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1. Define the following: (1x5=5)
@) SOP
(11) Plagiarism
(i) PBRER
(iv)  Manuscript
(v) CRF
Section B Attempt ANY ONE (15x1=15 marks)

A) What are the components of Clinical trial protocol as per ICH GCP and discuss
each component in detail?

B) What is clinical study report and discuss the components of CSR as per ICH
guideline?
C) Discuss different softwares used in medical writing OR Scientific writing in detail?

Section C Write Short note on ANY TWO (5x2=10 marks)
A). PSUR
B) Plagiarism detection tools
C) ICF components ;
D) Scientific abstract writing
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