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FDA Statement on Proper Research to
Prove Safe and Effective Medical Uses
for Marijuana and its Components

The FDA has a program to assist drug developers who want to investigate marijuana or its
components through controlled clinical trials.

Food and Drug Administration (FDA)

Statement by FDA Commissioner Scott Gottlieb, M.D., on the importance of conducting proper
research to prove safe and effective medical uses for the active chemicals in marijuana and its
components.

Over the past decade, we've seen a growing interest in the development of therapies derived from
marijuana and its components. Proponents of “medical marijuana” advertised its uses for a wide
number of medical conditions, such as cancer, multiple sclerosis, post-traumatic stress disorder
and anxiety - just to name a few of the touted conditions. The FDA has been supportive of
research in this area for many years. But marijuana is a Schedule | compound with known risks.
Research to demonstrate that marijuana or its components could be safe and effective in the
treatment of medical disorders should be held to the same standard as other drug compounds.
And certainly it should not be held to a lower standard, as some proponents would suggest. The
FDA has an active program to assist drug developers who want to investigate marijuana or its
components through properly controlled clinical trials, to demonstrate the potential for safe and
effective uses.

Today, the FDA approved a purified form of the drug cannabidiol (CBD). This is one of more than
80 active chemicals in marijuana. The new product was approved to treat seizures associated with
two rare, severe forms of epilepsy in patients two years of age and older.

This product approval demonstrates that advancing sound scientific research to investigate
ingredients derived from marijuana can lead to important therapies. This new treatment provides
new options for patients.

This is an important medical advance. But it’s also important to note that this is not an approval of
marijuana or all of its components. This is the approval of one specific CBD medication for a
specific use. And it was based on well-controlled clinical trials evaluating the use of this compound
in the treatment of a specific condition. Moreover, this is a purified form of CBD. It's being
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delivered to patients in a reliable dosage form and through a reproducible route of delivery to
ensure that patients derive the anticipated benefits. This is how sound medical science is
advanced.

So today, in addition to celebrating this scientific achievement and the medical advance that it
represents for these patients and their families, we should also reflect on the path that made this
possible. It's a path that’s available to other product developers who want to bring forth
marijuana-derived products through appropriate drug development programs.

That pathway includes a robust clinical development program, along with careful review through
the FDA's drug approval process. This is the most appropriate way to bring these treatments to
patients. This process also includes a review of the purity of a new drug and manufacturing
controls. Before a high-quality drug can be developed, evaluated, and eventually approved by the
FDA,; it's critical that the necessary work is done to identify drugs of potential medical benefit and
conduct rigorous scientific research through adequate and well-controlled clinical trials. This is true
for all drugs, including ones derived from plant materials, like marijuana. And the FDA remains
committed to collaborating with federal and state agencies, researchers and product developers
on advancing this type of important and conscientious work.

This research process - from early development through preclinical and clinical research - gives us
a comprehensive understanding of a new drug. That includes an understanding of whether the
new product is safe and effective for treating a particular medical condition, what the proper
dosage is and for what populations it is safe and effective, how the new compound could interact
with other drugs, or whether the new drug has side effects or other safety concerns.

This work also helps product developers identify the appropriate dosage needed to achieve the
desired therapeutic effect while minimizing toxicity and risk. Taken in totality, the scientific
evidence generated by these studies forms the basis of the FDA's evaluation of benefit versus risk.
And it's because of this careful, scientific and evidence-based evaluation by the FDA that health
care providers can rely on having a quality product that delivers a consistent, uniform dose of an
effective medication that is able to deliver a predictable treatment to patients. This is especially
important when considering treatment for serious medical conditions that will be utilized in the
clinical care of patients who may have any number of health vulnerabilities. The purified form of
the drug CBD approved today by the FDA has been shown to meet these rigorous standards.

Research on the therapeutic effects of marijuana and its components involves a number of federal
agencies in addition to the FDA, including the National Institute on Drug Abuse, part of the
National Institutes of Health, and the Drug Enforcement Administration.

The FDA has taken several specific steps to support this research.

We meet regularly with researchers as they plan and carry out their trials. We have also formed a
Botanicals Team that provides scientific expertise on botanical issues for researchers developing
drugs derived from plants, such as marijuana. That team published guidance for industry on
clinical studies involving botanical drugs, as well as quality controls for lot-to-lot consistency. In
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recent years, the agency also has recommended to the DEA the approval of several hundred
Schedule | research protocol licenses for research on marijuana or its constituent compounds.

Additionally, the FDA also works with companies to provide patients access to experimental
therapies while clinical trials are ongoing through expanded access provisions. These approaches
help protect patients while also allowing for the collection of data necessary to support the FDA
approval of safe and effective therapies for use in the broader population. Through this process,
hundreds of children were able to get access to investigational CBD products while this product
was being studied.

Drugs derived from marijuana also are eligible for several programs that are intended to facilitate
and expedite development and review of new drugs that address unmet medical needs in the
treatment of serious or life-threatening conditions. Much of the work we’ve done to encourage
research in this area has led to the approval action we took today.

The FDA will continue to support rigorous scientific research on potential medical treatments using
marijuana and its components that seek to be developed through the appropriate scientific
channels. However, we remain concerned about the proliferation and illegal marketing of
unapproved CBD-containing products with unproven medical claims.

The promotion and use of these unapproved products may keep some patients from accessing
appropriate, recognized therapies to treat serious and even fatal diseases. The FDA has taken
recent actions against companies distributing unapproved CBD products. These products have
been marketed in a variety of formulations, such as oil drops, capsules, syrups, teas, and topical
lotions and creams. These companies have claimed that various CBD products could be used to
treat or cure serious diseases such as cancer with no scientific evidence to support such claims.
We'll continue to take action when we see the illegal marketing of CBD-containing products with
unproven medical claims. We're especially concerned when these products are marketed for
serious or life threatening diseases, where the illegal promotion of an unproven compound could
discourage a patient from seeking other therapies that have proven benefits.

Today’s approval demonstrates our commitment to the scientific process and working with product
developers to bring marijuana-based products to market. We remain committed to our gold
standard for product development and review. Such a process ensures that any new therapies
from marijuana and its constituents are safe, effective and manufactured to a high and consistent
quality. And most importantly, that these products have been proven safe and effective for
patients.

The FDA, an agency within the U.S. Department of Health and Human Services, protects the public
health by assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines
and other biological products for human use, and medical devices. The agency also is responsible
for the safety and security of our nation’s food supply, cosmetics, dietary supplements, products
that give off electronic radiation, and for regulating tobacco products.

This statement was originally published on the Food and Drug Administration website on June 25,
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