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Sem lll - MBACNT3008 - Regulatory Affairs and Ethics in Clinical Research
Your answer should be specific to the question asked
Draw neat labeled diagrams wherever necessary

1) Define the Adverse Event.

2)  |llustrate the Adverse drug reaction.
3)  Demonstrate the five criteria of SAE.
4)  Describe the Thalidomode study.

5  Explore the Nuremberg code.

6)  Utilise the ICH GCP Principles.

7)  Conclusion of declaration of helsinki.

8)  Distinguish the belmont report and syphilis study.

OR
Distinguish the role and responsibilities of ethics committee members.



