severd barriers may prevent manufacturers from developing labels that can adhere to our
template, and that the current Sate of supplement labels may limit the extent to which
consumers and hedlth professionals use labels.
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We recognize that FDA has numerous efforts underway to address the current state of dietary
supplement labels, and that limited resources, limited scientific evidence about the safety and
efficacy of supplements, and competing prioritiesinhibit FDA'’s capacity to make timey
progress. Our analysisis designed to assist FDA asit addresses the lega framework related to
dietary supplement labels, and asiit reviews its sandards for disclosing safety risks on labdls,
ubgtantiating evidence related to labd claims, and developing analytical methods and reference
materids for testing supplements.
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INTRODUCTION

OBJECTIVE

To assess the extent to which existing dietary supplement labdls reflect the key dements
identified in our dietary supplement label template.

BACKGROUND

In 1994, Congress passed the Dietary Supplement Hedlth and Education Act (DSHEA).
DSHEA defined the term “ digtary supplement” to include substances, such as vitamins,
minerds, botanicals, and amino acids. It also created anew legd framework for dietary
supplements and expanded the information that could be placed on labels.

Widespread Use of Dietary Supplements

An estimated 70 percent of the U.S. population, or 152 million people, tried at least one dietary
supplement in 2001.1 Many consumers use supplements to enhance their nutritiona intake or to
maintain their hedth and well-being, while others hope to improve their energy levels and to
prevent or treat common illnesses. The dietary supplement industry has responded to consumer
demand by marketing an increasing number and variety of supplements. The Food and Drug
Adminigtration (FDA) estimates that about 29,000 dietary supplements are on the market.?
Dietary supplements are now nearly a$17 billion industry.

Benefits and Risks of Dietary Supplements

The growth of the dietary supplement market presents grester potential for consumersto
experience the benefits of supplement use, and at the same time increases the chance that
consumers will encounter safety risks. For example, the long-term consumption of vitamin C
supplements may reduce the development of age-related lens opacities, and dietary cacium and
vitamin D supplementation may help to reduce bone lossin the ederly. Yet, FDA hasaso
received reports of adverse events associating ephedrawith heart attacks, strokes, seizures,
and high blood pressure, and kava kava with liver damage.

Importance of Dietary Supplement Labels

In DSHEA, Congress recognized the importance of labels, calling for them to include
information, such that “consumers may make informed and appropriate hedth care choices for
themselves and their families” Within FDA, the Center for Food Safety and Applied Nutrition
(CFSAN) has the authority to regulate supplements by issuing labeling rules and good
manufacturing practice (GMP) regulations to the dietary supplement
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industry and by monitoring adverse events related to supplement use. However, supplement-
specific GMP regulations have not been issued, and the adverse event system is till being
enhanced. Therefore, label oversght can serve as a key regulaory tool for promoting the
informed and gppropriate use of dietary supplements among consumers.

It is especidly important for labels to provide objective and accurate information on supplement
usage to balance the claims about supplements that consumers learn about through
advertisements. In our brief review of advertisements, which are regulated by the Federa
Trade Commission (FTC), we found dietary supplements claiming to bring relief from crippling
pain within days, and herba weight loss formulas claming to hep individuas lose 70 poundsin
8 weeks with no calorie counting and no hunger.

Concerns about Dietary Supplement Labels

Our 2001 report entitled Adverse Event Reporting for Dietary Supplements: An
Inadequate Safety Valve (OEI-01-00-00180) highlighted the need for consumersto have
more complete information about dietary supplements than is currently required. 1n 2000, the
Generd Accounting Office cited problems with label content for dietary supplements.*
Concerns have aso been raised by consumer and industry groups, federd and State regulators,
and the media

Consumer Health Information for Better Nutrition Initiative

In December 2002, FDA announced the Consumer Health Information for Better Nutrition
Initiative, which seeks to enhance the credibility of food and dietary supplement labels through
the incluson of more accurate, science-based information. This multi-part initiative includes the
publication of guidance on qudified hedth clamsfor conventiona foods and dietary
supplements, strong enforcement of dietary supplement rules, and the establishment of an FDA
task force on consumer health information for better nutrition. In a report on dietary supplement
enforcement, which accompanied the announcement of the initiative, FDA dtated itsintention to
develop mechanisms to communicate critical information and useful srategies about dietary
supplements to consumers.®

Methodology

Our andlysis of dietary supplement labels was based on our template of the key ements of a
label as described in our companion report Dietary Supplement Labels: Key Elements (OEI-
01-01-00120). The template was developed in response to FDA'’ s request that we present a
vison of the kind of label that could serve to better assst consumers in making informed and
appropriate choices about supplement use.

We performed an origina andysis of the labels of 100 products that consumers recognize as
dietary supplements and commonly use. For asummary of our label andysis, see Appendix B.
We obtained the products from supermarkets, pharmacies, and natural food storesin the
greater Boston area and from samples distributed at industry conferences.
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Our diverse sample, which represents 36 manufacturers and 36 distributers, was a judgmental
one. Without the existence of an officid registry of the number and types of supplements on the
market, we could not conduct probability sampling.

We dso conducted 76 interviews with federd and state regulators, each of the mgjor
supplement industry trade groups, consumer advocacy groups, private qudity oversight
organizations, professona nutrition associations, academic researchers, marketers, and
practicing herbaigts. To learn more about specific concerns facing particular groups of
supplement users, we conducted 7 focus groups with consumers and with hedth care
professonds, and reviewed the findings of other focus groups.

We reviewed relevant federd legidation and regulation, as well as other materias prepared by
government agencies, trade organizations, and consumer groups related to dietary supplements
and supplement use. As part of our literature search, we reviewed exigting data from nationa
surveys on consumer use of dietary supplements and thelr labdls, aswell as dataon the
economic characterigtics of the supplement industry.

For amore detailed description of our methods, see Appendix D.
This Report and its Companion Report

This report assesses the extent to which exigting dietary supplement labels reflect the key
elements identified in our dietary supplement labd template. Our findings are based on an
origind analyss of the labels of 100 dietary supplements that consumers commonly use and
supported by interviews, focus groups, independent data anayses, and professond literature.

Our companion report, Dietary Supplement Labels: Key Elements (OEI-01-01-00120)
provides more detail on the template. At the request of FDA, we designed atemplate to
identify key dements that can increase the potentid for dietary supplement labelsto help
consumers make informed and gppropriate choices about supplement use. The template
represents common ideas from a broad group of stakeholders and isintended to be a
framework that government officials, consumer groups, industry representatives, academics,
and others can use as they seek to find common ground on the specific content and
presentation of labels.

