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I nstructions to the candidates:

1) All questians are.compulsory.

2) Figurésiotheright indicate full marks.

3) Drawweat diagramswherever necessary.

4) Use suitable-examples wherever applicable.

Q1) Answer-any Fiveout of Eight: [5%2=10]
ad DefineClinica Trid.
b) What is Source Data Verificatior (SDV )2
c) DefineDatalntegrity.
d) WhatisMedica Coding®
e) Define Database L ock:
f)  WhatisPharmacovigilance?
g) Define DataReconciliation.

h)  State any two objectives of Query Resolution.

Q2) Attempt any Two out of Three: [2x5=10]

ad Explainthephasesof clinical trialsand role&f.Clinical Data M anagement
in each phase.

b) Discuss the importance of patient confidentiality and data security in
clinical research.

c) Explain therole of coding dictionaries’and standardization in Clinical
Data M anagement.
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Q3) Answer 3(a) or 3(b). [10]

ad A clinical research organization observed inconsistent adverse event
reporting across multiple clinical trial sites. Analyze the causes of

Inconsistency and suggest stitable measures for improving reporting
accuracy and patient safety.

OR

b) A pharmaceutical caipany plans to implement a centralized clinical
database systenm. Evaluate the importance of database validation, audit

trails, ang~baCkup_management in ensuring effective clinical data
managenent.

Q4) Answer4(a) or 4{b). [10]

ad Anadyze the impact of poor documentation and inadequate audit trail

management on regulatory inspections and clinical trial outcomes.
Reconimend suitable quality assurance measures.

OR

b) A hedthcareanayticscompany isintegrating Electronic Health Records
(EHR) with clinical research systenis. Ahalyze the benefits, operational

challenges, and security concerns associated with healthcare data
Integration.

Q5) Answer 5(a) or 5(b). [10]

ad Evaluatetherole of*digital transformation and automation in improving
operational efficiency anddataquality in Clinical DataManagement.

OR

b) Designastrategicframework for improving clinical dataquality, régulatory

compliance, and reporting efficiency in a global clinical- research
organization.
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