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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.




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.
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The WHO Programme for International Drug &) S
Monitoring (PIDM)

Map showing the members of the WHO PIDM as of
July 2023.

Green: Full member; Orange: Associate member; Blue:
Non-member.
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Submission of Individual Case Safety Reports
(ICSRs) to WHO Global database, VigiBase

Advisory Committee

In general...
: " VigiFlow
directly or through other entities (NIP, MAHSs) (or other tools)
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paper based or e-reporting i . .
National Pharmacovigilance Centre WHO - VigiBase

Reports of reactions
associated with
medicinal products

Reports from:
Doctors, pharmacists, other
health-care professionals
Patients
Others
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Pharmacovigilance strategy
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Current work
investments to be prioritized & coordinated

tiered approach covering high, medium and

low resources NRAs
promoting sentinel sites concept

Time?
when will it be launched

PV Readiness?

Next vaccine to be launched:

what are the known risks

Launch country?

Assess Regulatory Readiness: Global Benchmarking Tool

Tailor efforts to gaps in the PV systems in targeted countries
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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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Minimum Requirements for a functional Pharmacovigilance System

Introduction

Pharmacovigilance (PV) is defined as the “science and activities relating to the detection, assessment,
understanding and prevention of adverse effects or any other possible drug-related problems™. It is a
very important medical discipline to prevent drug-related adverse effects in humans, ensure patient
safety and promote the rational use of drugs.

PV is well established in most industrialized countries but its practice in low and middle income
countries is variable with some countries having absolutely no systems at all whilst a few have systems
comparable to the best in industrialized countries. In view of the importance of pharmacovigilance to all
countries, the World Health Organisation, upon request from the Global Fund against AIDS, TB and
Malaria (Global Fund) and key multilateral and technical agencies, has embarked upon an extensive and
wide ranging consultative process to produce :
are seeking to advance PV systems, through tt
includes the identification of (and the specificat

Minimum Requirements for Pharmacovigilanc
The current document describes the minimun
what needs to be done as a minimum to ensu
some measure of assurance for and security
sustainable with guaranteed funding and with 2

The minimum reguirements were developed th

a) face to face meeting of pharmacovigi
agencies and donors in Geneva on 14™
b) discussion of the proposed minim « the World Healtk
Organization's Advisory Committee on ~oducts [ACSoMP) at its meeti

on 26™ — 28" April 2010;
c) further email and telephone consultatic .« WHO, Global Fund and ACSoMP members
d) consolidation of all views and comme « production of the Draft Minimum Regquir

Document for wider stakeholder consu  .cion.

Beouigllance: ensuring the safe use of medicines. Geneva, WHO, October 2004.
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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
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https://www.vigiaccess.org/ Thank you! (@) boareant

Vig iACCESS X 3y Frequently Asked Questions

Geographical distribution Patient sex distribution
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