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Learnlng Objectives:

Determine if your study meets the NIH definition of a clinical trial & the implications of that determination.

2) Determine what NIH Funding Opportunities allow clinical trials & understand the new required paperwork for
submission.

3) Determine who needs Good Clinical Practice training and how often.

4) Determine what studies will be required to use a single IRB and what is entailed.

5) Determine what studies are automatically covered under a Certificate of Confidentiality.

6) Determine what studies require ClinicalTrials.gov registration & reporting, & the penalties for noncompliance.
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