We conducted this ingpection in accordance with the Quality Standards for Inspections
issued by the Presdent’s Council on Integrity and Efficiency.
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PRIMER ON DIETARY SUPPLEMENT LABELS

What isa Dietary Supplement?

The Dietary Supplement Health and Education Act of 1994 (DSHEA) defines the term “dietary supplement” to mean
“aproduct (other than tobacco) intended to supplement the diet that bears or contains one or more of the following
dietary ingredients: avitamin, amineral, an herb or other botanical, an amino acid, a dietary substance for use by man
to supplement the diet by increasing the total dietary intake, or a concentrate, metabolite, constituent, extract, or
combination of any of the aforementioned ingredients.” Furthermore, a dietary supplement must be labeled as a
dietary supplement and be intended for ingestion and must not be represented for use as conventional food or asa
sole item of ameal or of the diet. In addition, a dietary supplement cannot be approved or authorized for
investigation as a new drug, antibiotic, or biologic, unlessit was marketed as afood or a dietary supplement before
such approval or authorization. Under DSHEA, dietary supplements are deemed to be food, except for purposes of
the drug definition.

What isa Dietary Supplement Label?

A'label’ isadisplay of written, printed, or graphic matter upon the immediate container of any article. In contrast,
‘labeling’ is amore general term that includes the label and other written, printed, or graphic matter upon any article
or any of its containers or wrappers, or accompanying the article.

What is Currently Required on a Dietary Supplement L abel?
DSHEA and other federal regulations require the following information to appear on dietary supplement labels:

« astatement of identity that contains the words * acompletelist of ingredients by their common or

“dietary supplement.” The word “dietary” may be usual names, either in descending order of prominence

replaced by the name of the dietary ingredient (e.g., or with the source of the dietary ingredient in the

“ginseng supplement”); “Supplement Facts’ panel following the name of the
dietary ingredient (e.g., calcium (from calcium

* net quantity of contents (e.g., “60 capsules’); carbonate));

« nutrition information in the form of a“ Supplement « safety information that is considered “material” to

Facts’ panel, including the product serving size, the the consequences that may result from the use of the

amount, and percent daily value, if established, of supplement; and

each dietary ingredient;
« thedisclaimer “This statement has not been

» if asupplement contains a proprietary blend, the evaluated by the Food and Drug Administration. This
net weight of the blend aswell asalisting of each product is not intended to diagnose, treat, cure, or
ingredient in descending order of weight must be prevent any disease” if the supplement bearsaclaim
identified; to affect the structure or function of the body

(structure/function claim), aclaim of general well-
being, or aclaim of a benefit related to a classica
nutrient deficiency disease.

» thepart of the plant used, if an herb or botanical;

« the name and place of business of the
manufacturer, packer, or distributor;

At their discretion, manufacturers may add additional information on labels (such as claims and statements of quality
assurance), and may decide on the placement of that information on their labels.

Who Over sees Dietary Supplement Labels?

The Food and Drug Administration (FDA) is the federal agency primarily responsible for regulating dietary
supplements and their labels. FDA regulates supplementsin a post-market system, meaning manufacturers are
allowed to market supplements without prior authorization. FDA has the burden of proof to show that a supplement
presents a significant or unreasonable risk of illness or injury if taken as instructed on the label, or is otherwise
adulterated. FDA also has the burden of proof to show that label information is misleading or not true. To establish
proof, FDA conducts field exams, tests supplement ingredients, and reviews label claims. As necessary, FDA may
take actions through courtesy letters, warning letters, recalls, seizures, and injunctions.
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FINDINGS

We found that few dietary supplement labelsin our sample met the dements identified in our
template, which was designed to help consumers make informed and appropriate choices about
supplement use. Important information related to ingredients, intended use, safety, and
directions for use was often incomplete, inconsstent, or missing for supplement labelsin our
sample. Labesdso often failed to present information in a manner that facilitates understanding
among consumers. No standardized format exigts for labels, and |abels have few digtinguishing
features to help consumers differentiate supplements from other self-care products.

We drew on severa sources of datafor thisanalyss. To assess the extent to which existing
labels adhere to the dements identified in our template, we performed an origind andysis of
100 products that consumers recognize as dietary supplements and commonly use. The
template is detailed in our companion report Dietary Supplement Labels: Key Elements
(OEI-01-01-00120). We supported those findings with 76 stakeholder interviews with
regulators, industry representatives, and consumer groups, as well as 7 focus groups with
consumers and hedlth professonds. We dso reviewed relevant literature, laws, and
regulations, including congressiond testimony, FDA consumer studies, and nationd survey data
on supplement use.

Dietary Supplement Labels Fail to Adhere to the Key Elements in
Our Template.

Consumers need accurate and sufficient information on labels to make informed and
appropriate choices about supplement use. Thisis particularly important, given the widespread
use of dietary supplements as sdlf-care products, and the relative lack of other reliable sources
of information.

In our companion report entitled Dietary Supplement Labels: Key Elements
(OEI-01-01-00120), we

presented the template of the key Template of Key Label Elements
elements of alabd that can help
consumers make informed and Content Presentation
appropriate choices about _ _

. v Ingredients v/ Standardized format
supplement use. (see box for alist
of those eements,) We used the v Intended use v Distinct product features
current feoeral requirements for v Safety information v Readability
supplement labels as aarting o
framework. Wethen incorporated | ¥ Directionsfor use v Balance
the feedback from our interviews, v Product information v Constructive use of space

focus groups, and literature
reviews. The template setsforth a
framework for key
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label dementsin terms of essentid information and precepts for presenting that information. In
this report, we assess the extent to which existing dietary supplement labels reflect the key
eements identified in our dietary supplement labd template. When our assessment gpplies
primarily to one type of supplement, we note it in the text. We organize our review by template
element (see Appendix A for a complete description of the template).

Labels Often Fail to Provide Sufficient Information to Guide the Informed and
Appropriate Use of Supplements.

We found that supplement labels routingly lack information or contain confusing informetion in
four areas of our template: ingredient composition, intended use, directions for use, and safety
information. Our label review, focus groups, and interviews with key stakeholders raised few
concerns related to afifth dement: product information.

Ingredient information is often difficult to interpret.

Supplement labe s ought to provide accurate and sufficient detail about supplement composition
for usersto understand exactly what they are taking. Without such information, consumers may
be putting their hedlth &t risk by overdosing on certain ingredients, or they may be spending
money on supplements that are not formulated to meet their needs.

