ISOP International Society

of Pharmacovigilance

Committed to safer use of medicines worldwide

General Assembly

9th November 2021
16.30-18.00 UTC (via Zoom)

Present:

Society President Mira Harrison-Woolrych, Rebecca Chandler (Vice-President), Deirdre
McCarthy (Secretary General), and Jean-Christophe Delumeau (Treasurer).

Advisory Board members: Angela Caro, Jan Petracek, Ménica Tarapués, Gianluca Trifiro,
Manal Younus, Li Zhang, Sten Olsson (Past President), and 82 Society members.

In attendance: Katarina Ilic (Comms leader)

Chairs: Society President Mira Harrison-Woolrych and Secretary General Deirdre
McCarthy.

Agenda

1. Welcome, introductions, housekeeping

2. Approval of Agenda and Minutes 2020 GA
3. ISoP activities in 2021

3.1 Ovetview of online meetings/webinars
3.2 Patient Safety Day events

3.3 ISoP 2021 Annual Meeting

3.4 International Collaborations

4. Scoping Group Activities

5. Membership Report

6. Financial Report

7. Communication Strategy

8. Report from Chapters

9. Report on SIGs

10. Fellowship Awards and Honorary Members
11. Looking forward: plans for next year

1. Welcome

President Mira Harrison-Woolrych opened the virtual General Assembly by warmly
welcoming members.

This year the ISoP 2021 General Assembly was held via video conference due to the
COVID-19 pandemic. The meeting was streamed live from Muscat, Oman, where on-site
activities of the hybrid Oman annual meeting took place.
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2. Approval of the Agenda and Minutes 2020 GA

President Mira Harrison-Woolrych requested approval of the agenda, as well as approval of
the 2020 GA minutes, which were accepted by the General Assembly (the GA minutes have
been posted on the ISoP website).

3. ISoP activities in 2021
3.1 Overview of online meetings/webinars

Due to the COVID-19 pandemic, ISoP has developed training and other events based on
virtual or hybrid concepts.

The President outlined the virtual activities that occurred during the year:
e Webinars on COVID-19 vaccines
e Revision of EU-GVP Module XVI
e Pharmacovigilance Journal Club
e Italian webinars ISoP Italy Chapter endorsement
e ISoP Mid-Year Symposium & Training for Eurasian Countries (Hybrid)
e Africa Chapter meeting
e Feoypt and Middle East Chapter webinars
e World Patient Safety Day events
e Prague Pharmacovigilance meeting (hybrid)
e ISoP 2021, including satellite training courses
e [SoP-UMC-CDR Symposium
e Western Pacific Chapter Meeting
e Boston seminar/webinar (to be held in December 2021)
e NASoP meeting

3.2 Patient Safety Day events

Second-year running, this ISoP event for World Patient Safety Day was held on 16th and
17th September and organised by Angela Caro from the Medication Errors SIG, supported
by the ISoP Zoom platform, Facebook live stream, and the ISoP YouTube channel.

It was a global, free event with 12 presentations across four different time zones.

1,000 people registered for these activities.

President Mira Harrison-Woolrych warmly thanked Angela Caro and her team for a very
successful initiative.

ISoP will gift ISoP memberships to these volunteers as a mark of ISoP's gratitude for their
help with this important event.
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3.3 ISoP 2021 Annual Meeting

Hosted by the Oman Ministry of Health, the ISoP 2021 annual meeting took place on 8-10
November online and with on-site activities in Muscat for those able to attend in person.
300 participants, including 75 delegates present in the Grand Millennium Hotel in Muscat.
Satellite training courses were scheduled separately from the main programme on the ISoP
Zoom platform.

Mira Harrison-Woolrych thanked the ISoP 2021 organisers for their work in making this
annual meeting a great success, despite challenging times: Sten Olsson, Chair of the
Scientific Committee, Mayada Alkhakany and Thamir Alshammary, Chairs of the Local
Organising Committee.

3.4 International Collaborations

Enhancing communication and strengthening collaboration between different ISoP groups
such as the Special Interest Groups (SIGs), Chapters, and regional leaders, ISoP is also
working on reinforcing collaboration with other professional or scientific societies.

4. Scoping Group Activities

During this year, a Scoping Group (chaired by Jan Petracek and Jean-Christophe Delumeau
with ISoP Advisory Board members Manal Younus, Moénica Tarapués, and Li Zhang) has
been examining possible future directions for ISoP and have submitted a detailed report to
the ISoP (EC) for consideration. This recommended a new Scientific Board and a Global
Pharmacovigilance Professional Certification (GPPC) programme.

President Mira Harrison-Woolrych spoke about the report and recommendations, which
had been sent to all ISoP members for consultation. The vast majority of responses were
positive and supportive of forming the ISoP Scientific Board and of piloting a GPPC.

Senior ISoP members were invited to submit an application to join the new Scientific Board,
which will be appointed in early 2022. A Global Pharmacovigilance Professional
Certification (GPPC) will be piloted in collaboration with the Indonesia Chapter in early
2022.

The global rollout of GPPC is planned for later in 2022.

5. Membership Report

Deirdre McCarthy presented the current membership figures as of October 2021, totalling
767 members in 96 countries.

