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• WHO

– HQ

– UMC

• Regulatory harmonization

• Technological development

Presentation outline

• Academia

• Patient involvement

• Scientific progress

• Integration
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WHO PIDM Member Countries
(September 2019)

At the forefront of pharmacovigilance around the world3

Full members: 136
Associate members: 30
Total: 166
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WHO PIDM members

As of 2019-04-23
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Safety and Vigilance: Medicines Group, WHO-Geneva
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Coalition of Interested Partners
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Strengthening Regulatory Systems

Current challenge

• Many organizations involved 

• Lack of co-ordination

 Inefficient use of resources 

 Duplication of efforts

 Inconsistent standards and actions
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Strengthening Regulatory Systems

• Coalition of Interested Partners (CIP)
– Wise use of resources, wealth of expertise

– Better outcome and impact

– Improved capacity and sustainability

– Sharing and adoption of best practices

Goal
• Establish a network of partners who will collaborate to achieve 

better coordination, efficiency and outcomes in regulatory 
strengthening in Member States or regions to achieve better 
public health outcomes
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WHO Global 
Patient Safety 

Challenge
• Campaign focusing on 

medication error prevention

• Launched in March 2017

• Managed by Patient Safety 
Programme

• Minimum coordination with 
WHO pharmacovigilance 
programme
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Announced by World Health Assembly May 2019
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Uppsala Monitoring Centre - the staff
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VigiBase - Number of ICSRs
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VigiBase - LMIC Contribution
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• Regulatory harmonization
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ICH Guidelines for PV

• Clinical Safety Data Management: Definitions and Standards for 
Expedited ReportingE2A

• Clinical Safety Data Management: Data Elements for Electronic 
Transmission of ICSRsE2B(R3)

• Periodic Benefit-Risk Evaluation Report (PBRER)E2C(R2)

• Post-Approval Safety Data Management: Definitions and 
Standards for Expedited ReportingE2D

• Pharmacovigilance PlanningE2E

• Development Safety Update ReportE2F
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PV regulations for pharma industry

https://www.ema.europa.eu/en/human-regulatory/post-authorisation

https://www.ema.europa.eu/en/human-regulatory/post-authorisation
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Fora for regulatory harmonization

Asia-Pacific Economic Cooperation (APEC) Eurasian Economic Union Gulf Central Committee for Drug 

Registration (GCC)

Association of South-East

Asian Nations (ASEAN)

African Medicines Regulatory Harmonization

Pan American Network for Drug 

Regulatory 

Harmonization (PANDRH)
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Regional networks assessed in scientific 
studies
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• Technological development
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New ways of collecting data
Reporting APP

Partnership with WHO

• Introduced in Burkina Faso, Zambia, 
UAE, Ethiopia and others

Other APP developed by Indian 
PvPI
• Offered to others in region
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Real time data recording
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Real World Evidence

• Introduction of electronic healthcare records globally

• Health insurance claims data

• Patient registers

• Automatic extraction of case safety information

– Trigger tools and biomarkers
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Big Data for pharmacovigilance
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Social Media



2626

Technological development

• Use of artificial intelligence and machine learning

• Natural language processing

• Robotic process automation
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Pre-service PV training for HCP

2018
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www.pv-education.org

Netherlands Pharmacovigilance Centre Lareb, 's-Hertogenbosch, the Netherlands, E-mail: info@lareb.nl

mailto:info@lareb.nl
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https://www.youtube.com/channel/UC1SmOUUe6noAWVY4P2JEljw/videos

https://www.youtube.com/channel/UC1SmOUUe6noAWVY4P2JEljw/videos
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Partnership of 7 universities + 2 regulatory agencies + 15 pharma companies
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• Patient involvement 
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A Reneaissance of PV

At the forefront of pharmacovigilance around the world33
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CIOMS WG XI - Patient Involvement
in development and safe use of mediciens
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• Preventive pharmacovigilance
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Precision pharmacovigilance

Source: Vicky Edwards, EFPIA

• Segmentation of risks

in populations

• Predicting individual risks
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CBZ
Cases 

(n=13)

Controls 

(n=26)

Odds Ratio 

(OR)

HLA-B*1502

Positive 13 3 181 

(8.7 to 3785) 

p=6.9*10-8Negative 0 23

HLA Genotyping Results 

• Data from HSA’s study supports strong association between CBZ-

induced SJS and TEN and HLA-B*1502

•Power of study to reject null hypothesis of no association at 0.05 

significance level is >99% 

Sensitivity: test ability to identify true positives (those who will get SJS and TEN)

Specificity: test ability to identify true negatives (those who will not get SJS and TEN)

Sensitivity=

13/13 = 100%
Specificity=

23/26 = 88.5%



3939

CBZ-induced SJS/TEN 
cases

Significance to Public 
Health
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2013
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• Integration
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Integrating different sources of information

National ICSR 
database

Pharmaceutical 
Industry

Online 
reporting

Mobile apps

Patient record 
system

Phone / call centers / 
sms

Paper forms

E-mail
Social 
media

Fax

Harmonization of terminologies and formats
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An integrated life-cycle approach

Phase I II III IV

Number
exposed

10 100 1-2000 Millions

Patient type Healthy
volunteer

s

Highly 
selected

Selected Real life

Identifiable 
risk

1:1 1:10 1:100 1:1000 to
1: 10 000
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An integrated national pharmacovigilance 
system
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An integrated global PV system

WHO-HQ
Switzerland

Geneva

National
PV Systems

Pharma 
industry

Healthcare

WHO-
CC

Norway
FHI

Patients
The public

WHO-
CC

Morocco
CAPM

WHO-
CC

India
PvPI-
IPC

WHO-CC 
Sweden

UMC

Public Health 
Programmes

Academia
Organizations

Donors
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ISoP Annual Meeting 2020



Moving Pharmacovigilance 

Forward in the Eurasian 

Economic Union (EAEU)

ISoP Symposium & Training Course

Moscow April 2020

First Announcement

 This ISoP event will be organised in Moscow in

collaboration with Roszdravnadzor.

 Faculty from the EAEU region as well as Experts

from ISoP and other international institutions

will be involved as presenters and panellists.

 This event will include a one-day symposium

followed by a two-day training course.

 Registration will be starting at 08:30 on the

Symposium day. Sessions will be starting at 09:00

and ending at 17:30.

 The venue will be announced later on the ISoP

website: www.isoponline.org.

 Practical information, programme and

registration forms will be available from the ISoP

Secretariat Ltd. based in the UK:

 140 Emmanuel Road, London SW12 0HS

 Phone and Telefax: +44 (0)20 3256 0027

 E-mail: administration@isoponline.org

 Website: www.isoponline.org.

ISoP 2019.10.17
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Thank you
for your attention
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