ISOP International Society

of Pharmacovigilance

Committed to safer use of medicines worldwide

General Assembly
22" September 2022

University of Verona
13.00-14.30 CET

Present:

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

Advisory Board members: Angela Caro Rojas, Jan Petracek, Moénica Tarapués, Gianluca Trifiro,
Manal Younus, approx. 180 members of the Society and 34 Society members connected online.
Apologies: Li Zhang

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

Agenda

1. Welcome, introductions, housekeeping

2. Approval of Agenda

2.a Tribute to Sten Olsson

3. Approval of Minutes GA 2021

4. President’s overview of ISoP activities

5.1 Report from the new ISoP Scientific Board

5.2 Update on the Global Pharmacovigilance Professional Certification (GPPC)
6. By-laws Update for adoption

Code of Conduct; Scientific Board; Chapter Guidelines
7. Membership Report

8. Financial Report

9. Report from Chapters

10. Report on SIGs

11. Fellowship and Honorary Member Awards 2022
12.1 Advisory Board election results

12.2 Remarks from new ISoP President

13. Looking forward

14. AOB and Q&A
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1. Welcome

President Mira Harrison-Woolrych opened the General Assembly by warmly welcoming members.
This year 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 Verona, Italy, during the 21* ISoP
Annual Meeting.

2. Approval of the Agenda

Secretary General Deirdre McCarthy requested approval of the agenda, which was accepted by the
General Assembly.

2.a Tribute to Sten Olsson

Rebecca Chandler paid tribute to Sten Olsson, ISoP Past-President, who passed away on 21 April
2022. Sten Olsson had a remarkable career in pharmacovigilance and worked tirelessly to improve
pharmacovigilance and patient safety worldwide over many decades.

As a mark of respect, the audience stood to honour and remember Sten Olsson.

In recognition to Sten Olsson’s contribution to pharmacovigilance, Rebecca Chandler announced
the creation of the ‘Sten Olsson Poster Prize’. It will be awarded this year for the first time, and
every year to a poster submission to the annual meeting which best demonstrates the advancement
of pharmacovigilance in a low- and middle-income setting.

3. Minutes 2021 GA

Deirdre McCarthy requested approval of the 2021 GA minutes, which were accepted by the
General Assembly (the GA minutes have been posted on the ISoP website).

4. President’s overview of ISoP activities

The President gave an overview of the last three years and described the huge challenges faced by
the Society due to the COVID-19 pandemic and the ensuing changes in how ISoP operates.

The Executive Committee and Advisory Board implemented an immediate and effective response
to address the challenges by developing training and other events based on virtual or hybrid
concepts, introducing new reduced membership fees, increasing engagement from our
membership via new Chapters and SIGs, allowing members across the globe to interact more
regularly.
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The President outlined the ISoP activities that occurred around the world during the year:

NASoP-DIA webinar series

Medical Safety Device SIG webinar

PV journal club webinar

Africa Chapter with Global Health Network webinar
Middle East Chapter webinar

Western Pacific Chapter webinar

with Women’s medicines SIG

NASoP-DIA webinar series

Middle East Chapter webinar

NASoP-DIA webinar series

Medical Safety Device SIG webinar

Philippines Heart Association webinar (with I1SoP
speakers)

NASoP-DIA webinar series

UK-Ireland Chapter launch, Southampton (UK)
ISoP-DSRU Mid-Year Training webinar

Patient Engagement SIG webinar

ISoP LATAM Chapter webinar
(Introduction to ISoP)

Medical Safety Device SIG webinar

ISoP LATAM Chapter (PV regulation)

ISoP LATAM Chapter (PV Associations)

3 February

8 February

10 February

10 February

16 February

2 March

3 March

23 March

7 April

12 April

23 April

5 May

9 May

10-11 May

20 May

9 June

14 June

8 July

21 July

NASoP and DIA (Abimbola Cole and Maribel
Salas)

