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a

Answer all the questions.

Answer the following (5 marks x 8 = 40 marks)

Explain the principles of ICH GCP guidelines. (5)

Explain female reproduction and developmental toxicity studies as
per Schedule Y.

(5)

Discuss therapeutic exploratory trials and therapeutic confirmatory
trials in detail.

(5)

Explain the roles and responsibilities of Sponsor according to
FDA.

(5)

Explain the importance of regulatory authority in the conduct of
Clinical Trials with the emphasis on FDA inspection.

(5)

With Appropriate regulations explain NDA process to FDA. (5)

Explain various concepts of clinical data Management in the
conduct of Clinical Trial process with appropriate regulations.

(5)

Discuss contents of Investigator's Brochure in detail. (5)

b

Answer the following with specific answers (2 marks x 5 = 10 marks)

Differentiate between a "hit" and a "lead" (2)

What is a clinical hold. Mention its types. (2)

What is meant by "Nuremberg code". Mention its significance. (2)
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D)

E)

What is Paragraph IV? (2)

What are "FDA Observations" during an inspection ? Which is the
form used to list the observations?

(2)

-----End-----
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