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My name is Lisa McCorkell, and | am a resident of Oakland, California, a co-founder
of the Patient-Led Research Collaborative, and a person living with Long COVID since
March 2020. | write to encourage the Committee to provide guidance to the Food and Drug
Administration that will elevate and strengthen efforts to identify treatments for Long
COVID.

Long COVID is an infection-associated chronic condition that occurs after a COVID-
19 infection. As of April 2024, at least 6.9% of American adults and millions more children?
were experiencing Long COVID, with about one-quarter of people with Long COVID
experiencing significant activity limitations.? Long COVID impacts all demographics, with
transgender people, women, and Hispanic/Latino populations being disproportionately
impacted.® Vaccination does not meaningfully protect against Long COVID,* and reinfection
increases one’s risk of developing it.> Of patients sick with Long COVID at 2 months, only
15% were in remission at one year, with one-third of those in remission relapsing later on.®
People with Long COVID are significantly more likely to experience housing’ and food
insecurity,® and economic costs to the US economy are in the trillions of dollars over just the
next few years.® Because overlapping conditions like myalgic encephalomyelitis/chronic
fatigue syndrome (ME/CFS), postural orthostatic tachycardia syndrome (POTS) and other

forms of dysautonomia, and mast cell activation disorders have not received adequate



research funding and are not often taught in medical schools, patients face a medical system
where only 7% of physicians are very confident diagnosing Long COVID and only 4% are
very confident treating it.*° There are no FDA-approved treatments for Long COVID, and
patients who have access to high-quality healthcare are generally trying dozens of repurposed
drugs and supplements and often face difficulty getting insurance to cover these.

We first encourage the Committee to support efforts at the FDA that focus on the
potential efficacy of repurposed pharmaceuticals as treatments for Long COVID. In
particular, we believe the FDA should be directed to continue supporting the CURE 1D
platform. The platform provides a robust and highly effective mechanism for gathering
information from patients and healthcare providers on their real-world experiences treating
Long COVID with repurposed drugs.

Our second recommendation focuses on the development of guidance for Long
COVID clinical trials. There are significant challenges in constructing clinical trials for
conditions like Long COVID that are multisystemic, have several phenotypes, and do not
have biomarkers. Drug trials use different endpoints and inclusion/exclusion criteria. We
hope the Committee can urge the FDA to issue guidance on Long COVID trials that bring
cohesion to the field. Such guidance should be informed by meaningful engagement of
relevant stakeholders including Long COVID and infection-associated chronic conditions
patient organizations, researchers, and treating physicians. Additionally, we hope the
Committee will support Long COVID being designated as a priority area of recruitment for
the FDA Patient Representative Program.

It is clear that dozens of pharmaceuticals already on the market that can be repurposed
are worthy of trialing, either because of their relation to potential mechanisms of Long
COVID or because of already having seen some success in improving outcomes by patients

with Long COVID or other infection-associated chronic conditions. Greater attention from



the FDA will only help people who currently have Long COVID or other infection-associated
chronic conditions, and it will also help prepare for future pandemics.

In December 2023, Patient-Led Research Collaborative led a letter to President Biden
that was signed by over 1000 clinicians, researchers, patients, and allies.!* This letter asked
President Biden to include a response to Long COVID and other infection-associated chronic
conditions in budgets across the federal government - for biomedical research and clinical
trials, to improve access to social safety net programs, to address social determinants of
health, for healthcare provider education, for healthcare delivery research, for equitable
access to high-quality care, for public health education, for home- and community-based
care, and for prevention efforts. President Biden did not answer this call. The House of
Representatives now has the opportunity to correct his wrong and show that people with
Long COVID are valued constituents. The above simple report language could go a long way
in ensuring better outcomes for people with Long COVID. Our lives and livelihoods are at

stake. Please respond accordingly.
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