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Warm welcome to all our members!
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Housekeeping during this meeting

01 The GA will be chaired by 04 Questions and comments will
President Angela Caro-Rojas, be addressed at the end of the
with Secretary General Monica agenda (Item 7) to ensure all
Tarapueés serving as co-chair. items are presented, time

permitting.

()2 Thisisa hybrid meeting, 05 [fthereisn’t time to answer your
allowing ISoP members

questions during the meeting,
please email them to Sophie Spence
at administration@isoponline.org,
03 Zoom attendees wishing to ask and we will respond.

questions are encouraged to

use the chat function.

worldwide to join via Zoom.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 3



2. Approval of agenda

01

02

03

04

4.1

4.1.1 By-laws update for adoption and ISoP documents

Welcome, introductions,
housekeeping

Approval of agenda
Approval of minutes GA 2024

Overview of the strategic plan
Introduction

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

4.1.2 Financial report
41.3 Membership report

ISoP Annual General Assembly

2025

4.2

4.2.1
4.2.2

4.3

4.3.1
4.3.2
4.3.3

05

06
6.1
6.2

07

25 IgoP
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Goal 2 - Create and build a community for

optimising the safer use of medicines
Communication team report
Overview of ISoP activities 2025 and partnership

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

Report from chapters

Report from SIGs

Report on communities: Students, Scientific Board,
Fallnwe

Fellowship and Honorary awards

Advisory Board elections
Advisory Board election results
Remarks from new ISoP President

Q&A (time permitted)
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3. Approval of 2024 GA Minutes

wi ) @ xmtoe

ABOUT ISOP  TRAINING  CHAPTERS  SPECIAL INTEREST GROUPS ~ COMMUNITIES ~ ANNUAL MEETINGS ~ RESOURCES ~ MEMBERS ~ NEWS

International Society

]S() of Pharmacovigilance

Home [ About ISoP [ 1SoP General Assembly

roout 1500 iSoP General Assembly ® Minutes have been posted on
re—— the ISoP website:

1SoP Overview General bly, 2024 - Mi and Pr i ®

L] L]
tor i soponline.org/about-
KSoftsce Hiktory The ISoP General Assembly (GA) took place in Montreal, Canada, on Friday, & October 2024, from 13:30 to 15:30 I p I o r

Advisory Board 2022-2025 Eastern Daylight Time (E0T) at the Centre Mont-Royal Symposia Theatre. This assembly occurred during the

Past Advisory Boacds 23rd 1S0P Annual Meeting (ISoP 2024). For those not attending ISoP 2024 in person, the GA was held as a isoplgeneral—assem bly- repo rtsl

hybrid Zoom event, with online attendance free to all ISoP members.
1SoP General Assembly

S0P Members Location éls Presentation of the 2024 General Assembly

Affliations
&b Minutes of the 2024 General Assembly (Draft)

o No objections or corrections

1. Welcome, introductions, housekeeping

2. Approval of Agenda received tO date

3. Approval of Minutes GA 2023

In Memoriam

4. President’s overview of the strategic plan
41 Goal 1 - Long-term financial and organisational sustainability and stability of ISoP
4.2 Goal 2. Create and build a community for optimising the safer use of medicine
4.3 Goal 3- Maintain and enhance scientific knowledge and competencies in the global pharmacovigilance
community

s Request for ISOP members’
approval of 2024 GA minutes

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 5



4. Overview of the ISoP Strategic Plan

Angela Caro-Rojas
) ISoP President 2022-2025




ISoP Advisory Board 2022-2025 23 IsoP

Executive Committee

'

4 - | 4
Angela caro-Rojas e

President Vice President Secretary General Treasurer
Advisory Board Members
|

2000 60

Mayada Alkhakany Ghita Benabdallah Maribel Salas Li Zhang

Strategy and Innovation Academic Special Interest Groups Chapters Student Groups Coordinator China Region
Coordinator Coordinator Coordinator Coordinator CIOMS representative Communication Team 7
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The ISoP Framework

Executive Committee

Advisory Board m

Scientific Board

e o

Chapters Special Interest Groups Communities

Fellows and Honora

y ()

Members Students Industry

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 8



ISoP Strategic Plan 2022-2025

@ Goal1

Long-term financial
and organizational
sustainability and
stability of ISOP

ISoP Annual General Assembly 2025

@ Goal2

Create and build a
community for
optimizing the safer use
of medicines with real
impact in patients and
HCP

£3 IgoP

@ Goal3

Maintain and enhance
scientific knowledge
and

competencies in the
global
pharmacovigilance
community

ISoP Annual Meeting 2025 g



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

& @ Ef 2%

Society handed Clear financial goals, Sponsorship Membership

over in stable strict strategy approved doubled in 3 years

financial condition. income/outcome (whole-year event - more funds +
rules, annual sponsorships). engagement.
budgets.

