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Q1.  Short Answers [1:5°% 10=15]

Define CTD.

Write the full form of PASS and PAES.
Write the full form of NICE.

Write the full form of OECD.

Define IND.

Define market authorization.

Define spontaneous reporting.

Define safety report filing.

Who is the current DCGI?

What is post-marketing surveillance?
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Q2. Write a short note on ANY THREE from the following [5*3=15]

Pure Food and Drugs Act
Regulation of BA/BE studies
Hatch Waxman Act
Nuremberg Code

Regulation of Medical Devices
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Q 3. Describe any ANY TWO questions from the following [15*2=30]

Abbreviated New Drug Application
Good Laboratory Practices
Declaration of Helsinki

Common Technical Document
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