DETAILED TUFTS CSDD 2025 POSTGRADUATE COURSE AGENDA

JANUARY 30: The R&D Process

Opening Remarks
Moderator’s Welcome

Comprehensive Overview of the R&D Process

The Value of Target Product Profiles
Break

Clinical Pharmacology & Translational Medicine

Trends & Challenges Impacting Drug Development
Wrap Up

FEBRUARY 6: Regulation & Ethical Oversight

Opening Remarks

The Global Regulatory Landscape
Regulatory Documentation

Break

Collaborating & Engaging with the FDA

Bioethical Principles & the Ethical Review Process

Wrap Up

FEBRUARY 13: Clinical Development

Opening Remarks

Protocol Design Strategy & Planning

CMC/Manufacturing
Break
Collaborating with CROs & Investigative Sites

Optimizing Clinical Trial Performance

Wrap Up

FEBRUARY 20: Advanced Topics in Drug Development

Opening Remarks

Al Use in Drug Development
The Role of Integrated Evidence
Break

Novel Clinical Trial Design

N\easuring & Demonstrating Prescription Drug Value

Wrap Up
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