ISoP Medical Device Safety SIG (Omar Aimer)
ISoP and Drug Safety Journal

(Rebecca Chandler, Nitin Joshi)

Global Health Network

ISoP Middle East Chapter

(Thamir Alshammari, Manal Younus)

ISoP Western Pacific Chapter

(Jo Barnes)

NASoP and DIA

ISoP Middle East Chapter

NASoP and DIA

ISoP Medical Device Safety SIG
Philippines Heart Association
NASoP and DIA

ISoP Executive Committee

ISoP and Drug Safety Research Unit
Patient Engagement SIG (Mayada Alkhakany,

Manal Younus)

LATAM Chapter (Patricia Zuluaga, Rosa Maria
Papale, Liliana Vargas Neri, Helaine Carneiro
Capucho)

ISoP Medical Device Safety SIG (Omar Aimer)

LATAM Chapter

LATAM Chapter
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ISoP Egypt Chapter webinars

ISoP Africa Chapter webinar (Vaccine safety)

PV journal club webinar

ISoP Word Patient Safety Day

ISoP 2022 pre-conference courses Verona Italy
ISoP 2022 Verona Italy

ISoP General Assembly

ISoP South Asia Chapter webinar
#MedSafetyWeek (collaboration)

NASoP webinar

Middle East Chapter webinar

(PV strategic planning)

ISoP Boston seminar

Communications

The team continued to be led by Katarina Ilic

b

leader since January 2021.

Highlights:

International Society
of Pharmacovigilance

8-11 August

25 August

31 August

7-8 September

20 September

21-23 September

22 September

8 October

7-13 November

7 November

11 November

6-6 December

* Increasing ISoP’s visibility, reaching others beyond ISoP

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

* Improving communication and strengthening collaboration between different ISoP
groups such as SIGs, and Chapters.

Summary of EC and AB Activities 2019-2022
The President presented summary slide of these activities including:

Egypt Chapter (Hadir Rostom) in collaboration
with Pharmaceutical Students Federation

Africa  Chapter
Christabel Khaemba,
Wangui Mathenge)
ISoP and Drug Safety Journal
(Rebecca Chandler, Nitin Joshi)

(Helen Byomire Ndagije,
Comfort  Ogar,

Angela Caro, ISoP Med Error SIG
& ISoP team

ISoOP 2022 Scientific Committee, Local

Organising Committee and C-IN

ISoOP 2022 Scientific Committee, Local

Organising Committee and C-IN

ISoP Advisory Board

South Asia Chapter/NIPER
(Moin Don, Krishna Undela)

N/A
NASoP (Maribel Salas and Abimbola Cole)
Middle East Chapter

(Thamir Alshammari, Manal Younus)

ISoP (Jan Petracek)

who has been undertaking the role of COMMS

» Establishment of the new ISoP Scientific Board (SB) in March 2022 (separate from the
Advisory Board)
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* Progression of Global Pharmacovigilance Professional Certification (GPPC)

* Increasing membership numbers to pre-pandemic levels

* Prudent financial management led to the stability of resources

* Improved communication, including social media

* Increased global activity and interactivity of ISoP members

* Increased ISoP chapter and SIG activities

* Transparency and fairness with many ISoP documents and SOPs revised and updated
(ISoP by-laws, Chapter guidelines, new ISoP Code of Conduct)

5.1 Report from the new ISoP Scientific Board

Veronique Kugener, Chair of the ISoP Scientific Board, gave a summary of the newly formed ISoP
Scientific Board (SB).

ISoP Scientific Board Scope

The mission of the Scientific Board (SB) is to support ISoP’s scientific, educational, and
professional enhancement activities and to offer expert advice on pharmacovigilance-relevant
matters globally.

The SB provides scientific and academic authority to ISoP, supporting any ISoP project by offering
input, revision, opinion, recommendations, publications, and networking.

