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Essays   (3x10=30)              

1. Explain the in vitro performance requirements for generic applications. 

2. Describe the guidelines for non-clinical drug development for global submission   

3. Explain the CMC (chemistry, manufacturing and control) for market authorization 

Short Notes (9x5=45) 

4. The post marketing surveillance. 

5. The regulatory requirement for product approval of API. 

6. The importance of eCTD in regulatory application submission.   

7. The regulatory requirements of TGA. 

8. The importance of HIPAA in clinical studies   

9. The clinical protocol for submitting NDA.  

10. Institutional review board and procedures. 

11. Outsourcing BA and BE to CRO. 

12. ICH guidelines.  

****************** 

 

 

 


