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SECTION - A
Angswer all the questions.
Answer the following (10 marks x 5 = 50 marks)

1) Discuss the principles and sources of data used in a clinical evaluation of a medical
device as per GHTF (10)
2) Discuss the BA/BE requirements of FDA (10)
3) What are the types of control groups in clinical trials? Discuss the ICH guidelines on
"nlacebo control" and "External control” (10)
4) What is the purpose of a "dose response” trial? Discuss the ICH guidelines on the
same. (10)
5) Explain the types of reviews in clinical trials. (10)
SECTION - B
Answer all the questions.
Answer the following (5 marks x 5 = 25 marks)
) Discuss the methods to minimize bias in clinical trials as per [CH (5)
7 What are the types of Paediatric studies? Discuss the age classification. (5)
3) Write the objectives and considerations of "Phase ITI" clinical research 5)
9) Write the role of placebo in clinical trials (5)
10) Write the structure and importance of Periodic safety update reports. (5)
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