) i g

Introduced OneDrive repository, Improved Strengthened admin

Strategic Plan Template communications team (part-time +

(quarterly updates), updated (10+ WhatsApp existing support roles).

guidelines, systematic minutes groups).

ISoP Annual General Assembly 2025

ISoP Annual Meeting 2025 4,



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

ISoP documents
available to all ISoP
members and posted
on the ISoP website

[About-Us

ISoP Annual General Assembly 2025

Revised

Revised SIG Guidelines
Updated by Maribel

Revised Chapter Guidelines
Updated by Francesco

Revised ISoP Event

guidelines
Updated by EC

To update ISoP by-laws

(next in the agenda)
Updated by EC and AB

CLGE

New

New Partnership document
by Mayada and Angela

New ISoP Student Travel

Grant for Annual Meetings
by Manal and Monica

New ISoP Pool of speaker's

document
by Mayada, Ghita and Monica

New SB Terms of Reference
(ToR) and Internal procedure
documents by SB and EC

ISoP Annual Meeting 2025 4



4.1.1. By-laws Update
for adoption and
ISoP documents

Monica Tarapués
ISoP Secretary General
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A Article 3 - Membership
Section (vii) - Update according to the new Chapters guidelines document:

ISoP members in one geographical region may form a chapter to facilitate the
organisation of meetings, training courses, or other activities related to the
missions of ISoP. Normally at least fifty members are needed to constitute a
chapter unless agreed with the Executive Committee.

ISoP members in one country or geographical region may form a chapter to

facilitate the organisation of meetings, training courses, or other activities related

to the missions of ISoP. Normally at least ten members are needed to constitute a

national chapter unless agreed with the Executive Committee.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 13
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A Article 3 - Membership
Section (viii) - Update

A Special Interest Group (SIG) can be initially created by at least five ISoP
members to discuss and work on a specific and relevant topic which is
within the scope and aims of ISoP.

vi) A Special Interest Group (SIG) can be created by at least five ISOP members to

discuss and work on a specific and relevant item which 1s within the scope and

aims of I1SoP.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 4,
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A Article 3 - Membership
Section (ix) - Addition of a new section describing the Community group:

A community is a group of ISOP members, approved by the Executive Committee,
united by shared interests and needs, working collaboratively to advance
pharmacovigilance and further the objectives of I1SoP.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 15
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. Article 4- Membership fee ey
ii) - Update Article

As a compensation for the considerable input of voluntary time expected of
elected members of the Advisory Board, their membership fees will be waived
during the length of their active service on the Advisory Board.

11) As a compensation for the considerable input of voluntary time expected of
elected members of the EC, their membership fees will be waived during the

length of their active service on the EC

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 16
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Article 5 - Admission to membership and data protection
5.1 - Updated Article

New applications for membership will be reviewed by the Secretary and the Executive Secretary
of ISoP Secretariat.

5.1 New applications for membership will be reviewed by the Secretary or the

President before final approval of the application.

Article 11 - Executive Committee
Addition of a new Article (11.3):

11.3 The Executive Committee has the authority to grant special recognition to outstanding
ISoP members who have carried out voluntary work within the organization.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 -
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A Article 9 - The Advisory Board of ISoP !
9.4 — Updated section

All members of the Board will have a specific role, as follows.
Four members (President, Vice-President, Secretary, Treasurer) will form the Executive
Committee.
e One member will be responsible for coordination of ISoP Chapters.
e One member will be responsible for coordination of ISoP Special Interest Groups.
e The remaining members will be assigned any other responsibility as directed by the
Executive Committee. It is recommended to have an Academic coordinator, a Strategy
and Innovation leader, a Communication leader, and a Community coordinator.