The SB serves as the Advisory and Steering Committee of ISoP’s Global Pharmacovigilance Professional
Certification programme (GPPC), developed and delivered by the Institute of Pharmacovigilance
(IPV), exerting oversight on this programme.

Veronique Kugener thanked again the Institute of Pharmacovigilance (IPV) for supporting the SB
Secretariat.

ISoP Scientific Board Members

ISoP Scientific Board Core members (13)

ALSHAMMARI, Thamir M FISoP Academia

BAHRI, Priya FISoP EMA, Regulator
CHANDLER, Rebecca FISoP Academia, UMC, Regulator
DELUMEAU, J. Christophe FISoP Not-for-profit NGO
GRUNDMARK, Birgitta Regulator, EMA

KUGENER, Veronique (Chair) FISoP Pharma

MANSI, Ishak Academia
MOCKENHAUPT, Maja Academia

ROSTOM, Hadir Regulator, WHO

SETO, Shui Ki (Henry) Pharma
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TUCCORI, Marco (Co-Chair) FISoP Academia
Van PUIJENBROEK, Eugene Academia, Regulator
ZHANG, Li FISoP/AB Academia

ISoP Scientific Board Corresponding members (9) (to be consulted on specific topics)

BAKER, Nicole CRO
BOULKROUN, Yasmine Pharma

ILIC, Katarina FISoP Pharma
FIGUERAS, Albert Academia, WHO
LEE, Navinisha CRO, Academia
LITVIENKO, Marina Pharma
MORIDE, Yola Academia, CRO
YANG, Xiao Hui Academia
ZHAO, Zhi Gang Academia

Memorandum of Understanding (MoU) between ISoP and IPV

Development of the MoU and finalisation of the Terms of Reference (ToR) outlining the work of
the SB were confirmed in September.

ISoP Scientific Board Meetings

The new Scientific Board members were appointed in March for five years. On 20 April 2022,
Mira Harrison- Woolrych chaired the first SB meeting, and following the meeting, Veronique
Kugener was elected as SB Chair. The working meetings of the new SB started in May.

ISoP Scientific Board — GPPC organization and process chart

Overview of the Global Pharmacovigilance Profession Certification Program (GPPC) which is a

certification of competence for PV professionals to elevate the International Pharmacovigilance
Profession.
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ISoP

International
Society of
Pharmacovigilance

Workflow
Consistent
with the ToR
and MoU as of
2022-08-17

JCD20220818

ISoP-IPV Partnership for the Global Pharmacovigilance Professional Certification (GPPC) Programme
Organisation supporting the GPPC and workflow for generating and approving Multiple-Choice Questions (MCQs)

Executive Committee (EC)
Advisory Board (AB)
Receive GPPC-related matters escalated by the Chair
of the Scientific Board

Board of Directors of the Institute of
Pharmacovigilance
Supervise the GPPC Project Manager

[

Scientific Board (SB)
Among multiple roles, oversights, advises and guides
the GPPC programme

GPPC Project Manager
Manages the GPPC Project including
MCQ Maker and MCQ Review Task Force

GPPC Supervision Task Force
(GPPC-STF)

Appointed by the SB to supervise and support GPPC

activities operated by IPV/

<=
Approved
—~E

Point of contact for the GPPC-STF
Coordinate GPPC Examination Boards
Provide Secretariat support to the SB

[®]

Institute of
Pharmacovigilance

Reviewed
MCQs

a

MCQ Review Task Force MCQ Makers

Endorses MCQ batches. Approve SMEs involved in
MCQ review and Examination Boards
@
GPPC Examination Boards
(GPPC-EBs)

ISoP (Chapter) members involved in supporting
GPPC activities at the Regional/Country level e.g.,
Interview candidates for most senior roles.

