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1. Constitution and Procedure for Registration of Institutional Ethics Committee of
your Institution Planning to conduct Clinical Trials. Add a note on roles and
responsibilities of Member Secretary and Legal Expert.

2. Discussin detail about Anti-Obesity Drugs.
[1. Short notes: (10 x 5=50)

Legidlative schedules of Drugs and Cosmeticsin India.
Phase 0 and Phase | Trials.

Drug repositioning and repurposing.

Ameliorative therapies toxicity of Anticancer Chemotherapy.
Drugs used to treat Mucormycosis.

PCSK 9 Inhibitors.

Post exposure Prophylaxis of HIV.

M echanism to induce Immune Tolerance.
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Selective Estrogen Receptor Modulators.
10. Current Regulations on Approval, criteriato ban and the regulatory body imposing
ban on FDCsin India.
[11. Reasoning Out: (4x5=20)

1. Informed Consent versus Patient Information Sheet.

2. Orphan drugs— New definition, challenges in devel opment.

3. Limitation of Surrogate end pointsin clinical trials with examples.
4. Signal Review Panel.
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