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What is pharmacovigilance

 Pharmacovigilance is the science and activities relating to the detection, 
assessment, understanding and prevention of adverse effects or any other 
medicine/vaccine related problem.

 All medicines and vaccines undergo rigorous testing for safety and efficacy 
through clinical trials before they are authorized for use. However, the clinical 
trial process involves studying these products in a relatively small number of 
selected individuals for a short period of time. Certain side effects may only 
emerge once these products have been used by a heterogenous population, 
including people with other concurrent diseases, and over a long period of 
time.



The WHO Programme for International Drug 
Monitoring (PIDM)

• Established based on World Health Assembly Resolution 16.36 
(1963). The WHO PIDM has now 156 full members & 22 
associate members as of 27 November 2023.

• WHO PIDM Members submit case reports of adverse events 
associated with medicinal products, known as Individual Case 
Safety Reports (ICSRs) to the WHO global 
database, VigiBase.
o VigiBase is managed and maintained by the WHO Collaborating 

Centre for International Drug Monitoring, known as Uppsala 
Monitoring Centre (UMC). 

• There are more than 36 million reports in VigiBase. Data in 
VigiBase are recorded in a structured and comprehensive way 
to allow the detection of potential safety signals of medicinal 
products.

Map showing the members of the WHO PIDM as of 
July 2023. 
Green: Full member; Orange: Associate member; Blue: 
Non-member.



In general…
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Submission of Individual Case Safety Reports 
(ICSRs) to WHO Global database, VigiBase

Reports of reactions 
associated with 
medicinal products

Reports from:
• Doctors, pharmacists, other 

health-care professionals
• Patients
• Others

National Pharmacovigilance Centre WHO - VigiBase

• Data is coded using standardized 
dictionaries and entered into data 
management 

• Follow-up of cases to complete missing 
information

• Some National PV Centres perform 
causality assessments

directly or through other entities (NIP, MAHs) VigiFlow
(or other tools)

paper based or e-reporting

Advisory Committee



To ensure timely & adequate reporting, review & action on 
adverse events (AEs) in settings with limited resources where 
priority Global Health products will be introduced
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Pharmacovigilance strategy
Previous work

Current work



How we engage with partners: a few examples



Collaborations with 
Global Fund
2010: Establishing Min PV requirements

Countries directed to include PV in 
funding proposals submitted to GFATM

Has been seminal in ensuring PV as a 
health system strengthening component 
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https://app.powerbi.com/groups/c5ab8998-0c3f-4dd2-ba81-ecedc99873d9/reports/953176ef-278f-42b6-aedb-91ab24f74fac/ReportSection04ead286d37919fcce01?noSignUpCheck=1


COVID provided an opportunity to support collaborations 
with industry: principles of reliance and work sharing in PVG

• A COVID-19 vaccine safety surveillance manual was published 

• Includes a chapter on how to engage more effectively with industries

• Core risk management plan with country-specific annex (only when justified) proposed 
as an efficient way for product approval/access/management

• Sentinel sites established that could be useful for smaller developers (for example, to 
carry out PASS)

• Protocols & templates available for (active) safety surveillance

https://www.who.int/teams/regulation-prequalification/regulation-and-safety/pharmacovigilance/guidance

https://www.who.int/teams/regulation-prequalification/regulation-and-safety/pharmacovigilance/guidance


www.vigiaccess.org

https://www.vigiaccess.org/ Thank you!

https://www.vigiaccess.org/
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