© Four members will each be responsible for coordinating education and training in

cach of the four regions of Africa, the Americas, Asta/Pacific and Europe.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 18
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P Annex3-ISoP Scientific Board (SB) Mission and Objectives
Update according to the new SB Terms of Reference:

Please visit the ISoP website for the up-to-date SB Terms of Reference
(https://isoponline.org/communities/scientific-board/)

The mission of the SB is to support ISoP’s scientific and educational activities and to offer
expert advice on pharmacovigilance worldwide.

The SB will convene and discuss matters brought to its agenda by any of its members, or by
ISoP’s Executive Committee (EC) or Advisory Board (AB). Examples of activities include:
Provision of scientific and academic authority to ISoP advice, supporting any ISoP projects by
offering input, revision, opinion, recommendations, publications, and networking

Special projects see ToR

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 19
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A Responsibilities of members of the Advisory Board
Updated text

Meetings

i) Members of the Board are expected to attend in person at least one face-to-face Board
meeting per year during the annual meeting. It is also recommended to have Board
meetings every two months (virtual meetings).

Meetings

1) Members of the Board are expected to attend in person at least one face-to-face

Board meeting per year during the annual meeting

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 20
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Appointment of Fellows of the Society
Updated section

i) Within the Advisory Board, a Fellows Nominations Sub-Committee (FNSC) is established,
comprised of the ISoP Secretary (chair) and two other members of the EC/Advisory Board or
Fellowship group. The ISoP Secretary invites other members of the EC/AB or Fellowship group to
volunteer for these positions by email. If there are more than two members wishing to be on this
sub-committee, the Secretary will discuss with the President and their decision will be final.

ii) The FNSC considers applications for ISoP Fellowship submitted to them by members.
Assessment is according to the criteria approved by the Advisory Board.

iv) There is an annual timetable for this process, to allow ideally between six and two months
to apply, from the closing date for submissions, through to announcement of new ISoP Fellows

at the General Assembly.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 54



Summary of main updates
to the By-laws

# ™« Agreement is sought from the ISoP
i v ) Members to adopt the aforementioned
\../ updates to the ISoP By-laws

£3 IgoP

22




41.2. 1SoP
Financial Report

Omar Aimer
ISOP Treasurer

Sophie Spence
ISoP Administration




Income increased by about 10% compared to 2024

Income (EUR)
Membership fees

Discounted membership fees
Total membership fees
Training income

Conference

Other income

Total income

ISoP Annual General Assembly 2025

2024
63’859
61104

124’963

19'632

4'900

531

145’126

2025
70’688
54’880

125’568

33’884

297

159'749

Comments

Successful strategy in attracting
new members through ISoP Global
and Regional meetings

Increase of income from trainings
(Global and Regional)

Low income from Montreal annual
meeting

Income increased by EUR.14'623
(10%)

ISoP Annual Meeting 2025 ,,

ISOP



Spendings increased by about 6.1% compared to 2024

ISOP

Expenses (EUR) 2024 2025 Comments
Payroll 64'163 67'234 Increased activity and working hours
" 2'917 , Increase payment for Springer for
Subscription Drug Safety 329 35895 additional membership.
ISoP Secretariat 4’099 5’554 Increase due to payment fees for the website - New
computers for ISoP administration
Legal and Professional 14203 15'728
General and Administrative 16'457 17'594 More general and administrative expenses
Depreciation 10'017 6’567 Less depreciation
VAT on expenses 4'668 5149 More VAT
Loss/(gains) exchange rates 3'974 5'942 Loss in exchange rates
Bank charge 24 37
Total Expenses 150’522 159’700 Expenses increased by 9’178
e K6A%)
(Loss) / Profits before tax 5’396 (49)
Taxes (+348) | (-662)
(-5,744) (-613) Stability in loss/gain

25



Evolution of ISoP assets in the past 3 years

Strategic Investment: The decline in net
assets (2022-2025) is the result of a
deliberate growth strategy. The funds were
invested in critical areas: a new
administrative role, a new website,
communications, and ISoP visibility.

2022

EUR 2021.10.01

2022.09.30
Current Asset 269256
Liabilities -11'056
Net Assets 262'457
Variation vs -10'221
previous period -3.8%

Strategy is Working: The financial data
confirms the plan is effective. The sharp
slowdown in the rate of decline (-7.6% to
just -0.26%) shows that the growth in
membership is generating new revenue,
which is now nearly covering the increased

costs.

