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1. The GA will be chaired by President Angela Caro-Rojas with Secretary General 
Mónica Tarapuésas co-chair.

2. This is a hybrid meeting, allowingISoPmember around the world to join by 
Zoom link.

3. If Zoom attendeeswish to ask questions, please use the chat functionality.

4. Questions and comments will be responded to at the end of the agenda
(Item 6) to allow all agenda items to be presented.

5. )Æ ×Å ÈÁÖÅÎȭÔtime to answer your questions today, please email them to 
Sophie Spence at: administration@isoponline.org andwe will respond.

Housekeeping during this meeting 2023 Annual 
Meeting

mailto:administration@isoponline.org
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2. Approval 
of 

Agenda

2023 Annual 
Meeting

Topic Timing Speaker
1. Welcome, introductions, housekeeping 5 Angela Caro-Rojas (President)

2. Approval of Agenda 2 Mónica Tarapués (Secretary-General)

3. Approval of Minutes GA 2022 3 Mónica Tarapués (Secretary-General)

4. Overview of the ISoP Strategic Plan

Introduction

5 Angela Caro-Rojas (President)

4.1. Goal 1 - Long-term financial and organisational

sustainability and stability of ISoP

4.1.1. Administrative Report

4.1.2. Financial Report

4.1.3 Membership Report

5

10
5

Angela Caro-Rojas (President)

Omar Aimer (Treasurer)
Mónica Tarapués (Secretary-General)

4.2. Goal 2. Create and build a community for optimising

the safer use of medicine

4.2.1. Overview of ISoP activities 2023

4.2.2. ISoP Survey

4.2.3. Communication Team Report

4.2.4. Partnership and Alliances

10

5

5

5

Ghita Benabdallah (Academic 

Coordinator)
Mayada Alkhakany (Strategy and 

Innovation Coordinator)
Mónica Tarapués (Secretary-General)

Angela Caro-Rojas (President)

4.3. Goal 3- Maintain and enhance scientific knowledge 

and competencies in the global pharmacovigilance 

community

4.3.1. Report from Chapters

4.3.2. Report on SIGs

4.3.3. New Student Community

4.3.4 Report from the ISoP Scientific Board and Global 

Pharmacovigilance Professional Certification program 

(GPPC)

4.3.5. Fellowship Awards 2023

5
5

5

5
5

Francesco Salvo (Chapters 
Coordinator)

Maribel Salas (SIGs Coordinator)

Manal Younus (Student Group 
Coordinator)

Brian Edwards (Vice-President)
Mónica Tarapués (Secretary-General)

5. Looking forward

5.1 Planned events in 2024 5 Angela Caro-Rojas (President)

6. Q&A
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Á Minutes have been posted on the ISoP
website: https://isoponline.org/about-
isop/general-assembly-reports/

Á No objections or corrections received to 
date

Á Request for ISoPÍÅÍÂÅÒÓȭ ÁÐÐÒÏÖÁÌof 
2022 GA minutes

3. Approval of 2022GA Minutes 2023 Annual 
Meeting

https://isoponline.org/about-isop/general-assembly-reports/
https://isoponline.org/about-isop/general-assembly-reports/


International Society of Pharmacovigilance

4.Overview of theISoPStrategic Plan

Angela Caro-Rojas

ISoPPresident 2022-2025



Slide 6

Annual General 
Assembly

2023

ÅProfessional, academically driven society open to all working in 

pharmacovigilance and related fields, in any country of the world

ÅFounded 1992 as ESOP and became ISoP in 2000

ÅNon-profit, independent organization, funded by membership fees

ÅAll members elect a board of 10 members who elect the President 

who designates the EC members among the elected board members.

Ȱ#ÏÍÍÉÔÔÅÄ ÔÏ ÓÁÆÅÒ ÕÓÅ ÏÆ ÍÅÄÉÃÉÎÅÓ ×ÏÒÌÄ×ÉÄÅȱ

What is ISoP?
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ÅEnhance all aspects of the safe and proper use of medicines

ÅFoster pharmacovigilance and risk management scientifically and 
educationally

ÅProviding a forum for international discussions

ÅProvide assistance to individual countries, improving the coherence 
of  national systems

ÅEncourage pharmacovigilance education by promoting regular 
exchange of information through meetings, symposia, workshops, 
bulletins and social media

)3Ï0ȭÓ Mission and Objectives
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Introducing the ISoP Advisory Board (AB)



Communities

Honorary and 
Fellow members

Students Group ISoPScientific Board 

Chair
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ISoP Overview

In 2025 ISoP will be 
recognized as the 
leading global 
champion for 
education and 
research in 
pharmacovigilance 
and the safe use of 
medical products and 
devices



International Society of Pharmacovigilance

4.1. Goal 1- Long-term financial and 
organisationalsubtainabilityand stability of ISoP



Goal 1
Long-term financial and organizational sustainability and stability of ISoP

Strategic and innovation committee

To define ISoP Strategy, identify 

improvement opportunities and strategic 

alliances.



