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Homeopathic Medicines are Federally Recognized and Regulated
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Ensuring the safety of homeopathic products by enforcing appropriately tailored Current Good
Manufacturing Practice regulations, labeling requirements, and standards for strength, quality,
and purity has been and remains the proper role for the FDA.

The FDA has regulated the manufacture and sale of homeopathic medicines under the FD&C Act
for over 80 years. However, with the evolution of drug law in response to the changing nature of
the pharmaceutical industry the agency now interprets the law to say that all homeopathic
products are “unapproved new drugs” that are “marketed illegally” and subject to premarket
approval.* This means the FDA can and has removed products from the market without any
evidence of safety issues but solely based on this novel interpretation and the indications for use
the agency previously required on homeopathic products for over 30 years. Furthermore, the
FDA no longer recognizes the unique nature and safety profile of homeopathic medicines in its
application of drug requirements and standards.

Research Substantiates Benefits of Homeopathic Medicines

Homeopathic medicines have been studied extensively. Their benefits are supported by
thousands of research studies, papers, and clinical trials including over 250 double-blind

" Food, Drug, and Cosmetic Act of 1938 Section 201(g); 21 U.S.C. 321(g).

243 FR 45058 (September 29, 1978).

*60 FR 13590 (March 13, 1995).

* Homeopathic Drug Products Guidance for FDA Staff and Industry, December 2022.


https://www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973.pdf
https://www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973.pdf
https://homeopathychoice.org/historical-review-homeopathic-drug-regulation/
https://homeopathychoice.org/historical-review-homeopathic-drug-regulation/
https://homeopathychoice.org/historical-review-homeopathic-drug-regulation/
https://homeopathyusa.org/aih-guide-to-homeopathic-research/
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randomized trials.® A compendium of key research explains how these medicines can address
urgent challenges such as pain relief without opioids, mental health improvement without
side-effects, and reducing antibiotic resistance.

e The successful use of homeopathic medicines in veterinary care, agriculture (plants), the care of
infants, and in people who are unconscious or in a comatose state in an intensive care unit
demonstrates the benefits of homeopathic care in a wide array of circumstances.

Homeopathic Medicines are Safe for People and the Environment

e Homeopathic medicines are safe for our people, our water, and our land. The nontoxic nature of
these medicines makes them safe for our bodies, safe for our water—what goes into the body is
nontoxic and therefore what comes out is, too—and safe for our land—because the production of
these medicines creates no byproducts and very little waste, almost all of which can be recycled
or composted.

Homeopathic Medicines are Nontoxic, Affordable, and Easy to Use

e Homeopathic medicines are nontoxic by design in accordance with the fundamental principles
of homeopathic pharmacy. They have a unique and unchanging safety profile without evidence
of toxicity.

e Homeopathic medicines are affordable because they are made from common substances such as
plants and minerals and therefore can’t be patented. They are typically available as small tablets,
pellets, and drops that are placed under the tongue and as topical creams or lotions.

Homeopathic Medicines are Suited for Children and the Elderly

e The nontoxic, ultradilute, non-pharmacological nature of homeopathic medicines makes them
appropriate for the care of children, the elderly and those with compromised immune systems.

e Homeopathic medicines can be used along with pharmaceutical medications and other modes of
treatments which is important for these vulnerable groups who often receive multiple types of
treatments.

Homeopathic Medicines Help the Body Heal Itself

e Homeopathic medicines work by stimulating a physiological healing response in the body
thereby helping the body heal itself. In this way they are similar to acupuncture but use highly
diluted substances commonly found in nature to stimulate the response.

Homeopathic Medicines are Widely Used Around the World

e Homeopathic medicines have been used worldwide for 200 years. Some 250,000 physicians
prescribe homeopathic medicines to more than 500 million people around the world. The World
Health Organization reports that homeopathy is used in 100 member countries. It is recognized
by governments of 49 countries as a system of medicine including in Austria, Brazil, Canada,
Denmark, France, Germany, Greece, India, Italy, Mexico, Netherlands, Norway, Pakistan,
Poland, South Africa, Spain, Sweden, Switzerland, and the United Kingdom.

5 Iris Bell, Peter Gold, and Mary Lou Sullivan, “Homeopathy Research Evidence Base: References,” American Institute of
Homeopathy, January 7, 2025.
https://homeopathyusa.org/wp-content/uploads/2025/01/Homeopathy-Research-Evidence-Base-1.7.25.pdf
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