2023

2022.10.01
2023.09.30

278,446
-7'849
242,419

-20'038
-7.6%

25 IgoP

Strengthened Position: While net assets
are lower, the organization has built a
stronger foundation with greater capacity,
modernized infrastructure, and a larger
membership base, positioning it for a more

sustainable future.
2024 2025
Last cycle before
COVID impact
2023.10.01 2024.10.01
2024.09.30 2025.09.30
259121 +259'782
-19'325 -7'259
236’675 236’062
-4'789 -613
-1.98% -0.26%

26
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From Investment to Sustainable Growth

v v N
Imminent Break-Even: The Path to Renewed Growth: Focus on ROI: The next
trends indicate the Once the new break-even phase should shift to
organization is on track to point is achieved, measuring the Return on
reach a new, higher continued membership Investment (ROI) of the
break-even point very growth and operational specific initiatives (website,
soon (potentially in 2026), efficiency should lead to a admin role, communication
where growth-related return to net asset growth, and increasing activities and
revenue fully funds the building from a much ISoP visibility) to quantify
expanded operations. more robust and active their impact and guide
platform than in 2022. future spending.

Omar Aimer
ISOP Treasurer
(2022-2025)

In short, the organization successfully used its
reserves to fuel growth and is now transitioning from
an investment phase to a sustainable growth phase.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 -



4.1.3. ISoP
Membership Report

Monica Tarapueés
ISoP Secretary General
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Membership index year over year

000 80% Increase
from 2022 to 2025
1500 1455
1281 _
1000
903
830 805
790 765
500
0
2019 2020 2021 2022 2023 2024 2025
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ISoP membership Sept 2024- Sept 2025

210 Academics 68 Students

14.4% 4%
276 Public Health
: Organisations &
o
1455 19%

Total members

651 276 Regu'la}tory
Industry - Authorities

L4.7% ' 16.5%

ISoP Annual General Assembly 2025

23 IgoP

717 LMIC
countries

49.28%
1455

Total members

717 HIC
countries

50.72%

ISoP Annual Meeting 2025 3



ISoP membership in ISoP Events

Annual Meeting

2025 Cairo +166
2024 Montreal 164
2023 Bali 156
2022 Verona 281

ISoP Annual General Assembly 2025

Mid-Year Symposium

Uppsala
Barcelona
Leiden

Southampton

Al Seminar (Boston)

39 On going

58 13

48 10

18 18
(online)

25 IgoP
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Chapter

Meérida 104
Kampala

154

Cartagena 20

ISoP Annual Meeting 2025 34



ISoP Chapters

0

members

32



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

& 5 ()

Survey conducted to Clear annual academic Strengthened

assess members’ needs agenda: ~1 event/month communications: social
- tailored responses. (virtual & in-person) media, bulletin, web.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 33



Goal 2 Create and build a community -
for optimising the safe use of medicine 06

<o
b

. Strategies

Define an agenda of activities for communication

A

Specific objectives during the year.
Improve communication

strategy including ISoP Keep communication strategies with tools like
star, all forms of Social infographics.

Media, and digital
communications
(bulletins, website, etc). Cover the communications of important events of
ISoP, including courses and PV certification.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 34



Followers growth 2021-2025

== |inkedln == X == Facebook == |nstagram == YouTube

12500
10,974 ) T 502%
10000
7500
5000

(3612 ) 1 30%
- m— (2960 ) T 62%
R

. (850 ) 1 189%

October 2021 October 2022 October 2023 October 2024 October 2025

ISoP Annual General Assembly 2025

23 IgoP
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19,452

Total Followers

ISoP Annual Meeting 2025 3
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Summary social media impact

What we achieved The Biggest Opportunity:
The need for a content strategy shift
(93_ @ ISoP Online accounts are currently focused on

events, we must integrate high-value scientific
1 9'( 86'( content to bolster the ISoP Scientific Image.

Followers Reach
- Strategy:
El > .
S @ISoPOnline: @ISoPEvents:
+20 5,5'( The scientific and The dedicated event
Posted events Youtube views community voice. promotions hub.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 36



° ° ° ISOP
Performance - social media channel comparison

We are using one of our best performing posts to compare which social
media channel has better engagement

—— Instagram  Facebook X Linkedin
ISoP Statement on the
LBl Views 503 5,876 148 17,677
During Pregnancy
Reach 262 3,036 N.A. 11,353
Interactions 19 97 1 494

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 37
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Website members section tutorials

How to access the member

section on the ISoP website * Drives member engagement
on the ISoP website

e Increases visibility of our
YouTube channel

ISoP Annual Meeting 2025 3g
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4.2.2. Overview of ISoP
activities and
partnerships

' W\ Ghita Benabdallah
Academic coordinator

Angela Caro-Rojas
ISoP President 2022-2025




Overview of online meetings & webinars

Jan Feb

e ISoP New Members

2} Welcoming Meeting

T

(]

e

o

[5-

N —

o

o Medication Error SIG Meet ISoP Student
n Webinar Group Webinar
Q

£

v

<]

f=

T

1]

Q.

