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Essay:  (3x10=30) 

1. Discuss the various drug development processes in clinical research. 

2. Discuss the role of ICH-GCP guideline in good clinical practice. 

3. Explain the role of auditors and clinical research coordinators in conducting a clinical 

trial. 
 
Short notes:  (8x5=40) 
 
4. Post-marketing surveillance studies. 

5. Ethical guidelines in clinical research. 

6. ANDA submission. 

7. Institutional review board. 

8. Informed consent process. 

9. Data management in clinical research. 

10. Investigator’s brochure.   

11. IND application. 
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