(MCQ-RTF)
Subject Matter Experts (SMEs)
appointed by IPV and endorsed by
GPPC-STF to review and QC
MCQs

t

)

appointed by IPV to make MCQs
from IPV’s Knowledge
Management System contents

=

5.2 Update on the Global Pharmacovigilance Professional Certification (GPPC)

Jan Petracek explained that the ISoP Global Pharmacovigilance Professional Certification (GPPC)
is an initiative of ISoP with the Special Interest Group on Pharmacovigilance Professional
Qualification Framework, financed and supported by the Institute of Pharmacovigilance (IPV) (a
non-profit NGO).

He pointed out the responsibilities of ISoP (via the ISoP Scientific Board and GPPC Supervision

Task Force) as follows:

e Serving as an advisory and steering body, ensuring the validity as well as the fairness of
the GPPC, and supervising all GPPC-related activities

e Drafting guidelines related to GPPC (performed by ISoP SIG on PV Career Framework)

The Pharmacovigilance Qualification Framework sits at the top of existing educational programs.

The certification process is as follows:

Prerequisite Examination Evaluation
‘ _ s check Kno;/vlidge Aufieratiie Certificate
. es —_—
Registration I.Stratlon C\és, diplomas Payment Skill test* Examination issued
On-line form ocIuSmsnts Card, PayPal Oral Exam boards valid 3 years
b° . Behavioral Appeal
membership T procedure
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6. By-laws Update for adoption

As ISoP has grown in recent years, several new and updated guidances have been prepared by the
Executive Committee and presented to the General Assembly:

* Updated Chapter Guidelines

* New Code of Conduct Guideline

* New Scientific Board (new Annex)
Deirdre McCarthy (Secretary General) explained the importance to formally reference these in the
ISoP By-laws and make them available on the ISoP website for all members to access. A summary
of the proposed changes in the by-laws was emailed to all members on 30 July 2022.
After the Secretary General had invited questions, the new by-laws were adopted by the General
Assembly.
7. Membership Report

The Secretary General presented the current membership figures as of 1September 2022, totalling
807 members in 97 countries.

ISoP members are distributed worldwide as follows:

Europe 34.60%
Middle East 14.37%
North America 12.75%
Africa 11.40%
South America 11.02%
Asia 8.18%
Western Pacific 7.68%

Deirdre McCarthy noted an additional 260 new members from registrations for the Verona
meeting (not yet listed in the ISoP database or accounts) and welcomed these new members.
8. Financial Report

Jean-Christophe Delumeau, ISoP Treasurer, presented a budget report as of 2022-08-31 showing
an anticipated deficit of (- EUR.7’882) and a total asset of EUR.264°796.
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Last cycle before | Year partially impacted | First year fully COVID | In a world that has
COVID impact by COVID impacted irreversibly changed

Current Asset +256’187 +273’461 +280’129 +275’852
Liabilities -7’259 -8’897 -7’451 -11’056
Net Assets +248’928 +264’564 +272’678 +264’796

Variation S -7'882
previous period -2.9%

In May 2022, the Treasurer alerted the Advisory Board on the likelithood of a deficit due to
increasing challenges in making profits with ISoP events. When income from previous years was
driven by successful events, it is now challenging to make profits with ISoP events, due to a
combination of factors such as the large offering of online meetings (including free webinars), the
increasing global cost-of-living versus income, the reluctance of pharma companies to support
employees' travel to attend educational events, and the ‘fgskan’ (shame of flying for
environmental reasons).

The treasurer explained that a funding model based on membership only is unlikely to be
sustainable in the medium term. For this reason, ISoP needs to find other funding and the success
of the ISoP Global Pharmacovigilance Professional Certification (GPPC) as a new source of
revenue appears critical to ensure the development and sustainability of our Society in the mid-
long term.

