June 3, 2022

The Honorable Patty Murray, Chair The Honorable Richard Burr, Ranking Member
Senate Health, Education, Senate Health, Education,

Labor, and Pensions Committee Labor, and Pensions Committee

428 Dirksen Senate Office Building 428 Dirksen Senate Office Building
Washington, DC 20510 Washington, DC 20510

Chair Murray and Ranking Member Burr:

On behalf of the 30 undersigned epilepsy organizations, thank you for your leadership in drafting the FDA Safety
and Landmark Advancements (FDASLA) Act and write to request edits to Section 811 of the bill to ensure that
people with epilepsy can retain access to cannabidiol (CBD).

Epilepsy affects at least 3.4 million Americans. Epilepsy is a medical condition that produces seizures affecting a
variety of mental and physical functions. Approximately 1 in 26 Americans will develop epilepsy at some point in
their lifetime. For people living with epilepsy, timely access to appropriate, physician-directed and person-centered
care, including epilepsy medications and treatments, is a critical concern.

Importance of CBD to People with Epilepsy

Approximately one third of people with epilepsy—about 1 million people—cannot gain seizure control despite
existing treatments.” Uncontrolled seizures greatly impede quality of life and can lead to injury, increased disability,
and even early death. Sudden Unexpected Death in Epilepsy is known as SUDEP, and it refers to deaths in people
with epilepsy that are not from injury, drowning, and other known causes. According to the CDC, approximately 1
in 1,000 people with epilepsy due from SUDEP each year, for about 3,000 deaths due to SUDEP in the United States
each year." The best way to avoid SUDEP is to control seizures.

For these reasons, some people living with uncontrolled seizures and their physicians turn to cannabidiol (CBD)
when other treatment options have failed. The Foundation urges more research to better understand why CBD
products seem to reduce or control seizures for some people with epilepsy. The Foundation also believes that if an
individual and their health care providers feel the potential benefit of CBD outweigh any potential risks, individuals
and families need to have that legal option as well as meaningful access to products. Nothing should stand in the
way of individuals gaining access to this life-changing and potentially life-saving treatment option. As with any
other treatment regimen, it is critical that physicians have the ability to consult and closely monitor individuals
using medical cannabis and/or CBD, and physicians must have the ability to legally do so.

Individuals in the epilepsy community with intractable or treatment-resistant seizures, in consultation with their
treating providers, have relied on CBD products as part of their daily routine for more than a decade — before an
FDA-approved CBD product for the treatment of seizures associated with some rare forms of epilepsy came to
market. Many now currently rely on products available through their state medical cannabis programs. Today, 48
states and the District of Columbia have legalized medical use of cannabis. Even the most cautious states have
recognized the importance of CBD for people with epilepsy. Eleven states allow access to CBD but no other medical
cannabis and some, like North Carolina, limit CBD to only people with intractable epilepsy. Many states that allow
for medical CBD allow it only through regulated and supervised entities. The CBD may only be available through
the state university or a state department of health."

In 2018 the FDA approved the first CBD pharmaceutical, Epidiolex. The Foundation is extremely grateful that there
is one FDA-approved CBD product on the market for seizures associated with three rare forms of epilepsy.
However, the product has a narrow indication and therefore isn’t easily available to many people with epilepsy and
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like any epilepsy treatment, this particular product doesn’t work for everyone. Anecdotal reports from the epilepsy
community show that some individuals found more success on their state medical cannabis program products.
Experience and initial research continue to support the efficacy of CBD. We strongly support additional clinical
trials and development of CBD pharmaceuticals to improve treatment options for people with epilepsy. Given the
life-threatening nature of seizures, people with epilepsy and their families do not want to lose access to the
lifesaving CBD treatments that are available right now.

Specific Concerns and Suggested Edits

We are concerned that the current versions of the bill could risk continued access to CBD that currently helps
reduce seizures or achieve seizure control for some people with epilepsy. Section 811 includes a new provision to
the Federal Food, Drug, and Cosmetic Act at Section 403D(e) prohibiting the introduction into interstate commerce
any product marketed as a dietary supplement that does not meet the meaning of a dietary supplement under
Section 201(ff) (see page 124 of the discussion draft, lines 13-24). The FDA has already stated that CBD does not
meet the definition of a dietary supplement.” However, they have also exercised enforcement discretion, focusing
on products that make medical claims and pose the greatest risk to public health.” FDA has sent warning letters to
companies selling CBD products that claim to prevent, diagnose, mitigate, treat, or cure various diseases."

Even if it was unintentional, we urge revisions to be made to ensure continued access to CBD for people with
epilepsy. We urge the committee to include a provision in the bill that specifically exempts CBD and other
cannabinoids from Section 403D(e) or encourages the FDA to continue its current enforcement discretion
regarding CBD. The committee could exempt CBD from enforcement if the violations solely rest on the existence of
an FDA-approved CBD or encourage the FDA to continue to focus its enforcement discretion on manufacturers that
make medical claims. Such an exclusion would focus enforcement on bad actors in the CBD market but protect
products on which people with epilepsy currently rely.

Suggestions for edits are below:

(e) NEW PROHIBITED ACT.—Section 301 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 331), as amended
by section 803(a), is further amended by adding at the end the following:

”(hhh) The introduction or delivery for introduction into interstate commerce of any product marketed as a
dietary supplement that does not meet the definition of a dietary supplement under section 201(ff),
excluding cannabidiol and other cannabinoids for not meeting the definition under section 201(ff)(3).”
(iii) The introduction or delivery for introduction into interstate commerce of a dietary supplement that has
been prepared, packed, or held using the assistance of, or at the direction of, a person debarred under
section 306.”
With regard to cannabidiol and other cannabinoids, the Secretary shall continue to exercise enforcement discretion
with a focus on public education and products that pose the greatest risk to public harm.

Thank you for your attention to this issue. We urge the committee to take into account the needs and safety of
people with epilepsy and the current landscape of CBD. For more information contact Rachel Patterson, Senior
Director of Federal Relations & Policy at rpatterson@efa.org.

Sincerely,
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