International Society of Pharmacovigilance

4.1.1. Administrative Report

Angela Caro-Rojas

ISoPPresident 2022-2025
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Á Administrative bussiness
o Definition of AB membersroles and creationof Committesfor developingthe 2023 to 2025 

Strategicplan

o Creationof institutional emails for AB roles

o Creationof a Drive with all the institutional information for traceability

o Launchingthe new website(Definedby previousEC)

o NewAdministrativesupport (Antoinette Ivins)

o President and AB membersinone to onemeetings

Á Redesignof:
o Annualmeeting and academicactivitiesguidelines: Checklist for venuesselection, checklist

for annualmeeting

o Membershipprocess: friendly in webpage

Á Designof
o ISoPSponsorshipPolicy/ Industrypartnership

o ISoPeducationaleventsorganizedby Chapters/SIGs

o Processfor ISoPAB/Leadersrepresentationin eventsand financialsupport (In process)

Resultsobtained for all AB Members
Administrative team



Goal 1
Long-term financial and organizational sustainability and stability of ISoP

Financial committee

Specific objectives

Target financial margin of at least 5% over each year (subject to 
budget 2022-23).1.1

Strategies

Obtain profit from Annual Meeting.
Have financial profit for academic activities and certification.

Increase the income from membership fees.

Identify and negotiate at least one new funding 
scheme.1.2

Strategies

Bench marking and exploration of sources interested in Medication Safety, 
including financially supported research.



International Society of Pharmacovigilance

4.1.2. ISoPFinancial Report
General Assembly
Bali, 2023-11-08

Omar Aimer
Treasurer
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Income increased by more than 11% compared to 2022

Income(EUR) 2022 2023

Membership fees fc½ceffc½kdk

Discounted membership feesdb½dekdc½bgk

Total membership fees id½fifie½bjk
Increasing membership from Verona 

meeting

Training income bg½gdgdk½edc
Increase of income from trainings (AM2P, 

Leiden, Boston)

Conference b½bii -
No profit/deficit  from Verona (increased 

membership)

Other income b½kebb½bed

Total incomebkd½igkbbf½hgf*MBNLD HMBQD@RDC AX &63qbb½jkf ¨bbqfÄ©
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Spendings increased by about 11% compared to 2022
Expenses(EUR) 2022 2023

Payroll fb½cgd fe½bhd

Increased payroll : Secretary assistant + 

Communication lead

Subscription Drug Safety cg½ddg dd½hgiIncreased payment for Springer

ISoPSecretariat 3,301 e½bck

Legal and Professional bk½fbj bc½ihk

General and Administrative bf½egd bd½hjh

more general and administrative expenses : 

new website

Depreciation b½kck d½jgkmore depreciation

VAT on expenses d½fgb f½edgmore VAT

Loss/(gains) exchange rates b½ifh g½gbiLoss in exchange rates

Bank charge 66 50

Total Expenses bbd½gigbde½hjcExpenses increased by 11%

(Loss) / Profits before tax (j½fcg) ¨bj½ckh©

Taxes (-695) (-b½kbb©

(-h½iic©(-ck½kdi©

Loss justified by rising inflation, 

increase in payroll and one-time 

Website cost
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Total Assets: 2023 vs previous years

Slide 19

2021 2022 2023

First year fully COVID 

impacted

In a world which has 

irreversibly changed

Increasing inflation and 

expenses despite an 

increase of income

EUR 2020.10.01

2109.09.30

2021.10.01

2022.08.31

2022.10.01

2023.09.30

Current Asset ¶cik½bci ¶cgj½cfg chi½eeg

Liabilities -h½efb -bb½kfg -h½iej

Net Assets ¶chc½ghi ¶cgc½efh 242,419

Variation vs 

previous period

¶i½bbe

+3%

-bk½ccb

- 3.8%

-ck½kdi

-7.6%
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The 2023-09-30 figures

ÁPayments for the new ISoP website +'"0ȢΣΧȭΣΤΡ (July and August 2023)

Á)ÎÃÒÅÁÓÅ ÏÆ ÐÁÙÒÏÌÌ ÅØÐÅÎÓÅÓ ȟ ÁÄÍÉÎÉÓÔÒÁÔÉÖÅ ÓÕÐÐÏÒÔ ÈÉÒÅÄ ɉ04%Ɋ ȡ %52Ȣ ϹΤȭΫΣΣ

Á0ÁÙÍÅÎÔ ÉÎÃÒÅÁÓÅÄ ÔÏ .ÁÔÕÒÅ 3ÐÒÉÎÇÅÒ %52Ȣ ΥΥȭΩΨΪ ɉÈÉÇÈÅÒ ÔÈÁÎ ÌÁÓÔ ÙÅÁÒ %52Ȣ ΤΨȭΥΥΨɊȢ

ÁSuccessful Verona meeting with new members

ÁGood profit from the Boston meeting EUR. ΩȭΦΤΧ ɉÎÏÔ ÃÏÕÎÔÉÎÇ ÎÅ× ÍÅÍÂÅÒÓÈÉÐɊ

ÁNew additional income from the AM2P project with EU2P (good profit 2022 : EUR. ΤȭΩΡΨɊ

