February 16, 2021
Dear Government Officials:

As the leading advocacy groups, healthcare providers and biotech companies working to bring
treatments to patients living with rare diseases, we thank you for swift and urgent distribution efforts of
COVID-19 vaccinations, and for ensuring equitable and effective rollouts. The lives of our patients are at
risk, and we need your help.

As you know, President Biden announced a strategy in late January committed to vaccine distribution
for high-risk individuals, specifically those with intellectual and developmental disorders, and those with
underlying conditions, including rare diseases. Our loved ones and their caregivers must be included in
your current and high-risk vaccination priority phase.

On behalf of patients and families affected by rare diseases, we ask that you include all high-risk patients
and caregivers living with rare diseases as a priority population in your immediate rollout of FDA-
approved COVID-19 vaccines.

Rare diseases have extensive, and often severe comorbidities. Additionally, many rare diseases are
progressive and cause physical, developmental, and cognitive disabilities. Early prevention and
intervention are paramount, and this vaccine is critical for our high-risk community and public health.
Families affected by rare diseases live daily with conditions including: cardiopulmonary dysfunction;
neurological deficits; debilitating seizures; chronic kidney disease; immunosuppression; failure to thrive;
loss of muscle tone and coordination; muscle atrophy; chronic pain; vision and/or hearing loss;
gastrointestinal issues; intellectual and learning disabilities; autism spectrum disorder; and organ
failure.! It is estimated 25-30 million individuals in the United States have a rare disease, of which many
are life-threatening with limited or no treatment options.2

As leaders and caregivers in this community, we strongly believe individuals living with a rare disease
who require daily hands-on care, and their caregivers should be included in the high-risk population for
COVID-19 vaccination administration.® Due to the complexity of such diseases, patients are at increased
risk for catastrophic outcomes due to infection of COVID-19. The effects of COVID-19 could be
devastating for individuals and family members, of all ages, who are constantly at high-risk for
neurological and organ damage caused by potential infection. During the pandemic, these families have
lost vital resources (such as physical, occupational and speech therapies) and myriad interventions
otherwise afforded to them. Compounded by COVID-related delays in routine public and private care
management due to risk of exposure, many patients have experienced disease regression, and the only
way to safely resume these crucial interventions is through immediate access to COVID-19 vaccination.*

We call on you to urgently categorize all patients living with rare disease and their caregivers as a high-
risk population included in your state’s COVID-19 vaccination plan. These caregivers are essential to
public health, safety, and care of individuals living with rare diseases. If essential caregivers are exposed
to COVID-19, isolation from those they care for could cause severe, irreversible damage.®

We welcome the opportunity to discuss our request further. For questions, please contact Patroski
Lawson at patroski@kpmgroupdc.com or (202) 812-3546 or and/or Ashley Pounders, MSN, FNP-C,
Director of Medical Affairs at the Tuberous Sclerosis Alliance, apounders@tsalliance.org or (301) 562-
9890.
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