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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 the IMRDA-Composition. K1(2)
2) Explain QSEM in ICH. K2(4)
3) Explain the Phase 2 Clinical trial in clinical research. K2(6)
4) Illustrate the IND review process in clinical research. K3(9)
5) Illustrate the the steps involved in new drug discovery. K3(9)
6) Examine theFollow-up Studies for Safety Pharmacology Core

Battery in S7A.
K5(10)

7) Analyze the new drug application process. K4(12)
8) Examine the guide lines of (E2A) in Clinical Safety Studies. K5(15)
9) Examine the guide lines of (S7A) in Preclinical evaluation. K5(15)
10) Elaborate the Sponsor responsibilities for maintaining the integrity

clinical research data.
K6(18)


