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Q 1. Define the following [2x6]
1) Belmont report
i) Cross-over study design

1ii)  Bioavailability

iv) Power of the clnical study
V) Assent form

vi) Equivalence trials

Q2. Discuss various component of informed consent form. [12]
OR 4
Discuss drug development process in detail.

Q 3. Discuss in detail the constitution, function, and responsibilities of IEC [12]
OR
What is TMF and discuss its various component.

Q 4.Define bias. Discuss various sources and methods to control bias [12]
OR
Write a short note various historical event that formed the basis of the guidelines.

Q5. Discuss endpoints in the clinical trials. [12]
OR
Explain in detail Phase O clinical trial.
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