ISOP International Society

of Pharmacovigilance

Committed to safer use of medicines worldwide

General Assembly

7% November 2023
Sanur Prime Plaza Hotel Bali

14.00-15.30 (WITA)

Present: Society President Angela Caro-Rojas, Brian Edwards (Vice-President), Moénica Tarapués (Secretary
General), and Omar Aimer (Treasurer). Advisory Board members: Mayada Alkhakany, Ghita Benabdallah, Maribel
Salas, Francesco Salvo, Manal Younus. Approximately 200 members of the Society and 45 Society members
connected online.

Apologies: Li Zhang

Chairs: Society President Angela Caro-Rojas and Secretary General Ménica Tarapués.

Agenda

1. Welcome, introductions, housekeeping

2. Approval of Agenda

3. Approval of Minutes GA 2022

4. Overview of the ISoP Strategic Plan

Introduction

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

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

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
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4.3.4 Report from the ISoP Scientific Board and Global Pharmacovigilance Professional Certification
programme (GPPC)
4.3.5. Fellowship Awards 2023

5. Looking forward
5.1 Planned events in 2024
6. Q&A

1. Welcome
ISoP President Angela Caro-Rojas opened the General Assembly by warmly welcoming all members
around the wotld. The ISoP General Assembly was held as a hybrid Zoom event, with online attendance

free for all ISOP members. The meeting was streamed live from Bali during the 22™ ISoP Annual Meeting.

2. Approval of Agenda
Secretary General Ménica Tarapués requested approval of the agenda, which was accepted by the General

Assembly.

3. Approval of Minutes GA 2022
Mbonica Tarapués requested approval of the 2022 General Assembly minutes, which were accepted by the

General Assembly (the General Assembly minutes have been posted on the ISoP website:

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

4. Overview of the ISoP Strategic Plan

Short Introduction

The President gave an overview of ISoP, founded in 1992 as ESOP (European Society of
Pharmacovigilance) and became ISoP (International Society of Pharmacovigilance) in 2000, a non-profit,
independent organization, funded by membership fees. Angela Caro-Rojas explained ISoP’s Mission. 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.

After introducing the new Executive Committee and Advisory Board and the creation of three
communities (Honorary/Fellow members, Students group, and Scientific Board), the President outlined

the following three main goals.

4.1 Goal 1- Long-term financial and organisational sustainability and stability of ISoP

To define ISoP Strategy, identify improvement opportunities and strategic alliances.
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4.1.1 Administrative Report
ISoP President Angela Caro-Rojas described the internal functioning of the administration
department this includes defining the roles of Advisory Board members and establishing
Committees responsible for shaping the 2023 to 2025 Strategic Plan. Additionally, it involves
the setup of institutional email addresses for Advisory Board positions and the introduction
of new administrative support. It also addresses the redesign of the Annual Meeting and

academic activities guidelines.

4.1.2 Financial Report
Treasurer Omar Aimer presented his treasury report with the overall context of prudent
financial management amidst escalating operating costs and rising inflation. The budget report
as of 2023-09-30 showed a deficit of - 20’038 EUR (due mainly to the payment of the new
ISoP website) and a total asset of 242,419 EUR.

First year fully I a world which has Increasing inflation and expenses
COVID impacted irreversibly changed despite an increase of income

Current Asset  +280°128 +269°256 278’446

Liabilities -7°451 -11°056 -7°849

Net Assets +272°678 +262°457 242419

Variation vs +8'114 - 10221 -20°038

previous +3% - 3.8% -7.6%

period

The treasurer informed the assembly the need of the following changes in the membership
fees.

Standard membership currently 215.00 will be changed to 241.00 EUR, (+ 8 EUR bank charges)
Reduced membership currently 75.00 will be changed to 91.00 EUR (+ 8 EUR bank charges)
Special Reduced membership currently 35.00 will be changed to 41.00 EUR (+ & EUR bank
charges)

The assembly approved the new membership fees for January 2024 and the accounts were
accepted by the General Assembly. For new members, these new fees will be effective in

January 2024. Current membership fees will remain for our members providing the renewal

within the 3-month deadline.
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4.1.3

The Treasurer explained that the EC's strategic objectives to ensure sustainability in a mid-
term of the Society have led to increased membership fees, a growing number of members,

and the implementation of transparent and straightforward processes.

ISoP Membership Report

The Secretary General presented the current membership figures as of 1 October 2023,
totalling 903 members in 111 countries which represents a 12% increase for this year in
membership (with 237 new members) in the 374 HICs Countries and 529 LMICs Countries.

