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Objective

e Learn to develop a study team to
coordinate the planning and initiation of
preclinical and clinical research studies
aimed at bringing the therapeutic
candidate to the clinic




Overview
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Perfect World

Principal Investigator
Clinical Research Team
Project Manager
Biostatistician
Regulatory Expert(s)
QA Expert(s)

QC Expert(s)

Technology Transfer/Product Development/cGMP
Manufacturing Experts

From Study Team, Clinical Research Roadmap, Resource Center, PACT Website



Reality

 May be need to overlap expertise/responsibilities due to funds,
logistics, institutional set-up, etc..

— Project manager may be
medical technologist

— Biostatistician may be from
institutional core

— Regulatory expert may be
QA Director

— QC expert may be medical
technologist independent of production

— Tech transfer/product dev/cGMP manufacturing experts may
be from other categories
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Considerations

e When to involve cGMP facility/CT lab?
* How to approach technology transfer?

 How to cover costs of translation/validation/
clinical production?
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Thank you!
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