£

Mar

PV Journal Club
Webinar No.10

SA Chapter,
Enhancing PV
Awareness &
Consolidation

Students Community

Apr

ISoP New Members
Welcoming Meeting

25 IgoP

e mary

May Jun

Mid-Year Symposium
Uppsala, Sweden

Student Group with
patient safety
movement
foundation PSMF

Medication Error SIG Medication Error SIG
(AMR) Webinar (1/3) (AMR) Webinar (2/3)

754

Registrations 40
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Overview of online meetings & webinars

Jul Aug Sep Oct Nov Dec
PV Journal .

o ) ISoP 2025 Annual . IA Boston Seminar
<} ;
A Patient Safety Day Meeting Cairo, Egypt ClubNV(\)Ie1t1)|nar USA

( N\

UK and Ireland Chapter
H Webinar and Panel Europg Chapter
2 eassiar Webinar and
8 Roundtable
o DIA China Patient Safety Discussion
Day Lunch & Talk webinar \_ )

e ™
o Medication Error SIG Communication SIG Medication Error SIG
0 Webinar Webinar (3/3)

N Y,
Q
._g
@ .
g Aﬁqtgrzigiﬁ:t'{‘er ISoP South Asia ARCS / Western
E 1ap Chapter PV Webinar Pacific Chapter 754
S Symposium
[=

Registrations 41
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Partners with official Other .

° °
agreement with ISoP alliances
IEA CIOMS IO & CF ENCePP ISPE th-tf;gl
World Drug
Rabat Safety
IMSN Collaborating UMC EU2P MedDRA Congress
Centre (Americas and
Europe)
National
ECAMET ARCS DSRU DIA Regulator
y Agencies

42



ISoP Patient Safety Day 2025 :
7 sessions:

17 speakers +
8 Chairpersons
(Chapters leaders

September
0 and guests)

18-19

75 O.people 14 hours of
registered transmission

ISoP Annual General Assembly 2025 43



ISoP Patient Safety Day 2025

ISoP Annual General Assembly 2025

£3 IgoP

Live streaming

1,065

Views on Youtube

879

Views on Facebook

ISoP Annual Meeting 2025 4,



Thanks to the amazing team

Patricia Zuluaga
Middle East Region

Ana Lucia Flores

Latin America Region

Paola Camargo . Alexia Pontifes

Western Pacific Region General Support

Andrea Gonzalez Ghita

GUCDERegion Benabdallah
South Asia / Indonesia /
China Region

ISoP Annual General Assembly 2025

25 IgoP
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Constanza
Moreno

Africa Region

. Zaira Vargas Hernandez

| North America Region

Gabriela Duran

Communications leader
ISoP Administration

ISoP Annual Meeting 2025 4



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

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 46



4.3.1. 1ISoP
Chapters Report

Francesco Salvo
ISoP Chapters Coordinator




ISoP Chapter Leaders

UK & Ireland
Anthony Cox

North America D
= Omar Aimer

"@ \ Latin America
.y LilianaVvargas

t

ISoP Annual General Assembly 2025

Europe / Italy
Marco Tuccori

Chapters Coordinator
Francesco Salvo

’ Switzerland
(= . .
Victoria Rollason

South Asia
Moin Don

Middle East
¥ Thamir Alshammari

Africa
Comfort Ogar

23 IgoP
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China
Li Zhang

Indonesia
Jarir At Thobari

Western Pacific
Navinisha Lee

ISoP Annual Meeting 2025 4g
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Summary of ISoP Chapters September 2025

Europe € (2023)
288 members

UK & Ireland cB1e (2022)
78 members

North America caus(2013) -
264 members
Middle East @ (2015)
70 members
Africa € (2010)

Latin America @ (2021) 239 members Western Pacific @ (2007)
241 members 85 members

