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SECTION - A
Answer all the questions.

Answer the following (10 marks x 5 = 50 marks)

1) Describe the essential components of an informed consent form (10)
2) Explain the purpose of pharmacoepidemiology in a health care system (10)
3) Explain the different types of clinical research designs (10)
4) Describe the types of adverse drug reactions. Explain the detection and reporting
methods to assess the ADRs (10)
5) Discuss International Classification of Diseases (10)
SECTION - B
Answer all the questions.
Answer the following (5 marks x 5 = 25 marks)
6) List the composition of Institutional Ethics Committee 5)
7) Compare and contrast cohort and case control studies )
8) Provide a historical account for pharmacovigilance to emerge in the domain of safety
pharmacology (5)
9) Write a short note on 'Essential Documents' required for conducting a clinical trial )
10) Differentiate between cost minimization and cost beneift analysis methods 5)
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