Labels with testing guarantees often give misleading assurances of ingredient quality.
In our review of 100 |abels, we found severd |abels containing their own symbols and
datements guaranteaing ingredient

testing and qudity. These guarantees Potentially misleading symbolsrelated

often gppear to be mideading, to the testing of ingredient quality:
indicating no clear bas's of what =
supports them (see box for & / TaMACELN
examples). One hedlth provider told [ “:Q, mt’):tgiik
us that when she caled a company to Ny P
determine their gandardization

criteria, a company representative

told her “the company standardizes

its productsto excdlence” A
number of the regulators and hedlth professionas we spoke with raised concerns that such
gatements and symbols can midead consumers.

Labels often do not clearly distinguish active ingredients from inactive ones. Ninety-
three out of the 100 |abels we reviewed did not make clear which ingredients were ective.
Some of the labels contained discussion about active properties, but it was difficult to determine
whether this was marketing hype or factud information. DSHEA does not require dietary
supplement labd s to make clear which ingredients are active. Without being able to distinguish
the active ingredients from the nonactive ones, it can be difficult
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for consumers to assess products  content and to compare supplements in an informed manner.

Furthermore, 94 of the labels we reviewed did not make clear the extent to which ingredients
could be absorbed into the bloodstream (bicavailability). A few labelsdluded to
bicavailability, disgntegration, or time release, but did make not clear to what extent the
ingredients were available for absorption. DSHEA does not require dietary supplement labels
to make clear the extent of bioavailability of ingredients. Without this information, consumers
and hedlth care professional's cannot readily assess product efficacy or the potentia for adverse
reactions. The bioavailability of asupplement may depend on the form in which asupplement is
taken. For example, the biocavailability of an ephedrine extract isfar greeter than the
bioavailability of the unprocessed herb.

I ngredient names may be inconsistent across supplement labels Thisis paticularly
problematic for botanica supplements, which account for a quarter of dietary supplement
sales® FDA labdling regulaions for herba supplements require that ingredients be listed under
their Latin binomia names, except when they are listed in the Her bs of Commerce.” However,
even the Herbs of Commer ce contains multiple common namesin someingances. One
commonly cited example relates to products containing ephedra. The species Ephedra
equisetina may be caled Chinesejoinfir, mahuang, ephedra, or Chinese ephedra. A second
species, Ephedra nevadensis, may be referred to as Mormon tea, Brigham-tea, or desert tea.
Smilaly, Echinacea angustifolia may be listed as echinacea, narrow-leaved echinacea,
Kansas snakeroot, or narrow-leaved purple coneflower. Consumers may be unaware of the
exisence of multiple common names, and may end up purchasing severd products containing
the same ingredients. In fact, one of the health professionals in our focus groups shared a story
of a patient who was taking three different weight loss supplements without redlizing thet al
three contained Ephedra, thus putting hersalf at a potentia risk for overdose.

Supplement Facts panel may be of limited usefulness to consumers. The Supplement
Facts pand provides important ingredient information, including the recommended serving Sze
and the corresponding percent daily value. Many of the regulators, consumers, and health
professonds we interviewed told us that the uniform format of the Supplement Facts panel has
been very effective as ameans of sandardizing information
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consumers to more easily find and The Percent Daily Value column makeslittle
compare ingredient information. sense for botanical supplements:
Supplement Facts
-HO\NG-/G', mmy Of the% same Sewiggze 2 Tablets
interviewees raised concerns about the Amount Per Serving % Dally Value
usefulness of the Supplement Facts pandl. Siandarized lor 38 Do oA e
ThQ/ p0| nted out that the format of the Citrus Aurantium (SynephrineFruit) __GB0Om
) ; 5 HTP (Griftonia simplifonis)(T0% SHTP=15mg] 150 m|

pand makes little sense for botanicd and Yerbamate (ilex parsquayensisjieaves) ]

. . {supplying 20% methyizantine) 250 m
speciaty substances, which do not have Natpirin (White Willow Brook){berk) 400 mg\ /"~
established Referenced Da|y Intakes *Daily Yalue not established
(RDI) or Daily Reference Values (RDV) | ot sy Promeres eliose, megnesur
(see box to right). Moreover, some extracts, 1o 810 In dietary discipinca. " © *o'e herbal

nutritionists and hedlth care professonds
we spoke with questioned the current RDI
for vitamins and suggested that quantities greater than the 100 percent of the RDI may be
beneficia when these products are taken for therapeutic purposes.

Labels often do not provide information about the quantity of individual ingredients
in “proprietary blends.” DSHEA requiresthat proprietary blends (in which the supplement
formulation is privately-held) declare on the labd the net weight of the blend and list the
ingredients in descending order of weight. The labels are not required, however, to list the
specific quantities of each individud ingredient. None of the 15 supplements containing
proprietary blends that we reviewed during our inquiry disclosed any information about the
amount of individud ingredients.

Limited disclosure of ingredient ) . . .
information in ‘proprietary blends : Y &, information about the quantity of specific

ingredients can be important for supplements that
contain pharmacologicaly active substances, such as

Supplcmunt Facts]

B et o Capis . John’s Wort or Ephedra. As blended products
Amzunt Per Caplet % Ually Valua become an increasing segment of the herbal market,

mir E a5 d-aipha ieoshans ace) I"‘I ‘lL '-="'.:
- ] LT

concerns about the lack of disclosure for the amount
of individud ingredients becomes more pressing (see
box to left). The propriety blend provison was
initialy written into FDA labe regulaions to protect
proprietary recipesin an environment in which there is
no patent protection. However, severd interviewees
raised concern that the proprietary blend provison is
specificdly being used by some manufacturersto
avoid full disclosure of ingredients.
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Statements of intended use often provide limited infor mation.

FDA labd regulations do not require that supplement Iabels contain information about the
intended use of the supplement, dthough they do alow manufacturers to make certain types of
claims about the supplement’ s benefits. Many manufacturers use structureffunction claims,
hedth cdlams, or qudified hedth clams to communicate to consumers the intended us(s) of
their supplements.

Structure/function claims are statements that a
supplement will affect the body’ s Sructure Thedisclaimer requir.ed to accompany
(such as the skeletd system) or one of its structure/function claims:
funCtIO_nS (such .68 aireul E.tl on). Thesedams “This statement has not been evaluated by
were first permitted on dietary supplementsfor | the Food and Drug Administration. This
non-nutritive purposes by DSHEA. These product is not intended to diagnose, treat,
dams must be accompanied by a disdlamer cure, or prevent any disease.”

(see box to right).