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 4q
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Chapter highlights 2025

Western Pacific Latam South Asia
Webinar: From Online Signals to 7th 1SoP Latin American Chapter
Clinical Evidence Symposium

Proudly organised by

ﬁcs\ N o 150D St

Signals to Clinical Evidence

16 October 2025

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 50
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ISoP China Chapter

2024 Regular contact to connect all members
Patient Safety Day webinar -

uI : D‘ 1 . o
Prr(n)%r(())t\?nnggPalzizgsslzi’ety" with « Daily WeChat Chapter Group: contact each other, with all
more than 1000 clicks active members from China

« Quarterly online meeting since 2025Q1
e Hot topics on PV

2025 e Information sharing
Collaborated with DIA China, e Upcoming events update
organized Patient Safety Day
Lunch & talk webinar - “Safe
Care for every newborn and
every Child” with 858 online
participants.

« Offline meeting when convenient, in small group (i.e.,
Beijing or Shanghai)
e Face-to-face contact, getting to know each other
e Networking

e Supporting each other in daily work and in PV event

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 51



4.3.2. 1SoP
SIGs Report

Maribel Salas
ISoP SIGs coordinator




25 [coP
16 ISoP SIGs @ SIGs Coordinator A

Women's medicines (2011) - Risk Communication (2014) y Risk Minimization Methods (2015) & Medication Errors (2017)
\ Mira Harrison-Woolrych Priya Bahri L Jean-Christophe Delumeau Brian Edwards

PV Professional Qualification Framework (2017) : " Herbal & Traditional Medicines (2017) Real World Evidence and Big Data (2023)
Jan Petracek ; Souad Skalli 44 Gianluca Trifiro
o Vaccine Surveillance (2019) Pharmacogenomics (2020) 1 Patient Engagement (2021) Medical Device (2021)
Rebecca Chandler Qun-Ying Yue \ Mayada Alkhakany = Omar Aimer

Giovanni Furlan Jayesh Pandit Rebecca Noss

Drug Safety in Older Patients (2022) @ Ecopharmacovigilance (2022) @ Pharmacovigilance in the Community (2024)

.
Artificial Intelligence in Pharmacovigilance (2024) '®8®  Advanced Therapy Medicinal Products (2025)
Mohammed Fouda < Jim Carlson

@ S

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 53
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e Y

Number of members per SIG
(Sep 2024 - Aug 2025)

200 o
Meetings frequency
180
160 12 ISoP SIGs meet
140 bimonthly
120 (according to their
100 report)
80
60
40
N 1
0
> ) S
N . & O (\’b & & . & Q’b N b
o (@ > & 2 (@ > & Q 0 N & . o )
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SIG Activities |

(Sep 2024 - Aug 2025)

Educational Courses Symposium

Exchange references of

L - Webinars
scientific publications

Abstracts —;

Participation in the

Research Projects —— ISoP Annual Meeting

Collaboration with external Publications
organizations 55



£3 IgoP
New SIGs

New SIG

Advanced Therapy Medical Products (ATMP & RP)
Mission

To promote PV community awareness and considerations when
working with ATMPs &/or RPs

Objective

Increase the awareness, understanding and harmonisation of ATMP &/or RP
implications to PV systems

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 56



. £3 IgoP
New Community

New Community

ISoP Industry Community
Mission

Collaborative platform for a diverse membership to share best practices, discuss

innovative ideas, and work together to enhance patient safety and operational
efficiency

Objective

Tackle complex challenges in healthcare, from operational errors to regulatory
requirements, and everything in between.

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 57



If you are interested in
collaborating with any SIG,
please contact:

administration@isoponline.org

s

1 =

23 IgoP
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4.3.3. Report on Communities:
Students, Scientific Board and Fellows




4.3.3. Students
Community

Manal Younus
ISoP Student Group coordinator




Student Group Leadership 25 IgoP

Advisory Committee (Students)

o

LA
Manal Younus

Founder, Iraq United Kingdom Albania Jamaica

Co-ordinating Committee (Students)
I

Hager Saleh Ibrahim Amidu Arquimedes Gavino

India Sweden Nigeria Perd

61



Objectives

Provide opportunities for professional growth and knowledge sharing

Facilitate knowledge exchange among students

Promote research and publication

Collaborate with international student organizations

Support the creation of pharmacovigilance student sub-groups

ISoP Annual General Assembly 2025

25 IgoP

annivcrary
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Where ISoP’s students come from =

