February 20, 2026

Ms. Sandra Folkendt
Senior Regulatory Project Manager
Office of Neuroscience, Neurology II
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 
Sandra.folkendt@fda.hhs.gov

RE: Support for DEE Therapeutic Pathway and Innovative Basket Trials 

[image: ]Dear Ms. Folkendt:

On behalf of the collective community representing hundreds of developmental and epileptic encephalopathies (DEEs), we write to underscore a critical and urgent need: establishing a therapeutic pathway that is accessible to all DEE families, regardless of their specific subtype.

DEEs constitute the most severe and life-threatening‑ epilepsies. Across our community, families confront relentless, treatment‑resistant seizures, profound developmental challenges, and complex behavioral symptoms. While each DEE subtype is genetically and syndromically distinct—spanning more than 900 genes and over a thousand identified variants and over 15 syndromes—the lived experience of these disorders is strikingly similar. This shared clinical burden creates a powerful opportunity for innovative trial designs that can accelerate therapeutic development.

Precision medicine holds tremendous, long‑term promise for our community. Yet families cannot wait for individualized solutions alone. Novel, scientifically grounded approaches—such as basket trials—offer a near‑term path to evaluate therapies that may benefit multiple DEE subtypes simultaneously. These designs reflect the biological and clinical commonalities across DEEs and could meaningfully expand access to research and potential treatments for families who currently have no viable options.

As a united community, we stand ready to collaborate with the FDA to advance this pivotal opportunity. We are eager to engage constructively, share data and perspectives, and work together to ensure that DEE families are not left behind as therapeutic innovation accelerates. Please feel free to contact Kari Luther Rosbeck, President and CEO of the TSC Alliance at krosbeck@tscalliance.org or at 301-562-9890 with any questions or for further engagement.

Thank you for your consideration and for your continued commitment to patients with rare and severe neurological disorders.

Signed:

TSC Alliance 

cc: 	
Mr. Caleb Michaud, Acting Associate Commissioner for External Affairs, caleb.michaud@fda.hhs.gov

Ms. Amy Comstock Rick, J.D., Associate Director for Rare Disease Strategy, Director of Strategic Coalitions, Rare Disease Innovation Hub, Center for Drug Evaluation and Research, amy.rick@fda.hhs.gov

Mr. Hiren Patel, Director, PhD, Office of Neuroscience, Center for Drug Evaluation, hiren.patel@fda.hhs.gov
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