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1a. Discuss documentation process in the pharma industry. [7] 
1b. Write notes on bioequivalence studies with pharmacokinetic endpoints. [8] 
   
   
2a. Schematically present the NDA review process. [7] 
2b. What is IMP dossier? Briefly discuss it. [8] 
   
   
3a. Write a note on drug master file. [7] 
3b. Discuss the role of in silico assays in the new drug development process. [8] 
   
   
4a. Explain the responsibilities and functional modalities of an institutional review board. [7] 
4b. Briefly explain the drug discovery process. [8] 
   
   
5a. Describe the categories and types of IND. [7] 
5b. Compare the pharmacovigilance guidelines followed in India in context to the FDA guidelines.  [8] 
   
   
6a. Define medical devices and explain various regulations binding them? [7] 
6b. Define QTPP and CQA and explain with reference to a solid dosage form? [8] 
   
   
7a. Write in details the components of CTD? [7] 
7b. Enlist various quality guidelines and explain Q6 with an example? [8] 
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