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Essay:  (3x10=30) 
 
1. Discuss in detail the overview of regulatory environment in Europe and USA. 

2. What is informed consent. Explain content of informed consent as per regulatory 
authorities in clinical trials. 

3. What are the different methods of post marketing surveillance 
 
Short notes:  (8x5=40) 
 
4. Case report form. 

5. Safety monitoring in clinical trials. 

6. Role and responsibility of clinical research coordinator. 

7. Impartial witness. 

8. Differentiate between double- blind clinical trials and open labeled clinical trials. 

9. Purpose of an audit in clinical trial. 

10. Investigational new drug application. 

11. Why randomization is important in clinical research 
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