Monica Tarapués also highlighted new registrations from the Bali Annual Meeting to be a total
of about 160 new members (not yet listed in the ISoP database or accounts) and welcomed

these new members.

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

4.21

Overview of ISoP activities 2023
All ISoP Chapters and Special Interest Groups (SIGs) have remained actively engaged.
ISoP Academic Coordinator Ghita Benabdallah outlined the ISoP activities that occurred
around the wortld during the year:

e Swiss-Austria Chapter: Conducted 5 webinars and 1 onsite event.

e Indonesia Chapter: Hosted 6 webinars.

e Middle East Chapter: Presented 3 webinars.

e NASoP Chapter: Organized 2 webinars.

e Italy Chapter: Arranged 5 webinars.

e Medical Devices SIG’s: Conducted 3 webinars.

e LATAM Chapter: 6th Symposium (Hybrid

Notably, the ISoP Mid-Year Symposium for 2023 was successfully organized in Leiden
(Netherlands) in collaboration with the Netherlands Pharmacovigilance Centre Lareb,
attracting over 100 participants.

Other noteworthy activities included the Pharmacovigilance Journal Club and the highly
impactful Patient Safety Day 2023, which featured 7 sessions with 24 speakers and 7
Chairpersons (comprising Chapter leaders and guests). This event spanned 15 hours of
transmission and garnered the participation of more than 900 individuals registered through

social media.
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4.2.2. TSoP Survey

4.2.2

423

Strategy and Innovation coordinator Mayada Alkhakany presented the ISoP Survey conducted
this year to collect a wide range of insights from our members and achieve the following
objectives:

e Enhance the benefits of membership.

e Flevate member satisfaction.

e Gain a deeper understanding of member needs.

e Identify and address the challenges faced by current members.
It is crucial to emphasize the significance of our members' needs, which should motivate their
engagement with Chapters, Special Interest Groups (SIGs), and participation in ISoP events
throughout the year.

We extend our gratitude to all our members for their active participation in the survey.

Communication Team Report (Follow slide)

Under the guidance of Monica Tarapués the communications team is committed to
improving the communication strategy.

Highlights:

e ISoP currently maintains a presence on the following social media channels: Twitter,
Facebook, Instagram, and LinkedIn. Also, to gain presence in China, and ISoP has an
account on WeChat (currently 867 followers).

e New Branding of the ISoP Brochure and Newsletters including ISoP Star, all forms of
social media, and digital communications.

e New and more secure ISoP website with a fresh design and user-friendly appearance
Moénica Tarapués encouraged members to look at our ISoP Brochures and

Newsletters, which are distributed to every member via Mailchimp.

Partnership and Alliances
As part of the strategic plan, ISoP is now in partnership with the following organisations:
e International Ergonomic Association (IEA)
e Council for International Organizations of Medical Sciences (CIOMS):
Manal Younus, CIOMS Executive Committee member and ISoP representative
e  World Health Organization (WHO)
e Institute for Safe Medication Practices

e  Uppsala Monitoring Centre (UMC)

Institute for Healthcare Improvement
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e EU2P: Memorandum of Understanding signed, Collaboration in the AM2P initiative

from NASoP.

e European Network of Centres for Pharmacoepidemiology & Pharmacovigilance

(ENCePP) Steering Group: Gianluca Trifiro, ISoP representative

e International Society of Pharmacoepidemiology

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

pharmacovigilance community.

4.3.1

ISoP Chapters Report

All ISoP Chapters have been active during the year, and Francesco Salvo (ISoP Chapters Co-

ordinator) briefly provided an update:

- The new European Chapter was officially launched during the mid-year meeting in Leiden

(June 2023).

- Several Chapters held successful webinars throughout the year with good social media

interaction.

- Collaboration of Chapters to mark Patient Safety Day in September

4.3.2 ISoP SIGs Report

2011
2014
2015
2017
2017
2017
2019
2020
2021
2021

2022

2022
2023

433

Women’s medicines
Risk communication
Risk Minimization Methods

Herbal and Traditional medicines
PV Professional Qualification Framework

Medication Errors
Vaccines
Pharmacogenomics
Medical Devices
Patient Engagement

Ecopharmacovigilance

Drug Safety in Older Patients

Mira Harrison-Woolrych
Priya Bahri
Jean-Christophe Delumeau
Souad Skalli

Jan Petracek

Brian Edwards/Angela Caro
Rebecca Chandler
Qun-Ying Yue

Omar Aimer

Mayada Alkhakany & Manal
Younus

Melissa Bernal & J] Cherian
Giovanni Furlan

Gianluca Trifiro

(ISoP SIGs Coordinator) Maribel Salas provided updates and contribution from the SIG’s and

welcomed the new Real-World Evidence and Big Data SIG and New Student Community

group. For further information about SIGs visit www.isoponline.org.

