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Essay:  (3x10=30) 
 
1. Define investigational new drug application and its procedure for submission. 

2. Roles and responsibilities of sponsor in clinical trial. 

3. What are the different stages of drug development process 
 
Short notes:  (8x5=40) 
 
4. Define clinical trial and its various phases. 

5. Explain in detail the roles and responsibilities of regulatory authority. 

6. Write a brief note on Institutional Human Ethical Committee and its composition. 

7. Describe about components of Investigators brochure. 

8. What are the ethical guidelines in clinical research. 

9. Describe in detail the various data management and its components. 

10. Explain informed consent process. 

11. Define good clinical practice. 
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