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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 monitoring. K2 (2)

2) Define the Major concerns that need to be covered in ICF. K1 (3)

3) Explain the responsibilities of Lay person and Basic scientist member. K2 (4)

4) Explain the responsibility of stakeholders in Clinical trial. K2 (6)

5) Illustrate the thalidomide disastor. K3 (6)

6) Illustrate the responsibilities of chairperson and member secretary. K3 (9)

7) Analyze and importance of documents submission for getting approval
from ethics committee.

K4 (8)

8) Analyze the NDCT 2019 implementation and India's regulatory
evolution.

OR

K4 (12)

Elaborate the types of essential documents and their importance in
clinical research.

K4 (12)


