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“This project has given the student research group

the opportunity to deeply investigate the role of ’

FRPs in the U.S. and to understand ways to optimize

the collection and analysis of regulatory information i‘g
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serious conditions and fill an unmet medical need.
Fast Track

A process designed to expedite the development and

review of drugs which may demonstrate substantial
' improvement over available therapy.

vy Breakthrough Therapy

These regulations allowed drugs for serious conditions
that filled an unmet medical need 1o be approved based
on a surrogate endpaint.

Accelerated Approval

that is often difficult to obtain and interpret.”
-Lawrence Liberti, PhD

A Priority Review designation means FDA's goal is to
take action on an application within 6 months. Priority



https://www.fda.gov/patients/learn-about-drug-and-device-approvals/fast-track-breakthrough-therapy-accelerated-approval-priority-review