—-5\\-
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90 students
coming from 37
countries
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ISoP Student Travel Grant Pilot Program - e
Facilitate knowledge exchange among students

‘ X ‘ ISoP Student Travel Grant Pilot Program Student Categories & benefits
. A: Local (2 grants/year) | B: Regional C: International
Purpose & aim . . .
. Registration waiver (1grant/year) (1grant/year)
e Support students to 'attend ISoP Annual Meetings + 1-year ISoP Local benefits + Capped travel
e Promote excellence in PV research & engagement membership accomm. support support
Eligibility Category C: Poster/Oral Prize
e Undergraduate or postgraduate (<35yrs) e Open to all presenting students (first author)

e Current ISoP member e Winner receives up to $1500 support for next ISoP meeting

Application process (A & B) Timeline
e Grant form + CV (with DOB & PV work) e Application = Abstract submission deadline
e Reference letter (academic supervisor) e Review = <4 months before meeting

e Proof of student status

e Notification = 3 months before meeting
e Deadline; with 1SoP abstract submission
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Students Group

Collaborate with international student organizations

IFMSA General Assembly (August 2024) IPSF Career Fair & Exhibition (May 2023)




Students Group

Promote research and publication (under development)

Purpose

e Support students’
academic,
professional &
personal growth

e Foster research,
writing, networking
and knowledge
exchange

ISoP Annual General Assembly 2025

Mentorship program

Who How
e Mentees: students e Recruitment &
& postgrad matching
students e 4 + structured
e Mentors: virtual meetings
experienced e Career, research
professionals and writing
guidance
e Mid-year & final
feedback surveys

25 IgoP
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Benefits

e One-on-one
guidance

e Skill development

e Expanded networks

e Enhanced
confidence

ISoP Annual Meeting 2025 g¢



4.3.3. Report from the
ISoP Scientific Board

Véronique Kugener

Chair ISoP Scientific Board
Marco Tuccori

Co-chair ISoP Scientific Board




25 IgoP

ISoP Scientific Board members

The ISoP Scientific Board was created in 2022 by the I1SoP Executive Committee

Mission

Support ISoP Scientific,
educational and
professional enhancements
activities and to offer
expert advice on PV-related
matters internationally

ISoP Annual General Assembly 2025

Véronique Kugener
Chair
; Marco Tuccori
i Co-chair

12 ISoP Core members & Secretariat;
Waiting list: one ISOP member

ISoP Annual Meeting 2025 gg



Term of Reference (TOR) updated in 2024

25 IgoP
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Introduction of SB internal procedures

v

Provides expert
consultation services on
matters related to the
scientific mission of
Pharmacovigilance

v/

Answers any scientific or
strategic orientation
questions received from
ISoP EC or AB

ISoP Annual General Assembly 2025

v

Assists the ISoP Scientific
Committees, in the
organization of conferences
and training materials for
ISoP conferences

v/

Advise on any specific
matters should be
communicated to the EC of
ISoP

v
Discuss new approaches to

delivering innovation within
ISoP

ISoP Annual Meeting 2025 gq



Activities and looking ahead

Activity

Updated WHO ISoP PV
curriculum

SIG Risk Minimization
methods

Promotion

Looking ahead

ISoP Annual General Assembly 2025

Status

Presentation at the
2025 ISoP Annual
meeting

In progress

In progress

Not started & to be
defined with EC &
President, ISoP

25 IgoP
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Actions / next steps

Led by Jurgen Beckmann with engagement from
all ISoP Scientific Board members, and ISoP SIGs

and Chapters
Continued collaboration
Create infographics or other easy-to read

materials about the Scientific Board’s activities
and how to get involved

WHO-ISOP PV glossary
Medication Errors prevention

ISoP Annual Meeting 2025 4



Honorary and Fellow members Coordinators

4.3.3. Report from the

Kenneth Hartigan-Go
Fellows

Brian Edwards
ISoP Vice President

on behalf of Kenneth Hartigan-Go
and Santiago Schiaffino
Honorary and Fellow members Coordinators

Santiago Schiaffino




Proposal for New Activity

ISoP Student Mentorship Program: One-year pilot pairing
volunteer fellows with student mentees.

