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vour answers should be specific to the fuestions asked.
Draw neat, labeled diagrams wherever necessary.

Answer All The Questions 10 X 7.5 = 75 Marks
i,  Explain the roles and responsibilities of clinical trial personnel.
5. Give detailed Information regarding o Fharmacoeconomics.
3. What are the roles and responsibilities of principle investigatar?
4, Explain in detail of RCT and non-RCT.
5.  Give the organizational structure for 2 typical Phase -11 clinical trials of Phase-I11 clinical trials,
6. Draw IND review flow chart, Add on clinical research regulation in india.
7. Explain the ethical guidalines for biomedical research on human subjects.
8. Define Pharmacovigilance and explain the roie of stake holders in Pharmacovigilance.
n.  Define ADR and explain how ADR will be managed.
10.  Explain ICH-GCP principles for clinical trials.
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