The accounts were accepted by the General Assembly.
9. Report from Chapters

All ISoP Chapters have been active during the year, and Moénica Tarapués, ISoP Chapters Co-
ordinator, briefly reported a number of updates:

e The new ISoP UK & Ireland chapter (UKIREC) was officially launched during the mid-
year meeting in Southampton (May 2022)

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

e Collaboration of Chapters to mark Patient Safety Day (PSD) in September
e Chapters’ submission of papers to the journal Drug Safety
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10. Report on SIGs

2011 Women’s medicines Mira Harrison-Woolrych
2014 Risk communication Priya Bahri

2015 Risk Minimization Methods for Asian countries Jean-Christophe Delumeau
2017 Herbal and Traditional medicines Souad Skalli

2017 PV Professional Qualification Framework Jan Petracek

2017 Medication Errors Brian Edwards/Angela Caro
2019 Vaccines Rebecca Chandler

2020 Pharmacogenomics Qun-Ying Yue

2021 Medical Devices Omar Aimer

2021 Patient Engagement Mayada Alkhakany & Manal Younus
2022 Ecopharmacovigilance Melissa Bernal & JJ Cherian

Drug Safety in Older Patients - Official launch GA 2022 | Giovanni Furlan

Angela Caro Rojas, the ISoP SIGs co-ordinator, reported updates and contributions from the SIGs
and welcomed the creation of two new SIGs invited members to join these new SIGs:
“Ecopharmacovigilance”

and

‘Drug Safety in Older Patients”

More information about SIGs at isoponline.org

11. Fellowship and Honorary Member Awards 2022
11.1 Fellowship Awards

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 2022 cohort of ISoP Fellows recommended by
the Fellowship Nominations Sub-Committee (FINSC) chaired by Deirdre McCarthy and approved
by the EC.

They are (in alphabetical order):

* Mayada Alkhakany

* Gianluca Trifiro

* Mulugeta Russom

Congratulations to all new fellows!
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The new fellows received their certificate from President Mira Harrison-Woolrych.
Mulugeta Russom was not able to attend the General Assembly in Verona, and his certificate will
be forwarded to him.

11.2 Honorary Member Awards

President Mira Harrison-Woolrych, on behalf of the Executive Committee, proposed to the
General Assembly the nomination of Dr. Kenneth Hartigan-Go from The Philippines and Dr
John McEwen from Australia as honorary members.

The Assembly unanimously approved the nominations.

Congratulations to Dr. Kenneth Hartigan-Go and Dr John McEwen!

Dr Kenneth Hartigan-Go received his certificate from Mira Harrison-Woolrych. Dr John
McEwen was not attending the General Assembly in Verona but attended by Zoom. His certificate
will be forwarded to him.

12.1 Advisory Board election results

The President (2019-2022 period) presented the results of the election for the Advisory Board,
including the new President (2022-2025 period).

The election process was conducted by Dr. Mira Harrison-Woolrych (Chair of the Nominations
Committee and President) due to the passing of the past president, Mr Sten Olsson.

The results of the new board were announced as follows: Among the 19 pre-selected candidates,
the following 10 received the highest number of votes and were considered elected as Advisory
Board Members of ISoP.

Name, Given name Number of votes
1 | Edwards, Brian 127 Elected
2 | Younus, Manal 117 Elected
3 | Tarapués, Ménica 113 Elected
4 | Caro-Rojas, Angela 101 Elected
5| Zhang, Li 101 Elected
6 | Alkhakany, Mayada 98 Elected
7 | Salas, Maribel 95 Elected
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8 | Aimer, Omar 91 Elected
9 | Benabdallah, Ghita 85 Elected
10 | Salvo, Francesco 83 Elected

Congratulations to the new Advisory Board members!

The new Advisory Board elections elected Dr Angela Caro Rojas as President, who then selected
the following Board members as Executive Committee members:

Executive Committee

Caro Rojas, Angela President
Edwards, Brian Vice President
Tarapués, Moénica Secretary General
Aimer, Omar Treasurer

The following persons are no longer members of the Executive Committee and Advisory Board:
Mira Harrison-Woolrych (who becomes Immediate Past President), Rebecca Chandler, Deirdre
McCarthy, Jean-Christophe Delumeau, Jan Petracek, and Gianluca Trifiro.