A hedth clam is a satement that expresdy or by implication characterizes the rdationship of a
nutrient in a supplement to a disease or hedth-reated condition. These claims were permitted
on dietary supplements under the Nutrition Labeling and Education Act of 1990. No disclaimer
is required to accompany a hedth claim.

A qudified hedlth daim issSmilar to a hedlth daim in the Satementsit can make, but is more
tentative in its tone and may be required to be accompanied by adisclamer. Qudified clams
have only recently been permitted on dietary supplements as result of court cases.

Structure/function claims often do not clearly communicate intended use.
Structure/function claims condtitute the vast mgority of al dams on supplements, with as many
as 12,000 supplements making a structure/function statement (see box to left for examples). A
number of our interviewees, including

Typical structure/function claims hedith profonds consumer groups,
found on dietary supplements: and industry representatives, raised

concerns that ructure/function clams

“Promotes well-being’ - -
omoieswe-bang are often worded in a confusing way, and

“Cerebral circulation”

“Supports joint function” in many cases are too general to be
“Promotes fast and accurate thinking” meaningful. They highlighted the fact thet
“For bone health” vague wording could lead to

“May support women'’s needs’

inappropriate use of the supplements.
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During our review of supplement |abels we found the clam of “promotes well-being” on
Ginseng, Echinacea, SAMe, and S. John's Wort supplements. This statement, which is
characterigtic of the way in which structure/function claims are worded, does not disclose the
ways in which the supplements promote well-being, the aspects of well-being targeted by the
supplements, or the conditions under which the supplements should be taken. Furthermore,
consumers may mistakenly think that &t. John’s Wort, Echinacea, SAMe, and Ginseng
supplements with the same claim are interchangeable, when in fact they are not.

Health claims and qualified health claims may also be of limited value to consumers.
Currently, there are 19 authorized hedlth clams for dietary supplements. Although the
consumers and hedlth professionas in our focus groups liked the specificity of hedth clams and
qudified dlams, they did not find them to be user-friendly. The length of the damsand
complexity of the language made it difficult for them to understand the underlying message. The
tentative tone of the claims further obscured the underlying message. Consumersin our focus

groups expressed more confidence in the
ghorter, more direct Satementsin
gructure/function clams, and sated that
they were likely to ignore hedth damsand
qudified hedth daims.

Our focus group participants raised two
magor concerns about the authorized
hedlth clam for calcium and osteoporosi's
(seebox). Firgt, they were confused asto
why the cdlaim singled out benefitsto
certain groups (i.e., teens and young adult
Caucasian women) and not others. It was
not clear to them whether products
carying this dam would be beneficid to
consumers of other ages and races.
Second, many of consumers and hedlth
professonasin our focus groups were
concerned by the word ‘may,” because
they believed that it detracted from the
certitude of the statement.

Authorized Health Claim Found on Calcium
Products:

“Regular exercise and a healthy diet with enough
calcium helps teen and young adult Caucasian
women maintain good bone health and may reduce
their risk of osteoporosislater in life.”

Recently Authorized Qualified Health Claim for
Omega-3 Fatty Acids:

“It isknown that diets low in saturated fat and
cholesterol may reduce the risk of heart disease.
The scientific evidence about whether omega-3
fatty acids may reduce the risk of coronary heart
disease (CHD) is suggestive, but not conclusive.
Studies in the general population have looked at
diets containing fish and it is not known whether
diets or omega-3 fatty acidsin fish may have a
possible effect on areduced risk of CHD. Itisnot
known what effect omega-3 fatty acids may or may
not have on risk of CHD in the general population.”

Currently, there are three authorized qudified hedth claims. Our focus group participants
primary concerns about the qudified clam for omega-3 fatty acids and coronary heart disease
(see box) centered on the seemingly contradictory language of the clam. For example, the
hedlth professonds were concerned that along statement of potentid evidence followed by a
gatement beginning “It is not known” would seem contradictory to consumers. They aso
believed that terms, such as* suggestive but not conclusve,” might confuse consumers.
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Consumers and health professionals often have difficulty differentiating between
health claims and structure/function claims. We found that none of the consumers and
hedlth professonas in our focus groups were able to distinguish between hedth damsand
gructure/function dlams. FDA found similar results in the nine consumer focus groups it
conducted.® The presence of the FDA disclaimer may help consumers distinguish between
gructure/function claims and health claims because a hedth claim does not require a disclamer.
However, neither the consumers nor the hedth professionds in our focus groups could make
the link between the disclaimer and the presence of a structure/function claim.

Moreover, initsreview of dietary supplement claims, the Generd Accounting Office suggested
that consumers may incorrectly equate products claming to maintain hedth (sructure/function
clams) with products claiming to reduce the risk of disease (hedth claims), and thus may
attempt to treat a disease with a product not capable of producing that benefit. 1f consumers
do not gppreciate the difference in the amount of regulatory oversight for each type of clam,
they cannot factor information about the credibility of a product’s clam into their purchasing
decison.

Auxiliary statements on labels may lead to fal se expectations about the purposes or
efficacy of supplements. In our review of 100 supplement labels, we found 12 that clamed
to be scientificaly tested. While “dinicaly tested” or “scientificdly proven” may beavaid
clam, it dso hasthe potentid to midead consumers into thinking that a supplement has been
tested in a pre-market fashion akin to prescription drugs, and thus may creste a fase perception
of proven safety and efficacy. FDA'’sfocus group research found that some consumers believe
that supplement manufacturers conduct controlled clinical trids to test the efficacy of specific
supplements, when in fact few do. Many of the hedlth professond's and consumer advocacy
groups we spoke with believed that, if manufacturers were going to put such statements on their
labdls, they should include information on the type of trid conducted and the dose used during
theclinicd trid. However, of the 12 labds, which clamed to be dlinicaly tested or scientificaly
proven, 9 did not provide areference for the research clamed.

Many supplements lack any type of claim, and thus provided no information to
consumers on the purposes of the supplement. FDA estimates that there are 29,000
supplements on the market. Yet, FDA has authorized only 19 hedth clams, and received
notification letters for dmost 12,000 structure/function claims since the passage of DSHEA.
Based on these numbers, it gppears that many labels contain no clams. Infact, in our sample
of 100 supplements, 31 did not provide any information to the consumer on the purpose of the
supplement. Since there are no gpproved mechanisms for communicating intended use on a
label other than claims, this suggests that alarge number of supplements may not communicate
the supplement’s purpose(s). Such information may be particularly important for those
supplements that have no clear nutritive value.
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Safety information is often incomplete.