ISoP members are distributed worldwide as follows:
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Africa 10.43%
North America 10.95%
South America 12.52%
Asia 7.95%
Furope 43.81%
Middle East 6.65%
Western Pacific 7.69%

The membership applications were up by abouta 30% increase in recent months, due partly
to the attractiveness of the new reduced membership fee scheme proposed by ISoP earlier
in the year.

6. Financial Report

Treasurer Jean-Christophe Delumeau presented an overview of the current Society’s
finances prepared by the accountants in Geneva showing a surplus of EUR 8'000 as of
2021.09.30.

Compared to the 2019-10-01 to 2020.09.30 period (including 3 months before pandemic
impact), ISoP assets continued to increase during the 2020-10-01to 2021-09-30 period but
to a lesser extent. So, we successful fulfilled our goal to avoid any deficit or loss of assets
thanks to a careful spending policy and the early launch of a successful online activity model
based upon the development of the ISoP Zoom platform.

The situation is being closely monitored alongside the evolution of the COVID-19
pandemic and its impact.

The accounts were accepted by the General Assembly.

New Membership fees policy implemented in 2021, aimed at sustaining membership in a
context of events conducted almost exclusively online, are reconfirmed for 2022:

Private Sector EUR.215 EUR.75
Public Sector EUR.75 EUR.35
Students

Retired

This proposal was approved by the General Assembly.
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7. Communications Strategy

Katarina Ilic, who has been undertaking the role of COMMS leader since January 2021,
presented her communication plan report and COMMS achievements during 2021.

Highlights:

® Increase ISoP’s Visibility

* Improve communication and strengthen collaboration between different ISoP
groups such as SIGs, Chapters, Regional leaders

=  Educate ISoP members

» Establish/Strengthen collaboration between ISoP and other professional/scientific
societies

* Collaborate with EC/AB and ISoP groups to keep current membership and
potentially increase the number of new members

= Collaborate with Drug Safety Journal

= Strong social media presence: Twitter & LinkedIn, with Facebook and Instagram

8. Report from Chapters

Rebecca Chandler, the ISoP Chapters co-ordinator, provided updates regarding the
activities of ISoP Chapters — all of them have engaged in at least one activity over the year
(virtual meetings, publications, social media development).

COVID-19 initiatives from the Chapters, including the ISoP LATAM joined by the Israel
Chapter and the Vaccine SIG, which coordinated the successful ISoP Vaccine webinar
series last spring.

New leadership in Latin America after the successful LATAM elections last March, with a
good representation of countries.

New South Asia Chapter

Rebecca Chandler officially relaunched the South Asia chapter, led by Moin Don and
Krishna Undela. The chapter will include members from India, Sti Lanka, Bangladesh,
Bhutan, and Nepal.

9. Report on Special Interest Groups (SIGs)
Angela Caro, the ISoP SIGs co-ordinator, reported updates and contributions from the

SIGs and welcomed the reactivation of the Medical Devices SIG, led by Omar Aimer, and
the creation of the new Patient Engagement SIG.
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Led by Mayada Alkhakany and Manal Younus, this new SIG will aim to empower the patient
to be an integral part of the safe use of medicines.
More information about SIGs at isoponline.org

10. Fellowship Awards and Honorary Membership

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 service to the Society, for example, by involvement in ISoP
meetings, and/or by leadership of ISoP Chapters and Special Interest Groups (SIGs).

President Mira Harrison-Woolrych announced the 2021 cohort of ISoP Fellows
recommended by the FNSC and approved by the EC.
They are (in alphabetical order):

Thamir Alshammary
Ian Boyd

Angela Caro
Rebecca Chandler
Ulrich Hagemann
Marie Lindquist
Manal Younus

L I S N T 5

Congratulations to all new fellows!

President Mira Harrison-Woolrych, on behalf of the Executive Committee, proposed to the
General Assembly the nomination of Dr. Valdivieso from Venezuela as an honorary
member.

Dr. Luisa Valdivieso, a dedicated and long-standing member of ISoP, has had a long and
distinguished career in Pharmacovigilance.

The Assembly unanimously approved the nomination.

Congratulations to Dr. Luisa Valdivesio!

11. Looking forward: plans for next year

President Mira Harrison-Woolrych outlined the ISoP meetings planned for the year ahead

as follows:

® Boston Seminar December 2021 (virtual)
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® More online chapter meetings expected in 2022

®  Mid-year meeting in collaboration with the Drug Safety Research Unit (DSRU) May
2022 (virtual)

®  World Patient Safety Day September 2022 (virtual)

= ]SoP annual meeting in Verona Italy 2022

The EC will continue to monitor the global pandemic situation regarding international
conferences during 2022.

Other important events in 2022 are:

Appointment of the new ISoP Scientific Board (early 2022)

Nominations for the next ISoP Advisory Board (early 2022)

New Advisory Board/Executive Committee to be in place before ISoP 2022 Verona

We hope to see ISoP members and other colleagues at the next Annual Meeting in Verona,
Italy 20 to 23 September 2022.

The President thanked all Advisory Board members, and all involved in ISoP for their
support and contribution.

Remarks from the audience

Questions from members were received on the Zoom Q&A and were answered live by the Advisory
Board (AB) members. For comments or outstanding questions, members were requested

to email them to administration(@isoponhne.org.

The virtual meeting closed at 18.00 UTC.

Signature: Date:

Mira Harrison-Woolrych, President Deirdre McCarthy, Secretary General
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