ÁGood profit from the Leiden meeting (EUR. ΣΡȭΡΡΡɊȢ

ü Compared to 2022-09-30, an increase of assets despite the cost of the new website 
ɉ'"0ȢΤΡȭΡΡΡɊ ÁÎÄ ÉÎÃÒÅÁÓÅ $ÒÕÇ 3ÁÆÅÔÙ *ÏÕÒÎÁÌȟ Á ÌÉÔÔÌÅ ÉÎÃÒÅÁÓÅ ÒÅÓÕÌÔÅÄ ÉÎ ΤΡΤΥ-09-30 
(end of current budget cycle).
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Á Increase the income from membership fees in line of inflation:

o ϵ215 to ϵ241 / ϵ75 to ϵ91 / ϵ35 to ϵ41(+ 8 EUR bank charges)

o Increase only for new members starting 01-Jan-2024

o .ǳƛƭŘƛƴƎ ƭƻȅŀƭǘȅ ŀƳƻƴƎ ŎǳǊǊŜƴǘ ƳŜƳōŜǊǎ όҖ оƳƻƴǘƘǎ ǊŜƴŜǿŀƭ ŘŜŀŘƭƛƴŜύ

Target financial margin of at least 5% over each year (2)
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Acknowledging the reality and anticipating the future

Slide 22

In a context combining:

Á Good control of budgets/expenses despite rising operating costs and inflation with the 
course maintained through EC financial goals/strategy.

Á Plethoric offer of webinar including free webinars

Á Rising inflation

Á Successful Boston and Leiden meetings.

ü An increase of membership fees, number of members with various projects and new 
transparent and clear processes as a result of the different goals set by the EC to ensure 
sustainability in a mid-term of the Society.

Omar Aimer
Treasurer of ISoP 2022-2025



International Society of Pharmacovigilance

4.1.3.ISoPMembership Report

Mónica Tarapués

ISoPSecretary General
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Membership Report| October 2023



Slide 25

Annual 
General

Assembly

2023

Membership Report| October 2023
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237 new members

Membership Report| October 2023
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Committed to safer 
use of medicines 

worldwide
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Mapping the Membership 



International Society of Pharmacovigilance

4.2. Goal 2- Create and build a community for 
optimisingthe safe use of medicine



Goal 2
Create and build a community for optimizing safer use of medicines with a measurable impact on patients and HCP

Academic committee

Specific objectives

Identify unmet needs in research, training and education for PV 
professionals and provide solutions .

2.1

Strategies

Define agenda and coordinate virtual or hybrid academic activities by 
SIGs and chapters.

Participate in academic activities and projects organized by partners.

Define and implement at least one sponsored research project about 
impact in patients

Maintain high standards of technical quality in the main activities 
of ISoP: Annual Meeting, Mid-Year Training, Patient Safety Day, 
Boston Seminar.

2.2

Strategies
Define attractive topics and outstanding speakers for each activity



The International Society of Pharmacovigilance

4.2.1. Overview of ISoPactivities 2023

Ghita Benabdallah

Academic coordinator
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4.2.1 Overview of online meetings & webinars(1/2)

FEB APR JUNMAR MAYJAN

Medical

Devices

PV Journal 

Club

Art of PV
(Middle East 

Chapter, PE SIG, 

South Asia 

Chapter)

Swiss-Austria 

Chapter

Medical

Devices

DUPHAT 

International 
(Middle East 

Chapter)

Italy Chapter

Medical

Devices

DSRU 

Conference
(Herbals SIG)

Indonesia

Chapter, Italy 
Chapter, Swiss- 
Austria Chapter

Vaccines

DIA India PV 

Summit
(South Asia 

Chapter)

Indonesia

Chapter (4),
Italy Chapter (3)

Student group

Indonesia

Chapter

Mid-Year

Symposium 
Leiden

C
h
a

p
te

r
S
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E
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e
rn

a
l
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o
P

Summary 
of Activities
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4.2.1 Overview of online meetings & webinars (2/2)