Mira Harrison-Woolrych thanked all outgoing Executive Committee and Advisory Board
members by distributing a certificate to each of them.

She warmly congratulated the new ISoP President Dr Angela Caro Rojas and wished successful
work to the new Executive Committee and Board. The new President, Dr Angela Caro Rojas, also
thanked Dr Mira Harrison-Woolrych for her leadership as outgoing President and the previous
Executive Committee members who have paved the way for ISoP’s future.

12.2 Remarks from new ISoP President

During her first Presidential address, Dr. Angela Caro Rojas outlined her vision for ISoP. She also
introduced the new members of the ISoP Executive Committee and Advisory Board, explaining
their new roles in the Society following the three ISoP goals for 2022-2025:

1. Long-term financial and organisational sustainability and stability of ISoP

= Strategic and Innovation: Mayada Alkhakany with Omar Aimer’s support
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= Administrative Organisation: Moénica Tarapués, Mayada Alkhakany and Sophie
Spence.
=> Financial: Omar Aimer

2. Create and build a community for optimising the safer use of medicines (patient-
centered)

= Communication Team: Moénica Tarapués, Li Zhang, Gaby Duran
(Communication manager), Risk Comm SIG delegate, Sophie Spence, and Ghita
Benabdallah

= Academic coordinator: Ghita Benabdallah with the participation of coordinators
from the SIGs, Chapter, student group, and Sophie Spence

= Strategic alliances with other societies: Angela Caro, Brian Edwards

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

=> Special Interest Groups: Maribel Salas (Chairperson)
=> Chapters: Francesco Salvo (Chairperson)

= Student Group: Manal Younus

= Scientific Board: Veronique Kugener

13. Looking forward: plans for the year ahead

Angela Caro Rojas and Mira Harrison-Woolrych outlined the ISoP meetings planned for the year
ahead (2022- 2023) as follows:

= Continuation of ISoP webinars, chapters, and SIG meetings
® ISoP mid-year training course in Europe: June 2023
(Probably in Leiden (Netherlands), in collaboration with colleagues at Lareb
*  World Patient Safety Day: September 2023
= [SoP annual conference in Bali, Indonesia: November 2023
Dr Mira Harrison-Woolrych is the Chair of the Scientific Committee

Mira Harrison-Woolrych thanked all Advisory Board members, Sophie Spence, and all involved
in ISoP for their support and contribution.

14. AOB and Q&A
Remarks from the audience

Helen Byomire Ndagije (from Uganda), President of the Africa Chapter, remarked on the absence of
African representatives in the various ISoP committees, especially the Advisory Board and expressed a
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desire to be involved in other ways.

Mira Harrison-Woolrich acknowledged that Africa is currently not well represented on the Advisory Board,
but explained this is the result of the democratic election process outlined in ISoP SOPs, where the ten
candidates with the highest number of votes worldwide are elected. She commented that the ISoP Advisory
Board election procedure might need to be changed in the future, to ensure representation from all global
regions, but in the meantime, ISoP should try to consider other ways to include African representatives
Angela Caro Rojas agreed to engage with the Africa chapter and was open to further discussions.
Ghita Benabdallah (from Morocco), a newly elected Board member, responded that she is also from Africa
and very much committed to working with ISoP members in other African countries.

Mira Harrison-Woolrych concluded that ISoP is an inclusive professional society, which always looks for
opportunities to work together and ensure all voices are heard

No questions from members were received on the Zoom Q&A.
All members and other colleagues are warmly invited to the next ISoP Annual Meeting in Bali,
Indonesia 06 to 09 November 2023.

The meeting closed at 14.30 CET.

Signature: Date:

Mira Harrison-Woolrych, President Deirdre McCarthy, Secretary General
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