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Sem Il - Q1PN201T - Regulatory affairs in Clinical Research

General Instructions
Answer to the specific question asked
Draw neat, labelled diagrams wherever necessary
Approved data hand books are allowed subject to verification by the Invigilator

1) Explain the Code of federal regulation.

2)  Define the Clinical trial protocol.

3)  Explain the serious adverse event and adverse event.

4)  Explain the evolution of regulatory bodies.

5 lllustrate the compensation to subjects for clinical trial related injuries.
6)  lllustrate the ICH GCP Principles.

) Analyze of declaration of helsinki.

8)  Analyze the importance of investigational brochure.

OR

Analyze the selection criteria and responsibility of principle
investigator.



