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FDA Oncology Center of Excellence (OCE)

Office of Tissues and Advanced 
Therapies (OTAT)
CAR-T and other cellular therapies, gene 
therapy, therapeutic vaccines

Office of Oncologic Diseases (OOD) 
Small molecules, monoclonal 
antibodies, antibody-drug 
conjugates

Office of Invitro Diagnostics and 
Radiological Health
Companion and complementary 
diagnostics



3

Oncology Center of Excellence

Regulatory 
Science

Regulatory 
Policy

Education
Stakeholder 
Engagement 

OCE Mission: 
To achieve patient-centered regulatory 
decision-making through innovation and 
collaboration.

OCE Vision: 
To create a unified and collaborative
scientific environment to advance the 
development and regulation of oncology 
products for patients with cancer

REVIEW
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Examples of OCE Projects
• CommunityProject

• FacilitateProject

• OrbisProject

• Equity Project

• SilverProject

• PatientVoiceProject

• RenewalProject

• SocratesProject

• SignifiCanTProject

• Post CovidityProject

• CatalystProject
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OCE: Project Catalyst
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OCE: Project Catalyst
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OCE: Project Catalyst
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OCE: Project Catalyst


