AMERICAN
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COALITION
July 15, 2021
The Honorable Diana DeGette The Honorable Fred Upton
2111 Rayburn House Office Building 2183 Rayburn House Office Building
Washington, D.C. 20515 Washington, D.C. 20515

Dear Congresswoman DeGette and Congressman Upton:

On behalf of the American Brain Coalition and the 107 undersigned organizations, we write to offer our
strong support for Section 306 of the 21t Century Cures 2.0 proposal to authorize a new intercenter
institute at the Food and Drug Administration (FDA) focusing on high prevalence and burdensome
diseases, like those affecting the brain and central nervous system (CNS). The Brain Research through
Advancing Innovative Neurotechnologies (BRAIN) Initiative, created through 215 Century Cures Act, has
set the nation on a course towards unprecedented neuroscience discovery. Despite these advances,
patients continue to lack access to enough safe and effective treatments for brain and CNS conditions
due, in part, to the unique regulatory challenges facing treatments that target the body’s most complex
organ system. A Neuroscience Center of Excellence will allow the FDA to consolidate its neuroscience
expertise to create the guidance and processes necessary to ease the review and approval of safe and
effective brain and CNS treatments.

Brain and CNS diseases impose staggering personal and financial costs on Americans. Nearly one in five
U.S. adults — more than 50 million — live with a mental illness, disproportionately impacting women,
people reporting two or more races, and individuals under age fifty.! Neuropsychiatric disorders are also
the leading cause of disability in the nation, making up 18.7% of years lost to disability and premature
death.? Neurological conditions are troublingly prevalent as well - twenty million Americans suffer from
a neurological condition, with 16% of households including an individual with a brain impairment.® Brain
and CNS diseases also harm older Americans, with more than one in nine people over age 65 having
Alzheimer’s dementia.* The enormous personal costs of brain and CNS conditions also translate into
financial hardship for individuals and families and burden the U.S. economy. Brain disorders and
diseases cost the U.S. more than $1.5 trillion per year,” a significant portion of which is borne by the
Medicare program. Seven of the twenty-one chronic conditions tracked by the Centers for Medicare and
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Medicaid Services are related to the brain, representing an average annual cost of $23,325 per Medicare
beneficiary — higher than the average cost for all other chronic conditions.®

Sadly, SARS-CoV-2 and the ongoing COVID-19 pandemic have only exacerbated the burden of brain and
CNS conditions. During the pandemic, 40% of American adults have reported symptoms of anxiety or
depression, up from 10% in 2019.” The COVID-19 pandemic has also worsened the ongoing opioid
epidemic, with monthly overdose deaths jumping from 6,638 in January 2020 to 9,362 in May 2020 — an
increase of more than 40%.8 The SARS-CoV-2 virus itself also harms the brain and CNS in a variety of
ways. A recent study found that nearly one third of patients diagnosed with COVID-19 were diagnosed
with a psychiatric or neurologic condition within six months of contracting COVID-19.° COVID-19
patients also report a wide variety of psychiatric and neurological symptoms, including strokes,
psychosis, delirium, and loss of smell and taste.

Despite the enormous prevalence and impact of brain and CNS conditions, there remains a troubling
lack of effective treatments that go beyond symptom mitigation to address the underlying disease.
Product development is difficult for any disease or disorder, but brain and CNS conditions suffer from
greater failures and more costly clinical trials than others.'® Brain-targeting drugs, devices, and other
therapeutics reviewed by the FDA are approved at a much lower rate than those for other disease areas,
with one recent study finding that the mean approval phase time for CNS compared to non-CNS was an
astonishing 57% longer.'* Another recent report indicated that the probability of a drug successfully
making its way through a Phase 1 clinical trial to the point of approval is only 15% for brain and CNS
treatments —compared to 32% for ophthalmology, 25% for cardiovascular problems, and 25% for
infectious disease.?

To respond to these unique challenges and spur innovation in safe and effective treatments for brain
diseases and disorders, FDA should establish a Neuroscience Center of Excellence using the intercenter
institute authority proposed in the Cures 2.0 Discussion Draft. Building upon the successful
implementation of the 21 Century Cures Act’s Oncology Center of Excellence, a Neuroscience Center of
Excellence will similarly create opportunities for innovation in the development and regulation of
treatments for brain diseases and disorders, giving patients access to more effective treatment options.
Creating a Neuroscience Center of Excellence could simplify regulatory review of brain-focused
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products, allowing federal and private investments in brain research to more quickly translate into safe
and effective treatments for brain and CNS diseases and disorders.

In authorizing of a Neuroscience Center of Excellence, Cures 2.0 will build upon the successes of the 21st
Century Cures Act by creating an environment for regulatory innovation that speeds access to safe and
effective treatments and cures for brain disease. Doing so will relieve stress on an overburdened
Medicare program and spur innovation — both in biomedical research and the regulation of brain and
CNS treatments. We thank you for including the authority to create an additional intercenter institute
focusing on high prevalence and burdensome diseases in Cures 2.0 and look forward to the enactment
of this important provision as the bill moves through the legislative process.

Sincerely,
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National Aphasia Association

National Association of State Head Injury Administrators (NASHIA)
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Spina Bifida Association
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The Gerontological Society of America
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