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1) Questions No.1 is COMPULSORY.
2) Draw neat and labelled diagram WHEREVER necessary.

Q.1 Long Answer Questions

a) Describe the International conference of harmonization good clinical practices  (10)

guidelines.
b) Describe clinical trial monitoring plan with example. (10)
Q.2 Write short note on ANY FOUR out of five (20)

a) Sever ADR reporting guidelines
b) CFR 54

¢) Trial recruit compensation

d) Protocol design

e) Clinical trial quality control




