Dear Senator (Last Name), 

I hope this message finds you well. My name is (Your First and Last Name), and I am a constituent residing in (Your State). I am writing to express my concerns regarding the FDA's management of uniQure's innovative gene therapy, AMT-130. It is my understanding that the FDA and uniQure had previously established an agreement to pursue an accelerated approval pathway, as defined in "The Food and Drug Administration Safety and Innovation Act (FDASIA) of 2012." 

For years, Huntington's Disease (HD) has had no viable treatment options. That is, until now. The gene therapy AMT-130, developed by uniQure, has shown significant promise in slowing disease progression. The FDA itself has acknowledged this potential, granting AMT-130 both Regenerative Medicine Advanced Therapy (RMAT) and Breakthrough Therapy designations in 2024 and 2025, which are reserved for drugs that may demonstrate substantial improvement over available therapy for serious conditions. The FDA and uniQure had previously agreed on an accelerated approval pathway. This pathway allows for earlier approval based on data that reasonably predicts a clinical benefit, with the understanding that more data will be collected after approval. The FDA is now wavering on its commitment. They are reconsidering the use of a "natural history" group as a control for the study—a scientifically valid and widely accepted method for rare diseases where using a placebo is unethical. In the case of AMT-130, a placebo means hours of brain surgery without receiving the therapy.

The FDA's reluctance to uphold previous commitments is undermining trust in American healthcare and threatening our leadership in drug innovation. As Europe accelerates approval processes for AMT-130, we must ask: why are we falling behind? I urge you to hold the Secretary of Health and Human Services and the Commissioner of Food and Drugs accountable. They must provide clear guidance and prioritize the health and safety of the American people. Subjecting healthy Americans to unnecessary surgeries and offering contradictory guidance is simply unacceptable. We need your advocacy now more than ever to protect our citizens and reclaim our position in global healthcare! I look forward to hearing from you on this issue. 

Very Respectfully,
(Your Full Name)
(Number and Street You Live On)
(City, State Zip code)
(Your Email Address)