While the vast mgjority of supplements appears to be safe within a broad range of intake, some
supplements can have adverse effects. Because consumers are typically taking supplements on
their own initiative and often in combination with other products, it is essentid that they have
enough safety information to take supplementsin an informed and appropriate manner.®

Many labels provide insufficient information on maximum doses. Eighty-five of the 100
labels we reviewed did not contain a clear statement about maximum dose. Such information is
critica for supplements which, if taken in large doses, could have harmful effects. For example,
research studies have shown that doses greater than 10,000 1U of vitamin A are associated
with birth defects;™° yet few bottles containing a supplement with vitamin A provide information
on maximum dose.

Exceeding the recommended dose could potentialy present a significant public heglth problem.
Prevention magazine extrapolated from the results of a recent survey and estimated that about
7.3 million consumers of vitamins and minerds, 4.5 million consumers of herbad remedies, and
3.8 million consumers of specidty products take more than the amount recommended on the
labd.'* Overdosing is of particular concern for consumers who are taking supplements to treat
or prevent medical conditions.

Many labels provide insufficient information about the medical conditions or
populations for which the supplement may be contraindicated. Sixty-one of the 100
labels we reviewed did not mention specific contraindications. The cautions for particular
populations on the remaining products greetly varied in the scope and specificity of the
information they conveyed. We found this variability even among supplements containing
identicd ingredientsin identical doses, which clearly have equivaent safety risks (see box).

Many of our interviewees, especidly

Precautionary Information on 60 mg Gingko Biloba the hedlth professonds and consumer
Supplements: advocates, were particularly concerned
Supplement 1: “If you are taking a prescription about the lack of warni ngson

medicine, such as an anticoagulant agent, are supplements for women who are
pregnant or are lactating, please contact your doctor pregnant or nurs ng. They bdieved
before taking this product” that, unless studies have proven
Supplement 2: “If you are taking medication, facing supplements to be safe for women who
surgery or have bleeding problems, consult your are pregnant or nursing, labels should
physician before taking this product.” automatica |y contain a preceuti onary

satement. Seventy-one of the 100
|abels we reviewed did not have such a
statement. Others expressed concern
about the lack of specific

Supplement 3: No information given.
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warnings for the ederly, who metabolize chemicad substances more dowly, and for children,
who may need to take smaller doses or should avoid use of supplements completely. None of
the supplement |abels we reviewed contained cautions for the elderly and only 13 mentioned
gpecia consderations for children. FDA has recently declared itsintent to propose arule
requiring the inclusion of warning statements for women who are or may become pregnant.

Many labels provide insufficient information on potential interactions with other
supplements, over-the-counter drugs, or prescription drugs. Eighty-seven of the 100

labels we reviewed did not ligt interactions
with other products. When they did, we
found greet variability in theinformation
provided about interactions. For example,
the SAMe products we reviewed, al
containing 200 milligrams, contained various
levels of detail about interactions (see box).
Given the wide variahility in information
provided and terminology used, it is not
surprising that consumers have difficulty
finding information on interactions.*2
According to Prevention magazine, nearly a
third of consumers report taking supplements
in combination with prescription drugs or
with over-the-counter (OTC) medicines,

Precautionary I nformation on SAM e 200 mg
Supplements:

Supplement 1: “If you are pregnant,
breastfeeding or are taking antidepressant
medication, consult your physician before using
this product. Take this product under medical
supervision if you have a bipolar disorder.”

Supplement 2: “Persons who have a health
condition should consult with a health care
professional before using this product.”

Supplement 3: No information given.

which suggest an important place for information on interactions on the labd .

Many labels provide insufficient information on potential adverse reactions or side
effects that consumers may experience. Eighty-nine of the 100 labels we reviewed did not
list possible adverse reactions or Sde effects. Y €, the Dietary Supplement Education Alliance
States that “ Side effects are possible with any dietary supplement.”** Thislack of information on
the label means that consumers may not know if a symptom they are experiencing should be
anticipated, or whether it is one that should dert them to discontinue use and seek care from a
quaified hedth professonad. This may compromise consumers ability to make an informed
choice about what supplements are appropriate for them.

In the 11 cases where the labels did contain information on potentia adverse reactions or Sde
effects, they often failed to provide information on whom to contact in case of an adverse event.
Seven of those 11 labels did not carry language cdling for consumers to contact a hedth
professiona in case of accidenta ingestion/overdose. None of the 11 supplements carried
FDA'’s Medwatch phone number for consumersto dert FDA of any serious reactions or
problems they may experience in taking a supplement. Y et, according to Prevention
megazine, 12 percent of herbal consumers (about 11.9 million people) and 13 percent of
speciaty product users (about 6.5 million people) say they have experienced a Sde effect or
adverse reaction. ™
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Many labels lack information on supplement expiration. Twenty-five of the 100 labels
we reviewed did not have an expiration date. Of the 75 labels that did include expiration dates,
15 were smudged, faint, or otherwise hard-to-read, making it difficult for consumersto find and
to read thisinformation.

There was some disagreement among the stakeholders that we interviewed about the
sgnificance of the lack of expiration dates on supplements. Some pointed out that an expiration
date can provide important information about the extent to which a supplement maintainsits
labeled potency, purity, and physical characterigtics. Without an expiration date, it would be
impossible for consumers to determine whether a supplement is il potent. Others believed
that while an expiraion date is theoreticdly important, it is of limited vaue on supplements
because no uniform method exists for determining the expiration date. In fact, one FDA officid
told us that some manufacturers put expiration dates on supplements for marketing purposes, to
give supplements “ an aura of respectability.” In such a case, the existence of an expiration date
isnot only mideading to consumers, but may aso be meaningless.

Directionsfor use ar e often insufficient.

While DSHEA dlows for supplement labels to contain information about the “directions or
conditions of use” thisinformation is not required. The only information that must be present
on labelsis arecommended serving size, which is defined as the “ amount recommended for
consumption per an eating occason.” Thereis no requirement that 1abels disclose the number
of servings necessary to achieve the claimed benefit, or under what conditions those servings
should be taken to achieve maximum effectiveness. As aresult, labels often lack sufficient
information about how and when consumers should take supplements to achieve the benefits
clamed on the supplement labd.

Dosage information is often unclear. Thereisgreat variability in the directions for use, and
how that information is communicated on supplement labels. Severd factors account for the
confuson. Firg, the serving size and recommended daily dose need not be the same. Labels
are not required to make clear the number of servings necessary to consume an effective daily
dose. Second, locating information about the directions of use can be difficult. Whilethe
serving sze is prominently displayed as part of the Supplement Facts pand, information on
additiond directions for useisusualy buried in the labd. While 99 of the 100 supplement
labdls that we reviewed did contain a section on directions for use, in many cases it was difficult
to find.