AUG OCT DECSEP NOVJUL

Swiss-Austria

Chapter & 
ADRACs, 

NASoP Chapter

Patient Safety

Day

Swiss Austria 

Chapter, South 

Asia, College of 

Pharmacy 

Bombay

Middle East 

Chapter, 6th 
LATAM 

Symposium

RWE and Big 

Data, Risk 
Communication

Swiss Austria in- 

person (Zurich),

Boston World 

Drug Safety 

congress

NASoP Annual 

meeting, Swiss-
Austria Chapter

ISoP 2023 

Annual
Meeting Bali

Swiss Austria

Chapter

IA Boston 

Seminar, USA

C
h
a

p
te

r
S

IG
E

xt
e
rn

a
l

IS
o
P

Summary 
of Activities
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Summary

South Asia

Swiss-Austria

5 webinars +1 

onsite 

NASoP 

(2)

Italy

5 webinars

Middle 

East

(3)

Vaccines

RWE

Medical 

Devices 

3 webinars

Risk 

CommsIndonesia

6 webinars

Latam

Student 

group
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ISoPMid-Year Symposium 2023

Organised in collaboration with the Netherlands 
Pharmacovigilance Centre Lareb

More than 100 participants from:
ɆEurope
ɆNorth America
ɆMiddle East
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Pharmacovigilance Journal Club Summary 
of Activities



Patient Safety Day 
2023

Á September 7th and September8th

Á 7 sessions: 24 speakers + 7 Chairpersons 
(Chapters leaders and guests)

Á 15 hours of transmission

Á More than 900 people registered on social 
media



Thanks to thefantastic team!

Á Jenni Murcia: Oceania region

Á Patricia Zuluaga: Asia region

Á Constanza Moreno: Africa region

Á Andrea González: Europeregion

Á Ana Lucia Flórez: Latin-America region

Á Gabriela Duran: Communications leader

ÁMelissa Bernal: General Coordinator, North America



The International Society of Pharmacovigilance

4.2.2. ISoPSurvey

Mayada Alkhakany

Strategy and Innovation coordinator
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ISoPMembers survey

To gather comprehensive feedback 
from members to :
Å Enhance membership benefits
Å Improving members satisfaction
Å Understanding member needs
Å Identifying current members 

challenges

The opinions of members 
are important!

Thank you for your participation 

in the survey!
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ISoPMembers survey
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ISoPMembers survey
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ISoPMembers survey
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ISoPMembers survey
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to share our local 
experience, to 
participate in SIG, to 
publish articles 

Reposting Info 
from ISoP Social 
media, become 

abstract reviewer 

By providing expert 
scientific advice

Become abstract 
reviewer

sharing posts on social 
media, talk about ISOP in 
scientific events i joined

How can you 
contribute to 
the success 

of ISoP?



Thanks to thesurvey team!

MónicaTarapués/ Secretary General

Sophie Spence /Executive Secretary



The International Society of Pharmacovigilance

4.2.3. Communication Team Report

MónicaTarapués



Goal 2Create and build a community for optimizing safer use of medicines with a measurable impact on patients and HCP

Specific objectives

Improve communication strategy including ISoP 
star, all forms of Social Media, and digital 
communications (bulletins, website, etc).

2.3

Strategies

Define an agenda of activities for communication 
during the year.

Keep communication strategies with tools like 
infographics.

Cover the communications of important events of 
ISoP, including courses and PV certification.

Communications committee



Followers growth (2021 - 2023)

Social Media Report 2023

13,177
Total followers

4,002
New followers in 2023

6,032

3,379

2,453

835
478
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ISoPis in WeChat!- support from China Chapter

Province Number Proportion

Beijng 264 35.06%

Shanghai 132 17.53%

Jiangsu 53 7.04%

Guangdong 53 7.04%

Sichuan 35 4.65%
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ISoPBrochure and Newsletters
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ISoPWebsite: New look and design



The International Society of Pharmacovigilance

4.2.4. Partnership and Alliances

Angela Caro-Rojas

ISoPPresident



Goal 2
Create and build a community for optimizing safer use of medicines with a measurable impact on patients and HCP

Specific objectives

Define a plan for strategic alliances and 
communication2.4

Strategies

Identify key actors to collaborate and define activities 
with them (ISMP, UMC, IEA, WHO, CIOMS, etc)

Define topics for public statements in coordination 
with SIGs and Scientific Board and honorary 
members/fellowship.
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Á International ErgonomicAssociation(IEA): Memorandumof
Understandingsigned, consideringa medication safety sessionfor Korea2024 IEA 
AnnualMeeting

ÁCouncil for International Organizationsof Medical Sciences(CIOMS):
Manal Younus, Executive Committee and ISoPrepresentative

ÁWorld Health Organization(WHO):Mutual support in annualmeetings

Á Institute for SafeMedication Practices: Active participation in the International 
Medication Safety Network

ÁUppsala Monitoring Centre (Mutual support in communications)

Á Institute for HealthcareImprovement: Definingprojects for Collaboration

ÁEU2P:Memorandumof Understandingsigned, Collaborationin the AM2P initiative
from NASoP

