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Essay: (2x10=20) 
1. Explain sample size calculation in detail. 

2. Describe about the responsibilities of sponsor, monitor and investigator. 
Short Notes: (10x5=50) 
3. Data analysis. 

4. The importance of pharmacovigilance. 

5. Explain the descriptive studies. 

6. Explain the literary research. 

7. The composition of ethics committee members. 

8. The chi-square test. 
9. Phases of clinical trial. 

10. Adverse drug reactions. 

11. How will you find the safety and efficacy of the particular drug 

12. Explain about the pilot study. 
Answer briefly: (10x3=30) 
13. What are CTRI, IPR and TKDL. 

14. What is nanotechnology. 
15. Difference between the IEC and IAEC. 

16. What is PLIM and write about the scope of PLIM. 

17. The informed consent process. 

18. The alavaigal. 

19. What is prospective study. 

20. What is GMP. Benefits of GMP certified company. 
21. What is protocol. 

22. Difference between the interim review and final report. 
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