Variability in the disclosure of dosage information has a number of implications for the informed
and appropriate use of supplements by consumers. 1t makes comparison shopping for
supplements difficult, asit requires consumers to multiply (or divide, depending on the
indruction) the serving sze by the recommended number of occasions for supplement intakein
order to understand the total daily dose that they are consuming. It can aso contribute to
noncompliance. Consumers may not understand that they have to take multiple pillsto get the
desired effect. Furthermore, if consumers switch supplement brands, they may not be aware of
achangein dose or intake pattern.
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Findly, sometimes dose informetion is
described in relation to an effect on the
gructure or function of the body, but the
boundaries of that symptom may not be
clear. Inour review of directionsfor use
for 100 labdls, we found 8 productsin
which the dosage depended on the

Dose Information Can Be Confusing:

Supplement A (Memory Enhancing Supplement)*

» To maintain memory function, take 1 or 2
capsules daily.

« To enhance memory function, intake can vary
depending on individual needs and may be

Severity of the condition. Y et we could
not find definitions for the terms used on
the labdl, such as “ severe memory loss,”
“individud needs’ and “intensve use” to
differentiate between doses (see box).

increased up to 6 capsules daily.

» For severe memory loss, consult your

physician.
Supplement B (for Improving Mental Sharpness)
Many labels do not specify a minimum * Tekeonetatlet twice daly.
amount of time for which the product
should be taken before consumers can
expect to see an effect. Ninety-five of
the 100 labels we reviewed did not list the
minimum duration of use. Furthermore,
the 8 mini-packages in our collection
(which contained only one serving each) did not make clear to consumers that multiple servings
of the supplement would be necessary to achieve the label clams. Unlike most over-the-
counter drugs, which start working in ameatter of minutes, dietary supplements such as S.
John’s Wort or Saw Pametto may take up to 6 weeks.

» For intensive use, take up to two tablets
twice daily.

* The following information was listed on the package
insert; the label referenced this insert.

However, many consumers do not understand that supplements often take longer than
prescription and OTC drugs to take effect, and may stop supplement use within a month of
taking a supplement if they do not see results® In fact, arecent study by the Dietary
Supplement Education Alliance found that one in five consumers erroneoudy bedieves
supplements produce a benfit within aweek.*’

Labels Often Fail to Present Information in a Manner that Facilitates Consumer
Understanding.

To help consumers make informed and gppropriate choices about supplement use, adietary
supplement labd should not only have adequate information but aso present that information in
away that facilitates consumer understanding of the supplement. FDA recognized the
importance of label presentation when it revised food labelsin 1993 and OTC labelsin 1999.

However, neither DSHEA nor other federa regulations address |abdl presentation for dietary
supplements, except in requiring a Supplement Facts pand and the word “ supplement” on the
front pand of thelabd. With few federd guideines on label presentation, manufacturers print
and organize labd information in avariety of ways. This can lead to great innovetion on the
part of manufacturers, but it can dso add to consumer confusion and difficulty in finding
important labd information.
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No standar dized for mat exists.

In designing supplement labels, manufacturers may follow many different formats, use varying
terminology, and sometimes even provide inconsstent informeation, even across Smilar
subgtances. Thelack of alogica and systematic framework for presenting label information
may make it difficult for consumers and hedlth professonds to locate and read important
information and to select the most appropriate supplement.®

I nformation placement often varies. In our review of 100 supplement labels, we found that
safety information did not have a consistent position in relation to the front pand. Of the 26
supplements sold in boxes, 9 had safety information on the back panel, 3 on side panels, and
14 did not have the information a dl. Of the 66 supplements sold in bottles, 13 had safety
information to theright of the front pand, while 14 had the informetion to the Ieft. We found
gmilar incongstencies in the placement of directions for use information: 32 had the information
listed above the Supplement Facts panel, 17 below, 17 to theright, 5 to the left, and 28 on the
opposite side. With such incongstent placement of information, consumers may find it difficult
to locate the information they need. For example, when asked to identify and read aoud
clams, safety information, and standardization symbols and statements, participants in our focus
groups spent severd minutes looking at the label, often needing assistance finding the
information or having to read through the entire |abd fird.

Headings for identifying information are often inconsistent. Headings can provide
important visud cluesto help consumers quickly digtinguish between different types of
information. In its proposed OTC label

revisions, FDA identified uniform heedings Directionsfor use and safety information can

and subheadings as one of three have many different headings on supplements
contributing factors to the readability and labels:

understanding of labels. However, in our Directions for use: Safety:
review of 100 s_upplement l?bds’ we 1. Recommendation(s) 1. Warning(s)
found severd different headings that 2. Recommended Dose(age) 2. Note
referred to Smilar information (see box). 3. Recommended Adult Inteke 3. Caution
Of the 44 abels that disclosed safety 4. Suggested Use 4. Precaution
information, 9 did not have a heading to . Directionsfor Adult Use

draw attention to that information, and 4

included that information in the section on
directions for use.

Supplement labels had few distinguishing features.

Inits 1997 labe regulations, FDA amed to distinguish supplements from other products
through requiring the title “ Supplement Facts’ for the nutrition pand and the word “ supplement”
on the front panel. However, these measures may be insufficient in digtinguishing supplements
from other self-care products, given the proximity of supplements to other types of sdf-care
products. First, supplements are often placed near
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OTC drugs, homeopathic products, and functiona foods in stores. Second, some supplements
share smilar ingredients with these products, for example, both senna and cascara can be sold
as an herba supplement and asan OTC drug.

Supplement claims are often indistinguishable from OTC claims. Initsfind rulefor
gructureffunction claims, FDA dlowed supplement labels to contain claims previoudy
authorized for OTC drugs aslong as the |abdls carried the mandatory FDA disclamer and
otherwise met the requirements set forth in DSHEA. For example, supplements for motion-
sckness can carry a structureffunction clam “for the prevention and treatment of nauses,
vomiting, or dizziness associated with motion,” and supplements to promote deep can carry a
gructure/function claim “for the relief of occasona deeplessness” However, as discussed
earlier in the report, the FDA disclaimer does little to dert consumers to the presence of a
gructure/function dlam. Unable to digtinguish between supplement structure/function dams
and OTC dams, consumers may believe that OTC drugs and supplements are interchangesble.

