United States of America
FEDERAL TRADECOMMISSION
Washington, D.C. 20580

Enforcement Policy Statement on Marketing Claims for OTC Homeopathic Drugs

The Federal Trade Commission (FTC) is issuing this PoliaieSent to provide guidance
regarding its enforcement policy with respect to marketing claims fortbe@ounter (OTC)
homeopathic drugs. It applies only to OTC products intended solely fdmsitiifig disease
conditions amenable to selfiagnosis of symptoms and treatmérthe Commission believes
this Policy Statement is appropriate in light of thelgeoning mainstream marketing of OTC
homeopathic products alongside other OTC drugs

The FTC’s authority over disease and other haaldted clairs comes from Sections 5 and
12 of the FTC Act. Section 5, which applies to both advertising and labeling, prohibits unfair or
deceptive acts or practices in or affectoognmerce, such as the deceptive advertising or
labeling of OTC drugs. Section 12 whibits the dissemination of false advertisements in or
affecting commerce of food, drugs, devices, services, or cosieticsler these provisions,
companies must have a reasonable asisiaking objective product claims, including claims
that a product can treat specific conditions, before those claims are’ made.

Homeopathy, which dates back to the late-eighteenth century, is based on the view that
disease symptoms can be treatedriyute doses of substances that produce similar symptoms
when provided in larger doses to healthy people. Many homeopathic products are diluted to such
an extent that they no longer contain detectable levels of the initial substance. In general,



In 1988, the Food & Drug Administration (FDA) issued a Compliance Policy Guide (CPG)
entitled “Conditions Under Which Homeopathic Drugs May be Marketed,” which permitted
marketers to distribute OTC homeopathic products without demonstrating their effidaagier
the CPG, only homeopathic products intended solely follisgting disease conditions
amenable to seliagnosis of symptoms and treatment may be marketed OTC. The CPG
requires that OTC homeopathic drugs be labeled as homeopathic and that their labeling display
at least one major OTC indication for use.

The FTC Act does not exempt homeopathic products frorgaheral requirement that
objective product claims be truthful and substantiftétevertheless, in the decades since the
Commission announced in 1972 that objective product claims must be substdritiatéd,C
has rarely challenged misleading claims for products that were homeopathic or purportedly
homeopathic?

Efficacy and safety claims for homeopathic drugs are held to the samardtaad similar
claims for non-homeopathic drugs. As articulated in the Advertising Substantiation Policy


http://www.fda.gov/iceci/compliancemanuals/compliancepolicyguidancemanual/ucm074360.htm

have been conducted and evaluated in an objective manner by qualified persons and [that] are
generally accepted in the profession to yield accurate and reliable ré8ultsgeneral, dr

health benefit claims, particularly claims that a prodact treat or prevent a disease or its
symptoms, the substantiation required besn weldesigned human clinical testirg

For the vast majority of OTC homeopathic drugs, the case for efficacy is based solely on
traditional homeopathic theories and there are no valid studies using current scientific methods
showing the product’s efficacy. Accordingly, marketing claims that such homeopathic products
have a therapeutic effect lack a reasonable basis and are likely misleading in violation of
Sections Jand 12 of the FTC Act® However, the FTC has long recognized that marketing
claims may include additional explanatory information in order to prevent the claims from being
misleading. Accordingly, the promotion of an OTC homeopathic product for amiioti¢hat
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is not substantiated by competent and reliable scientific evidence may not be deceptive if that
promotion effectively communicates to consumers that: (1) there is no scientific evidence that
the product works and (2) the product’s claims are based only on theories of homeopathy from
the 1700s that are not accepted by most modern medical eXp@itsbe normisleading, the
product and the claims must also comply with requirements for homeopathic products and
traditional homeopathic princigs. Of course, adequately substantiated claims for homeopathic
products would not require additional explanation.

Perfunctory disclaimers are unlikely to successfully communicate the information necessary
to make claims for OTC homeopathic drugs maisteading. The Commission notes:

e Any disclosure should stand out and be in close proximity to the efficacy message; to be
effective, it may actually need to be incorporated into the efficacy message.

e Marketers should not undercut such qualifications with additional positive statements or
consumer endorsements reinforcing a product’s efficacy.

e In light of the inherent contradiction in asserting that a product is effective and also
disclosing that there is no scientific evidence for such an assertion, it is possible that
depending on how they are presented many of these disclosures will be insufficient to
prevent consumer deception. Marketers are advised to develop extrinsic evidence, such
as consumer surveys, to determine the net impressions communicated by their marketing
materials.

e The Commission will carefully scrutinize the net impression of OTC homeopathic



In summary, there is no basis under the FTC Act to treat OTC homeopathic drugs tifferent
than other health products. Accordingly, unqualified disease claims made for homeopathic drugs
must be substantiated by competent and reliable scientific evidence. Nevertheless, truthful, non-
misleading, effective disclosure of the basis for an efficacy claignbegossible. The approach
outlined in this Policy Statement is therefore consistent with the First Amendment, and neither
limits consumer access to OTC homeopathic products nor celittt theFDA'’s regulatory