New Student Community

Manal Younus, Chair of the Student Group, presented the New Student Community -
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Established in February 2023 with well-defined goals and a strategic plan, this committee has
swiftly begun its work. Engaging with all ISoP channels, the committee is involved in vatrious
activities including in May 2023, it participated in the virtual IPSF (International
Pharmaceutical Students' Federation) career fair and exhibition. In November 2023, the

committee hosted an ISoP Annual Meeting meet-and-greet activity during Bali.

434 Report from the ISoP Scientific Board and Global Pharmacovigilance Professional
Certification programme (GPPC)
An overview of the Global Pharmacovigilance Profession Certification Program (GPPC)
which is a certification of competence for PV professionals to elevate the status of the global
Pharmacovigilance Profession was presented by Brian Edwards who highlighted the following
points:
Appointment of the Global Pharmacovigilance Professional Certification Supervision Task
Force (GPPC-STF), chaired by Thamer Alshammari, which supervises at an operational level
the GPPC-related activities conducted by the Institute of Pharmacovigilance (IPV) by
endorsing MCQ batches - Multiple-Choice Questions). Apilot programme for CPPC will start
in Q1 of 2024.

4.3.5 ISoP Fellowships Awards 2023

Fellows of the International Society of Pharmacovigilance are members who have
demonstrated significant achievement and distinction in their field, including peer recognition
in pharmacovigilance. ISoP Fellows have made substantial contributions to the discipline of
pharmacovigilance through their work (including publications or similar outputs) and have
also shown services to the Society, for example, by involvement in ISoP meetings, and/or by
leadership of ISoP Chapters and Special Interest Groups (SIG’s).
Mbnica Tarapués, Chair of the Fellowship Nominations Sub-Committee (FNSC), announced
the 2023 cohort of ISoP Fellows.
They are (in alphabetic order):

¢ Dr Helen Byomire Ndagije National Drug Authority (Uganda)

e Dr Maribel Salas Daiichi Sankyo Inc (USA)

e Dr Qun-Ying Yue Uppsala Monitoring Centre (Sweden)

Congratulations to all our new fellows!

The new fellows received their certificates from President Angela Caro-Rojas.
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Dr Qun-Ying Yue was not able to attend the General Assembly in Bali, and her certificate will be

forwarded to her.

5. Looking forward
5.1 Planned events in 2024.

The schedule includes the continuation of ISoP webinars, chapters, and SIG meetings, with
various engaging events throughout the year.
In June 2024, the ISoP mid-year training course will be held in Barcelona, Spain.
Additionally, in September 2024, World Patient Safety Day will be celebrated. with a further free
series of talks
The highlight of the year will be the ISoP annual meeting scheduled for October 1% -5 2024 in
Montreal, Canada, followed by the ISoP Boston Seminar for December 2024.

President Angela Caro-Rojas extended our heartfelt gratitude to all the following groups and
individuals:

The Executive Committee and Advisory Board members for their invaluable contributions
throughout the year, the Indonesia Chapter, Grace Wangge and Mira Harrison-Woolrych for their
dedicated involvement in the Annual meeting arrangements. Sophie Spence, and Antoinette Ivins
from the ISoP Administration for their invaluable support.

The President also extended her gratitude to all participants, both those who joined in person and

those who attended virtually.

6. Q&A and AOB

Priya Bahri (Netherlands) expressed her apprehension about online security and data protection,
particularly in the realm of social media. She withheld her consent and urged the society to delve into
implementing more rigorous security measures. Angela Caro-Rojas acknowledged Priya Bahri's concerns
and endorsed the importance of security measures.

Houda Sefiani (Morocco) addressed the possibility of having the sessions in French, prompting Angela
Caro-Rojas to acknowledge the comment. Angela Caro-Rojas then responded by noting that the Patient
Safety Day had been organised in other languages such us Spanish and French, in some regions.

Dr Akter Hossein (Bangladesh) expressed interest in organising training in Bangladesh. Angela Caro-Rojas
welcomed the comment and encouraged members to join actively the chapter of their region, representing

the members’ needs.

The meeting was subsequently concluded, and all members and other colleagues were warmly invited to the next
ISoP Annual Meeting in Montreal, Canada, 1-5 October 2023.
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The meeting closed at 15.30 WITA.

Date:
Angela Caro-Rojas Mbonica Tarapués
President Secretary General
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