ÁEuropeanNetwork of Centres for Pharmacoepidemiology& 
Pharmacovigilance(ENCePP) Steering Group: Gianluca Trifirò, ISoP
representative

Alliances



International Society of Pharmacovigilance

4.3. Goal 3- Maintain and enhance scientific 
knowledge and competencies in the global 
pharmacovigilance community



Goal 3
Maintain and enhance scientific knowledge and competencies in the global pharmacovigilance community

Specific objectives

Jɴɴʫǌȩɣƒˉǟ ƒɣǌ ɝɴˉȩ˻ƒˉǟ ʠƒʫˉȩǁȩʠƒˉȩɴɣ ɴȇ JȞƒʠˉǟʫʻ ░ǁɴɣʻȩǌǟʫ ◦JȞƒʠˉǟʫ ɴȇ ˉȞǟ ̈ǟƒʫ☺▒╖3.2
Strategies

Implement and monitor new agreed guidelines for chapters.

Establish goals and products for next 3 years.

Define the Annual Meeting local organizer for 2024.

Define organisation needs.

Jɴɴʫǌȩɣƒˉǟ ƒɣǌ ɝɴˉȩ˻ƒˉǟ ʠƒʫˉȩǁȩʠƒˉȩɴɣ ɴȇ İ¸£ʻ ░ǁɴɣʻȩǌǟʫ ◦SIG ɴȇ ˉȞǟ ̈ǟƒʫ☺▒╖3.3

Strategies

Define new rules for SIGs.

Define needs of new SIGs and support required.

Establish goals and products for next 3 years.



58

Academic and researcher community



International Society of Pharmacovigilance

4.3.1.ISoPChapters Report

Francesco Salvo

ISoPChapters Coordinator
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Summary of ISoPChapters(October 2023)

Year ofCreation Chapter Members
1 2006 Italy 29
2 2007 Western Pacific region 74

3 2009 Switzerland-Austria 37
4 2009 LATAM (merged with Mexico in 2021) 93

5 2010 Africa 98
6 2012 South-Eastern Europe 33

7 2013 North America/NASoP 150
8 2015 Middle East 53

9 2016 China 18
10 2017 Indonesia 24

11 2020 Egypt 23
12 2021 South Asia Chapter 40

13 2022 UK and Ireland 57

14 2023 *Europe 330
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Chapter Highlights 2023| Launching New Chapter

The new ISoP Europe chapter was officially launched during the ISoP 
mid-year meeting in Leiden (June 2023)
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Chapter Highlights | Webinars & Symposia 2023
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Chapter Highlights  | Publications in Drug Safety

Cooperation between 
ISoP Egypt Chapter,
ISoP Africa, 
 and ISoPLATAM Chapter
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Collaborationof Chapters to celebrate World Patient 
Safety Day (PSD)



International Society of Pharmacovigilance

4.3.2. ISoPSIGs Report

Maribel Salas

ISoPSIGs Coordinator
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ÁSIG Meetings: Quarterly

Summary of SIG Activities

ÁN= 14

ÁNew SIGs= 2

ÁMembers/SIG (range)= 17-63 members

ÁFrequency of Meetings= Up* to 6/year [*communication by email]

ÁUse of Social Media= 1/14 (7%)

Á# Conferences/Symposium/Webinars (range) = total=9, 0 - 5/year 

ÁAbstracts (range) = total=10, 0 - 6/year 

ÁPublications (range) = total=14, 0 -10/year 

ÁEducational programs= 1/14

ÁDistinctions= 2/14

Overall SIG Coordination (Sep 1, 2022, to August 31, 2023)
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SIGsChairsand Co-Chairs

SIG Name Chair Co-Chair

1. Drug Safety in Older Patients Giovanni Furlan

2. Ecopharmacovigilance Melissa Bernal JJ Cherian

3. Herbal and Traditional Medicines Souad Skalli Jia-bo Wang and 

Florence van Hunsel 

4. Medical Devices Omar Aimer

5. Medication Errors Brian Edwards Angela Caro-Rojas

6. Patient Engagement Mayada Alkhakany Manal Younus

7. Pharmacogenomics Qun-Ying Yue Afaf Lamzouri

8. PV Professional Qualification 

Framework

Jan Petracek

9. Real World Evidence and Big Data Gianluca Trifiro Maribel Salas

10. Risk Communication Priya Bahri

11. Risk Minimization Methods Jean-Christophe Delumeau

12. Vaccines Rebecca Chandler

13. Women's medicines Mira Harrison-Woolrych Ulrich Hagemann

14. New Student Community Manal Younus
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Drug Safety in Older Patients

Ecopharmacovigilance

ÁMembers: 23 members 

ÁTeam meetings: 2

ÁParticipation in the 2023 ISoP Annual Meeting: Drug Safety in Older 
Patients. Chairpersons: Joanne Barnes and Jo Hikaka

