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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) Define audit. K1(2)
2) Explain the selection of site. K2(4)
3) Explain the observational study. K2(6)
4) Illustrate the documents retrieval and archival process. K3(9)
5) Illustrate the epidemiological studies. K3(9)
6) Examine the reason for terminating the clinical studies. K5(10)
7) Analyze the NDCT 2019 implementation and India's regulatory

evolution in clinical research.
K4(12)

8) Examine the Subject Recruitment and Advertisement process. K5(15)
9) Examine the elements of informed consent. K5(15)
10) Elaborate the various phases of clinical research and its

importance.
K6(18)


