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Q.1(a) Describe in detail about drug discovery and development with suitable example. [7] 
Q.1(b) What do you mean by NDA? Write about significant parameters of NDA submission. [8] 

   
Q.2(a) Justify the role of IND in drug development process. [7] 
Q.2(b) Explain the role of USFDA in drug regulation. [8] 

   
Q.3(a) Discuss the role of pKa and pH in drug absorption of new chemical entities during pre-formulation 

studies.  
[7] 

Q.3(b) Discuss the importance of Noyes-Whitney equation in enhancing the intrinsic dissolution of drugs while 
performing pre-formulation studies of new drug.   

[8] 

   
Q.4(a) During intrinsic dissolution studies of new chemical entity, how surface area is held constant. Explain 

its importance. 
[7] 

Q.4(b) Explain two-factor simplex optimization to enhance the solubility of new drug while performing pre-
formulation studies.  

[8] 

   
Q.5(a) Define technology transfer and discuss its importance.  [7] 
Q.5(b) What do you mean by horizontal and vertical technology transfer?  Distinguish between quantitative and 

qualitative technology transfer models. 
[8] 

   
Q.6(a) What is meant by packaging? What are ideal characteristics of packaging? Explain different types of 

packaging? 
[7] 

Q.6(b) Explain the different packaging requirements of solid dosage forms. [8] 
   

Q.7(a) Explain QTTP and CQA with reference to scale up? [7] 
Q.7(b) Explain the scale up process of a solid dosage form with an example of scale up operation? [8] 
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