ÁParticipation in the 2023 ISoP Annual Meeting: 
Ecopharmacovigilance ÐÒÅÓÅÎÔÅÄ ÂÙ *ÏÁÎ $ȭ3ÏÕÚÁ ÁÎÄ 2ÙÁÎ 7ÁÌËÅÒ
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Herbal and Traditional Medicines

Chair: Souad Skalli
Co-Chairs: Jia-bo Wang and Florence van Hunsel 
No. Members= 28. Eight new members from India (1), Mexico (3), Egypt (1), Burkina Faso (1) and 
Sweden (1). 
Communication by email. No meetings because of time difference issues

Webinars: They will be organized in the near future.
Symposium/Conferences: Advances in Pharmacovigilance for Herbal Medicines, organized by 
Professor Jo Barnes, School of Pharmacy, University of Auckland, in collaboration with Prof. Saad 
Shakir and colleagues at the UK Drug Safety Research Unit, Southampton, UK. The ISoP SIG 
participated in the conference held at the Royal Botanic Gardens at Kew, London, UK, from April 13 to 
14th.
Abstracts: Ɇ ͼ0ÈÁÒÍÁÃÏÖÉÇÉÌÁÎÃÅ ÆÏÒ (ÅÒÂÁÌ ÍÅÄÉÃÉÎÅÓ -Engaging Patients for Patient Safety", ISoP 
Patient Safety Day, September 2023, online Global pharmacovigilance for herbal and traditional 
medicines: reports (including patient reports) in VigiBase, the WHO global database of individual case 
ÓÁÆÅÔÙ ÒÅÐÏÒÔÓȱȟ !ÄÖÁÎÃÅÓ ÉÎ 0ÈÁÒÍÁÃÏÖÉÇÉÌÁÎÃÅ ÆÏÒ (ÅÒÂÁÌ -ÅÄÉÃÉÎÅÓ ɉ$325Ɋȟ !ÐÒÉÌ ΤΡΤΥȟ ,ÏÎÄÏÎ 5+
Ɇ ͼ2ÅÃÏÍÍÅÎÄÅÄ "ÅÓÔ 0ÒÁÃÔÉÃÅÓ ÏÆ 0ÈÁÒÍÁÃÏÖÉÇÉÌÁÎÃÅ ÏÆ (ÅÒÂÁÌ -ÅÄÉÃÉÎÁÌ 0ÒÏÄÕÃÔÓͼȢ ΤΣÓÔ )3Ï0 
!ÎÎÕÁÌ -ÅÅÔÉÎÇ ȬȬ! .Å× %ÒÁ ÏÆ 0ÈÁÒÍÁÃÏÖÉÇÉÌÁÎÃÅȡ #ÈÁÌÌÅÎÇÅÓ ÁÎÄ /ÐÐÏÒÔÕÎÉÔÉÅÓȭȭ 3ÅÐÔÅÍÂÅÒ ΤΡΤΤ 
Verona, Italy.
Ɇ ͼ%ØÐÅÒÉÅÎÃÅÓ ×ÉÔÈ ÐÈÁÒÍÁÃÏÖÉÇÉÌÁÎÃÅ ÏÆ ÈÅÒÂÁÌ ÍÅÄÉÃÉÎÅÓ ÉÎ ÔÈÅ .ÅÔÈÅÒÌÁÎÄÓͼȟ )2. ÆÏÒ (ÅÁÌÔÈ 
Product Vigilance System (Online Conference), Faculty of Pharmaceutical Sciences Naresuan 
University, Thailand, May 2022.
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Herbal and Traditional Medicines

