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Disclaimer

3 The views and opinions expressed in this presentation are
those of the individual presenter and do not necessarily
reflect the views of the Clinical Trials Transformation
Initiative.

3 The presenter is an Employee of Duke University. Salary
support comes from pooled membership fees of the Clinical
Trials Transformation Initiative and from FDA Cooperative
agreement.
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Driver for Change: Standard Content & Delivery
2009 — 2011 Context
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Actions Taken and Results:
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Driver for Change: Multiple GCP Training requirements

Equivalence program

Equivalence program
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Driver for Change: Cross-Sponsor Mutual Training Recognition

Pfizer a founding member of TransCelerate Biopharma, Inc. Non-profit
organization working to increase quality in clinical trials and improve patient
safety.

Further Information: www.TransCelerateBiopharmainc.com
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Driver for Change: One size does not fit all
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Scenario-based case study from GCP course
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