Language and illustrations on supplement labels may be suggestive of pharmaceutical
products. Inour review of 100 supplement labels, we found statements that the supplement is
“s0ld through physicians offices and pharmacies,” or is “doctor recommended.” Some
supplement labels contained pictures of people
wearing physician lab coats and stethoscopes.
Some supplements aso had company names
“Prescribed Choice” and trademarks that sound like they could be
pharmaceutical products (see box). We aso
found a few supplements made by wdl-known
pharmaceutical companies, which might lead
consumers to believe that supplements are the
same as pharmaceutica products. While such practices may be technicaly alowed under FDA
regulation, our interviewees raised concerns that they may lead to fal se expectations.
Supplements bearing structure/function clams are expresdy not intended to diagnose, treet,
cure, or prevent any disease.

A Supplement or a Medicine?

“Natural Medicine”

Complex language and small font size inhibit readability.

Certain users of supplements may benefit from visua cuesthat highlight important information
and from smple language that increases readability. This may be particularly true for ederly
consumers and nonnative English speskers. However, we found that many supplement labels
lacked visua cues and used complex language, preventing a broad range of consumers from
eadly reading and understanding label informetion.

Font size is often inadequate for many consumers. Federa regulaions dlow
manufacturers to use a minimum 4.5-point type size on supplement labels. By contrast, FDA
determined that a 4.5-point type size for OTC drugs was too hard to read by consumers,
especidly those over 51 years old, and thereby mandated a minimum 6-point
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type size. Many of the ederly consumersin our focus groups complained that they hed
difficulty reading supplement labels due to their smdl font size; some participants recounted
bringing a magnifying glass to the store to ensure that they could adequatdly read the labd!.
When asked to read supplement labels, severa hedth professionasin our focus groups dso
hed difficulty.

Some supplement labels use complex language. We found that Some consumersin our
focus groups were unable to pronounce and understand safety information printed on
supplement labels. These consumers expressed confusion over medical terminology such as
“anticoagulant,” and preferred safety information to be in Smple language. One participant said
that claims, like the FDA-approved qualified claim for omega-3 fatty acids, are too “wordy,”
discouraging consumers like him from reading the labd. A few pharmacists in our focus groups
aso told us about patients asking them to “trandate’ the label information into more readable

language.

I nformation on benefits and risksis often imbalanced.

Federd laws and regulaions do not formaly require a supplement label to ba ance negative and
positive messages. However, FDA does require supplement manufacturers to print certain
factua information and to disclose “materid facts” But, because FDA has yet to define the
materid facts provision, industry representatives told us that supplement manufacturers have
varying criteriafor disclosing safety information, contributing to the imbaance of 1abd
information.

Limited space given to risks. Thirty-eight of the 69 supplement labelsin our sample had
Statements about a supplement’ s potentia benefits but did not disclose any safety information.
Of the supplements that provided safety information, most used fewer linesfor the safety
information than for the product’ s benefits, and afew used smaler fonts.  Indusiry
representatives we interviewed said that supplement labels play amgor role in marketing, and
raised concerns that without federd standards for required safety information manufacturers
may inconsgtently highlight the value and benefits of supplements over risks or specid
consderations.

Websites referenced on labels may not provide consumerswith accur ate infor mation.

Given the limited space on supplement labels, many manufacturers reference Internet websites
on their labels as a source for additiond information. In our review of 100 supplement labels,
we found that 45 labels contained website references. The Internet is an emerging source of
hedlth information, with potentia to provide more information about supplements beyond the
label. Many of the consumers and hedth professonds in our focus groups told us that they
percaived website references as useful ways to get additiond information.
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Some websites contain inaccurate and misleading information. The Federa Trade
Commission, in partnership with FDA and other government agencies, has found that
“examples of questionable products being peddied on the Web abound.”*® These agencies
discovered over 200 websites fraudulently claiming that dietary supplements and other products
could treat illnesses like anthrax.?® Between October 1999 and August 2001, FTC received
over 20,000 hits from consumers accessing its hedth-related “teaser” Websites that mimic sites
that the agency has found to provide fraudulent information. A 2001 Generd Accounting
Office report aso highlighted how Websites that sell supplements geared to the derly may use
mideading and inaccurate daims?

Several Factors Inhibit Supplement Labels From Adhering to Our
Template.

Lack of clearly defined FDA standards.

Supplement manufacturers conduct business in a highly competitive marketplace. Discount
retailers, pharmacies, and grocery stores have begun to manufacture their own brands of
dietary supplements, and to form partnerships with Internet companies to market supplements.
Pharmaceutica companies have aso entered the supplement industry, using their established
brand names in prescription drugs as a marketing advantage in sdlling supplements.

In this environment, uniform standards that delinegte a basdline of acceptable label practices are
vita in ensuring that both well-established and new manufacturers label their supplements
accurately and consstently. Without such standards, manufacturers do not have the tools to
cregte or sustain aleve playing field. Below we identify three key areas where Sandards are
lacking.

No guidance on what constitutes a material fact. The federd Food, Drug, and Cosmetic
Act requires manufacturers to disclose on the labd “facts materid...to consequences’ that may
result from taking a supplement. FDA stressed the importance of the materid facts provison in
its sructureffunction find rule, and listed clarification of the materid facts provison asaB-ligt
priority in the Center for Food Safety and Applied Nutrition's (CFSAN) 2001 Program
Priorities. However, FDA has not taken steps to determine the level of evidence necessary for
a safety risk to become a materid fact, what supplements currently fal under the materid fact
provison, and what language may be used on the label to describe the materid fact.
Manufacturers acknowledge that FDA makes efforts to dert the public and industry of harmful
products through its website and letters to industry and hedlth professonds, but criticize these
efforts as not being enough to ensure consistent labels.

Without a publicly articulated policy by FDA, manufacturers do not operate on alevd playing
fidd. Manufacturerstold us that, without written guidelines, they have few waysto determine
which products fdl under the materid facts provison. While a number of manufacturers put
warning information on their labelsin response to public concerns,
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they voiced concern that too many warning statements on labels would overwhelm consumers,
causing them to ignore the safety information atogether.

To further complicate matters, a number of states have begun to require warning statements for
certain supplements. For example, Texas requires warning statements for supplements
containing the stimulant ephedra, and Cdifornia requires warning statements on supplements
containing dieter’ steas. In recent months, anumber of other states and locdlities have
consdered requiring warning statements for products containing ephedra. Many interviewess,
particularly indusiry representatives, raised a concern that variations in state warnings can cause
confusion among consumers and frustration for manufacturers. For example, Texas requires
specific warning language on ephedra supplements and requires that manufacturerslist FDA's
toll-free Medwatch telephone number on the label. By contragt, the State of Ohio does not
have a required warning statement for ephedra supplements. 1t does, however, require a
number of other pieces of information to appear on the label, such as a maximum recommended
dose. The Texaswarning is slent on the issue of maximum dose for ephedra supplements.

