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• Q1.  Define various stages of drug discovery & also explain 

drug development process 

• Q1. Explain concept of generics

• Q2. Explain different clinical studies

• Q1. Define generic drugs
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UNIT - 1 10 marks question
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02 marks question
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• Q2. Define clinical / non-clinical & pre clinical trials

• Q3. Explain innovotar & generics

UNIT - 2
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• Q1. Explain different regulatory approval process

• Q2. Give a detailed note on regulatory authority & agencies

• Q1. Explain the difference between INDA & NDA.

• Q2. Explain ANDA

• Q1. Define NDA

• Q2. Full form of INDA, NDA & ANDA

10 marks question

05 marks question

02 marks question
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10/5 marks question

• Q1. Explain / describe the procedure for export of 

pharmaceutical product
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• Q1. Explain / write a note on drug master formula [ DMF]

• Q2. Define CTD & eCTD

• Q3. Write a short note on ACTD

• Q1. Define CTD

• Q2. Define eCTD

• Q3. Define DMF

05 marks question

02 marks question
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10 marks question

• Q1. Explain pharmacovigilance – safety monitoring in clinical 

trials
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• Q1. Define developing clinical trials protocol

• Q2. Explain GCP obligations of investigators

• Q3. Explain/ Write a short note on Independent ethics committee

• Q1. Define pharmacovigilance

• Q2. Define clinical trials

• Q3. Clinical trial protocols?

05 marks question

02 marks question
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10 marks question

• Q1. Define regulatory concept & explain orange book

• Q1. Explain the code of federal regulatory

• Q2. Explain orange / purple book

• Q3. Explain federal register

5/2 marks question


