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Tissue Agnostic Drug Development in Oncology - Guidance for Industry (FDA,
October 2022)

Developing Targeted Therapies in Low-Frequency Molecular Subsets of a Disease
- Guidance for Industry (FDA, October 2018)

General Clinical Pharmacology Considerations for Pediatric Studies for Drugs and
Biological Products - Guidance for Industry (FDA, December 2014)

Rare Diseases: Natural History Studies for Drug Development - Guidance for In
dustry (FDA, March 2019)

Expedited Programs for Serious Conditions - Drugs and Biologics(FDA, May 2014)

FDARA Implementation Guidance for Pediatric Studies of Molecularly Targeted
Oncology Drugs: Amendments to Sec. 505B of the FD&C Act (May 2021)
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