Abstracts: Ɇ ͼ#ÈÁÌÌÅÎÇÅÓ ÁÎÄ 3ÏÌÕÔÉÏÎÓ ÉÎ #ÏÄÉÎÇ ÁÎÄ #ÌÁÓÓÉÆÉÃÁÔÉÏÎ ÆÏÒ (ÅÒÂÁÌ ÁÎÄ 
Traditional Medicines". Conference on Advances in Pharmacovigilance for Herbal 
Medicines. 12th-14th April 2023 Royal Botanic Gardens, Kew, London, UK.
Ɇ ͼ$.! "ÁÒÃÏÄÉÎÇ ÁÓ Á 4ÏÏÌ ÔÏ /ÖÅÒÃÏÍÅ ÔÈÅ #ÈÁÌÌÅÎÇÅÓ ÏÆ Phytovigilanceof Natural 
Health Products Quality: the example of Saffron". ISoP, Verona Italy 20-23 September 
2022.
Ɇ ͼ2ÅÓÔÒÕÃÔÕÒÉÎÇ ÏÆ ÔÈÅ 5ÎÉÖÅÒÓÉÔÙ #ÕÒÒÉÃÕÌÕÍ ÂÙ )ÎÔÒÏÄÕÃÉÎÇ ÔÈÅ 4ÅÁÃÈÉÎÇ ÏÆ 
Phytovigilance". ISoP, Verona Italy 20-23 September 2022.
At least 10 publications 
Educational Programs: Pre-conference training course ISoP 2023
Distinctions: -Souad Skalli. P300-DNA Barcoding as a Tool to Overcome the Challenges 
of Phytovigilanceof Natural Health Products Quality: The Example of Safran. Third 
Poster Prize ISoP 2à-23 September 2022, Verona Italy.
-JiaboWang, HaiboSong, FeilinGe, Peng Xiong, Jing Jing, TingtingHe, YumingGuo, 
ZhuoShi, Chao Zhou, Zixin Han, YanzhongHan, Ming Niu, ZhaofangBai, GuangbinLuo, 
ChuanyongShen, XiaoheXiao. Landscape of DILI-related adverse drug reaction in China 
Mainland. Acta Pharmaceutica SinicaB 2022;12(12):4424e4431. This paper has been 
selected as the Top 10 advances of TCM researches in China. 
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Chair: Omar Aimer
Meetings: Every 2 months

Use of Social Media: Yes
Communication: Whatsapp
5 Webinars:
1. ,ÅÔȭÓ ÔÁÌË ÁÂÏÕÔ )3/ ΣΥΦΪΧ ÖΤΡΣΨ  ÔÏ ÅÎÓÕÒÅ 3ÁÆÅÔÙ Ǫ 1ÕÁÌÉÔÙ ÉÎ -ÅÄÉÃÁÌ $ÅÖÉÃÅÓ
2. Post Marketing Surveillance System under the current EU MDR
3. Medical Device Vigilance  in Europe
4. More transparency and safer medical devices- How the EU MDR changes the 

medical device landscape
5. Pharmacovigilance in Combination Devices and Regulations
Abstracts: Medical Device Safety Intelligence ISoP Medical Device Safety SIG ɀIPV 
Project.  ISoP Annual Meeting in Bali
Conferences: Participation in the 2023 ISoP Annual Meeting: 
ΣɊ -ÅÄÉÃÁÌ $ÅÖÉÃÅÓȢ #ÈÁÉÒÐÅÒÓÏÎÓȡ /ÍÁÒ !ÉÍÅÒ ÁÎÄ *ÏÁÎ $ȭ3ÏÕÚÁ
2) Current International Regulation Landscape. Omar Aimer
3) Chairing the Medical Device Safety track at the World Drug Safety Congress Americas 
in Boston with 2 presentations and 1 panel

Medical Devices SIG



Slide 72

Annual General 
Assembly

2023

Structure and function

Members:About 50 

Monthly meetings: co-chair Angela Caro and Brian Edwards

Agendas/Minutes on Google Drive with presentations on the ISOP YouTube channel

Dedicated project manager Peishan Liu (without whom this SIG would not function!)

Collaboration and Cooperation

Á Coordinated ISOP comments on  Good pharmacovigilance practice (GVP) Module XVI Risk 
Minimisation measures

Á SIG share events and publications of interest

Á ISMP; EAASM and ECAMET

Á Associate member IMSN

Á Input into IMSN project: safe oxytocin use

Á Liaison with Am2P to create medication errors module

Medications Errors SIG
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MedDRA Coding Group 

Á tǳōƭƛǎƘŜŘ vǳŀƭƛǘȅ ƻŦ aŜŘ5w!ϯ /ƻŘƛƴƎ ƛƴ ŀ {ŀƳǇƭŜ ƻŦ /h±L5πмф ±ŀŎŎƛƴŜ aŜŘƛŎŀǘƛƻƴ 9ǊǊƻǊ 5ŀǘŀ

Á Exploring wider collaboration with MSSO

Conferences: 

Á Participation in the 2023 ISoP Annual Meeting: Training in Medication Errors: Angela Caro, 
Brian Edwards, and Mediatic Medication Errors inColombia ςHow to Contribute with Scientific 
Information? Angela Caro

Á Lead SIG in arranging Global Patient Safety Day 

External presentations 

Á The UK Healthcare Safety Investigation Branch  

Á [ƛƭƛŀƴŀ ±ŀǊƎŀǎ bŜǊƛ κ±ŀƴŜǎǎŀ aŀǊǘƝƴŜȊ [ŀǊŀΥ ¢ƛǘƭŜ ά!ƴŀƭȅǎƛǎ ƻŦ ŎƻƴǘǊƛōǳǘƛƴƎ ŦŀŎǘƻǊǎ ƛƴ ǊŜǇƻǊǘŜŘ 
incidents of a Mexican Pediatric Hospital according to the SEIPS Model".

