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Essays    (3x10=30)              

1. Define GCP. Explain the principles of ICH GCP guidelines 

2. Discuss various methods of economic evaluation of drug therapies 

3. Describe about the constitution, roles and responsibilities of ethical committee 

 
Short Notes (9x5=45) 

4. Describe about vaccine safety surveillance 

5. Discuss on international nonproprietary names of drugs with examples 

6. Explain about causality assessment of ADR using various scales 

7. Outline about informed consent form 

8. Explain about randomization and its relevance in clinical trials 

9. Elaborate on vigiflow database 

10. Various regulatory authorities for pharmacovigilance in India 

11. Brief about case control and cohort studies with examples 

12. Pharmacoepidemiology    
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