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D. Annex IV: Template for Pharmacovigilance System Master File (PSMF)

Pharmacovigilance System Master File (PSMF)

Version No XX

Date of Preparation: DD MM YYYY

Date of Last Update: DD MM YYYY

Marketing Authorization Holder (MAH): XXX XXX
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Contents

1. Qualified person responsible for pharmacovigilance (QPPV)
2. The organizational structure of the marketing authorization holder

2.1 Marketing Authorization Holder (MAH)
2.2 Contract Research Organization (CRO)
2.3 GCP/GVP Service Providers

3. Sources of safety data
4. Computerized systems and databases
5. Pharmacovigilance processes

5.1 Description
5.2 List of SOPs

6. Pharmacovigilance system performance
7. Quality Management System (QMS) of Pharmacovigilance

7.1 Document and record control
7.2 Training
7.3 Auditing

8. Annexure to the PSMF
● List of pharmaceutical products covered by the PSMF
● List of contract agreement covering delegated activities
● List of tasks delegated my QPPV for PV
● List of all completed audits (regulatory as well as internal), and a list of audit 

schedule
● Revision History
● References