Á Sophia Duan Presentation Title: 2021 Annual Summary of INRUD (International Network for 
Rational Drug Use)- China Center

Incubateand cultivate new SIGs such as PV in geriatric population; ecopharmacovigilance

Medications Errors SIG
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Patient EngagementSIG

Chair
Dr. Mayada Alkhakany

Co-chair
Dr. Manal Younus 

Advisory Committee members
Priya Bahri
Angela Caro-Rojas
Linda Harmark
Helen Haskell
Helen Ndagije

Social media: Linked in 499 followers
Publication:  Collaboration with ISoP Egypt Chapter
Webinars: 1) Collaboration with ISoP Middle East Chapter
2) Session during the regular meeting of NASoP to introduce the chapter and explore future 
collaboration
Participation in the 2023 ISoP Annual Meeting:Taking a Regional Approach in Patient 
Engagement and Safety Decision-Making, and CIOMS WG XI Report; Patient Involvement in The 
Development, Regulation and Safe Use of Medicines. 
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Pharmacogenomics

Chair: Qun-Ying Yue
Co-Chair: Afaf Lamzouri
Members: 21
Meetings: Every other month=5
Use of Social Media: No
Abstracts: Yes, ISoP annual meeting=2
The SIG submitted an abstract to the ISoP 2022 meeting in Verona and also submitted 
an abstract to ISoP 2023 in Bali.
Future: For the planning of 2024, the SIG aims to meet with members 4-5 times. They 
will continue with the project on label differences for medicinal products with 
pharmacogenomic associations and plan to hold a Symposium at ISoP 2024.
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PV Professional Qualification Framework SIG

Å The Special Interest Group (SIG) and its various subcommittees have consistently convened to 
develop and assess competency guidelines and examination questions for the Good 
Pharmacovigilance Practice Certification (GPPC) program. 
ÅMore than 650 test questions have undergone peer review and have been submitted to the 

Scientific Board for final approval. 
Å Draft guidelines have been established for the roles of Qualified Persons for 

Pharmacovigilance (QPPV) in the EU and MENA regions, as well as for the 
Pharmacovigilance (PV) Auditor role. 

ÅMultiple presentations discussing the GPPC guidelines have also been conducted.
Å In May 2023, the SIG transitioned from professional support provided by the Institute of 

Pharmacovigilance to a volunteer-based model, leading to a slight deceleration in SIG activities 
in recent months. However, the release of GPT-4.0 presents an opportunity to make the GPPC 
program considerably more cost-effective, particularly in the area of test question generation 
and evaluation.

Å The pilot program in Indonesia has been delayed due to legislative and leadership changes in the 
country. On the other hand, there is marked interest in launching the pilot program in Latin 
America, and plans are underway for its implementation in the coming months.

Å Participation in the ISoP Annual Meeting 2023: Global View of Professional Development in PV, 
ISoP GPPC. Jan Petracek
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RWE and Big data SIG

Á Chair/Co-chair: Gianluca Trifiro/Maribel Salas

Á Aim: to provide an opportunity for ISoP members to share, provide and exchange information 
on relevant issues concerning RWE/Big data in pharmacovigilance, especially innovative 
approaches and new methods for collecting, identifying and analyzing large safety-related 
data, as well as to support the liaison between pharmacovigilance and pharmacoepidemiology

Á Members: 54

Á Team Meetings: QuarterlyMeetings

Á Webinars: 3 , NASoP Chapter: RWE in Pharmacovigilance

o EuropeanNetwork of Centres for Pharmacoepidemiology and Pharmacovigilance
(ENCePP) plenarymeeting -Dec 2022

o July3, 2023: Signalidentification in US surveillancenetwork

Á Symposium: NASoP AnnualMeeting: Distributed database networks for drug utilization and 
safety surveillance

Á Publication (ongoing): Interplay between SRS and longitudinal healthcare databases for signal 
management

Á Conferences: Participation in the 2023 ISoP Annual Meeting: Pharmacovigilance Training 
Program Updates from Around the World including RWE. Maribel Salas

Á Future: Plan for a Symposiumand Pre-conferenceCoursein the 2024 ISoP AnnualMeeting
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Chair: Priya Bahri
Secretary: Joan DSouza
Webpage Secretary: Ahmed Zaiem
Members: 63
Meetings: 4/year
Use of Social Media: No
Webinar: 1
Plenary: ISoP Annual Meeting 2023. 
Plenary session: Know Where to Go ɀHow 
to Develop Communication Strategies for 
Medicines Safety. Chairpersons: Priya Bahri 
and Grace Wangge
Symposium: 1

Publications:1: Communicating for the 
Safe Use of Medicines: Progress and 
Directions for the 2020s Promoted by the 
Special Interest Group of the International 
Society of Pharmacovigilance

Risk Communication SIG (RiskCommsSIG)
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Risk Communication SIG (RiskCommsSIG)




