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|. Elaborate on: (4 x 10 =40)
1. What are the essential documents for the conducting of clinical trials and discuss
the purpose of the same?
2. Explain the functions of IRB in clinical research.
3. Define Investigator’s brochure and describe about its components.

4. Elaborate on the roles and responsibilities of regulatory authority in relation to
clinical trial.

Il. Write notes on: (6 x5=230)

Write a note on GCP.

Explain the importance of pharmacelogical information in drug discovery.
Preclinical testing in clinical research.

Informed Consent Process.

Safety monitoring in clinical trials.
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Explain briefly the ICH guidelines.
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