


 

 
 
 

PHARMACOVIGILANCE AND CLINICAL TRIALS DIVISION 
 
Annexe 1 

 
GOOD PHARMACOVIGILANCE PRACTICES CHECKLIST 
 
1. Please tick the appropriate box corresponding to your type of organization 

 
☐Applicant                              ☐Manufacturer                                ☐Wholesaler 
 

2. Name and address 
………………………………………………………………………………………………
………………………………………………………………………………………………
……………………………………………………………………………………………… 
 

3. Which of the following Individual Case Safety Reports (ADRs, AEFIs, and SAEs) do you 
use at your company? 
 
☐Company ADR reporting forms     ☐CIOMS Forms         ☐MCAZ ADR, AEFI and 
SAE reporting forms      ☐MCAZ e-PV System            ☐ E2B XML Format 
 

4. Do you have a Pharmacovigilance system in place? 
 
☐  Yes                                                  ☐  No 
 

5. If you answered yes to the above question, How far are you in setting up the 
Pharmacovigilance system? 
 
☐System set up, not yet functioning            ☐System set up and not functioning fully           
☐ System set up, fully functioning 
 

6. Do you have a Qualified Person Responsible for Pharmacovigilance (QPPV) at your 
company? 

 
☐  Yes                                                  ☐No 
If yes please attach the company nomination letter for the QPPV, their curriculum vitae, 
contact details and their responsibilities. 
 

7. Do you require training on setting up a Pharmacovigilance system? 
 
☐   Yes                                               ☐   No 
 
Additional Comments 
………………………………………………………………………………………………
……………………………………………………………………………………………… 
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