In 2001, the Federd Trade Commission (FTC) took six enforcement actions againgt individua
companies making unfounded claims on the Internet. As part of the settlement, the FTC
required two companies promoting the herb St. John’s Wort and one manufacturer of ephedra
to disclose warnings of potentid interactions on their labels, advertisements, and promotiona
materids. It issgnificant to note that FTC' s required warning statement for ephedra differs
from the ones required by most states. For example, the FTC statement mentions risk of injury
that “may include heart attack, stroke, seizure, or degth,” whereas the warning in Texas only
requires that the supplement “may cause serious adverse hedlth effects” Y et, anumber of
manufacturers told us they are concerned that FTC' s actions may cause confusion, as some
manufacturers may interpret FTC' s actions as applying to entire categories of products, when in
fact they only gpply to the offending companies.

Both industry and consumer groups have caled for FDA to define materia facts and to issue
guidance or regulation accordingly. To fill thisregulatory void, severd of the larger trade
associations have developed alist of ingredients that should carry safety information; dl
member companies manufacturing supplements containing these ingredients must carry the
safety information on labels. While some non-member companies do adhere to these industry
guiddines, othersdo not. The guiddines are voluntary and thus non-members have little
incentive to follow them.

No guidance on the evidence needed for substantiation files. Manufacturers are required
to have subgtantiation for each structure/function claim made on a labdl. However, FDA has yet
to define what leve or type of evidence manufacturers should have even though it identified
substantiation as a priority in CFSAN’s Ten-Y ear Strategic Plan. 1n some cases, the
subgtantiating evidence behind structureffunction claims appears
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to be quite weak. For example, at a FDA Dietary Supplement Stakeholder Meeting in July
1999, a participant noted that, when she asked manufacturers of chitin for documents
subgtantiating their clams, “98% of [it] has nothing to do with the claim made. The other 2%
has to do with animal research.”?

Given the variability in subgtantiation data, manufacturerstold usiit is difficult to achieve aleve
playing field. However, manufacturers dso told us that they are rductant to make
substantiation data public because companies do not have patent protection for supplements.
At the same time, manufacturers said that they would be more confident in the qudity of the
dataif FDA reviewed substantiation files.

No guidance on the use of terms and phrases of product quality. Neither FDA nor
industry groups have defined what congtitutes label claims, such as*pure,” “naturd,” and
“gandardized,” and phrases, such as*“clinicaly proven” and “doctor recommended.”
Manufacturers are frequently printing these terms and phrases on supplement labels asaway to
market their supplements. Often, symbols and slamps, such as a gold-colored emblem,
accompany the terms and phrases to bring attention to the supplement’s quaity clam. Our
focus groups confirmed that such terms and phrases gpped to them and dlicit an additiona level
of trust in the product. But, without uniform standards established by FDA or by industry
groups, manufacturers cannot compare the quality of their products or hold each other
accountable.

Few measures for ensuring product authenticity.

No official monograph system for supplements. Monographs can synthesize authoritative
traditional and scientific literature on supplement properties, production, and use. Monographs
may aso provide information about hedlth benefits and risk for individud ingredients as well as
information on safe doses. Without officid monographs for supplements, manufacturers lack
uniform standards againgt which to produce and label supplements, resulting in awide spectrum
of supplement preparations and recommended uses.

In the absence of federaly sanctioned monographs, organizations, such as the American Herba
Pharmacopeia, United States Pharmacopeia, and American Botanical Council, have published
monographs on their own and are in the process of developing more. While these serve as
important steps toward a more uniform standard of supplement production and use, a number
of concerns are associated with these private efforts. The monographs are voluntary, do not
cover the same information, and do not represent the vast number of herba products on the
market. The monographs are costly and resource-intensive to design and, without steedy
funding streams, it is difficult for any one organization to make sgnificant progress. Further,
manufacturers may find it difficult to follow monographs because their criteriamay require
gpecid machinery and procedures, like meeting GMPs, that only afew manufacturers are able
to afford.

Dietary Supplement Labels: An Assessment 21 OEI-01-01-00121



No validated testing methods. According to DSHEA, FDA can test dietary supplements
only using established and officialy acoepted testing methods?® However, GMP regulaions
may not impose standards for which there is no current and available andytica methodology.
Asaresult, neither FDA nor industry have adopted uniform methods of andysis for identifying
and quantifying active condtituents in botanicas and specidty supplements. Severd
organizations are trying to develop vaidated testing methods, but alack of funding and cohesion
hinder this costly and resource-intensive process. In part, efforts are dowed by the fact that
many supplements work synergigticaly, and it is not clear what aspect of the supplements
should betested. A number of manufacturers have developed their own in-house validation
procedures, yet thereis little uniformity in how they test supplements®* This may be one
explanation for why independent |aboratory analyses of supplement [abels often reved a
different amount of active ingredient than the one disclosed by the manufacturer on the label. %

Limited wording of claims.

Claims may not allow for clear communication of a supplement’sintended use. FDA
regulaions for sructureffunction daims, hedlth dams, and quaified hedth dams make it
difficult for manufacturersto clearly express the hedlth benefits of supplements.

Structureffunction claims are limited because while they are dlowed to describe hedth to the
gructure or function of the body, they cannot make references to any type of medical condition
or illness. Structure/function claims cannot suggest that a supplement in any way tredts,
prevents, mitigates, or cures adisease. This creates a disconnect with the way consumers are
using supplements, which is often for thergpeutic benefit. A number of manufacturers we spoke
with expressed frudration at having to use vague language o that their claim could meet the
legd definition of structureffunction daim.

While hedth dlaims and qudified clams dlow manufacturers to make explicit Satements about
reducing the risk of disease, they may aso be of limited value in communicating intended use to
consumers. In an attempt to make the state of current knowledge about supplements clear,
FDA may in fact further confuse consumers by authorizing statements that are too long and too
complex to be useful. Some of the manufacturers we spoke with stated that the language on
hedth daims and qudified hedth clamswas not “user-friendly.” FDA officidstold usthey do
not test either hedth daims or qudified hedth dams on consumers prior to authorizing them.

Little incentive exists for manufacturersto seek health claims. Given the current daims
Sructure, manufacturers are mogt likely to use structure/function claims to communicate a
product’ s intended use. These are the easiest types of claims to make as they require no pre-
authorization from the agency.

Dietary 