ISoP Student
Mentorship Structured Approach: Application, vetting, matching,
Program prescribed engagements, documentation, and agreed
(Joint with Student outputs.
Committee)

Benefits & Timeline: Career development,
research/publication, networking; Nov 2025 - Dec 2026

72



5. ISoP Fellowship and Honorary
Awards

Angela Caro-Rojas
Y 1SoP President 2022-2025




: 23 IgoP
ISoP Fellowship Awards 2025

Felix Jirgen Linda Jayesh Hadir Francesco
Arellano Beckmann Harmark Pandit Rostom Salvo

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 74




25 ISOP
ISoP Honorary Member Award 2025 '

Jurgen has been a dedicated ESOP/ISoP member since its
foundation in 2000, contributing over 25 years of service to the
Society and its predecessor, ESOP.

Former Head of Pharmacovigilance at BfArM. Until 2004, it was a
member of the German national expert Group for risk assessment
related to Bovine Spongiform Encephalopathy (BSE).

He served on the EU Committee for Proprietary Medical Products
(CPMP/CHMP), the WHO Collaborating centre for International
Drug Monitoring, the WHO Advisory Committee on Safety of
Jiirgen Beckmann, MD Medicinal Products, and the German Medical Association’ Drug

Committee.

He has played key roles as ISoP Vice President (2000-2003), led
the development of the WHO-ISoP Pharmacovigilance
Curriculum, and continues to guide its update.
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Certificate of Appreciation

-

Emiliano Cappello
ISOP Member

Outstanding efforts to
the Scientific Board

J

ISoP Annual General Assembly 2025

\_

Rabih Dabliz
ISoP Member

Outstanding efforts in
the production of the
ISoP 25th Video

/

25 IgoP
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Upcoming events

ISoP (NASoP) Chapter
Annual Meeting

Vaccines, Oncology
and Advanced
Therapeutics
Safety in an
Evolving World:
Perspectives from
North America

_Cambridge, MA; USA
- 3 December 2025

ISoP Annual General Assembly 2025

9th ISoP Seminar
Intelligent Automation
in Pharmacovigilance

From Innovation to
Impact: Building
trustworthy Al in

Pharmacovigilance

Boston- Cambridge, USA

4-5 December 2025

1st ISOP European
Artificial Intelligence
Seminar 2026

Humansin
the Loop *

Basel, Switzerlahd:?

16-17 February 2026

23 IgoP

anniveriry
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Upcoming events

ISoP
Mid-Year Symposium

ISOP

Collaboration in &2 GLOBAL
Pharmacovigilance MEETING

in an evolving San José, Costa Rica 2026
information #1S0P2026CostaRica

environment Ecosystems of trust:
Pharmacovigilance for

University of Hertfordshire a healthier world
Hatfield, United Kingdom

22-25" September 2026

9-10 June 2026 a £ S
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Upcoming events

Join the

G lo bal H aCkath o n Startups  IT Professionals ~ Universities ~ NGOs

to prevent medication errors!

Regulators Pharma Healthcare providers
November 3-7, 2025 © Worldwide

Nov 3 - Kickoff

| \\ ' Nov 4-5 - Teamwork & Mentoring
‘ A ‘II| | B[ -"lf.-"

Nov 7 - Final Evaluation

Swipe to learn more

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 -4
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Final Acknowledgments from the
Advisory Board 2022-2025

Thank you to the Executive Committee ! . Special thanks to Brian Edwards Gratitude to the Egypt
and Advisory Board members. . and Hadir Rostom. : Chapter and ISoP 2025 LOC.

VAN

person or virtually.

| i CAIR22025

' Appreciation for Sophie Spence

' and Antoinette Ivins (ISoP |

' Administration) and Gabriela | .

' Duran (ISoP Comms & Design) !  Thanksto all participants,
| . whether attending in

ISoP Annual General Assembly 2025 ISoP Annual Meeting 2025 80



6. Advisory Board Elections




ISOP election results

® 3

Dmar Aimer Salvatore Crisafulli Brian Edwards Tarek Hammad

Katarina Ilic Comfort Cgar

Maribel Salas Francesco Salvo Felipe villalobos

ISoP Annual General Assembly 2025

25 IgoP

e mary
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ISoP Advisory Board 2025-2028 23 IsoP

Executive Committee
I

: : : *Chapter s coordination

President Vice President Secretary General Treasurer

Advisory Board Members
I

Salvatore Crisafulli Brian Edwards Tarek Hammad Katarina Ilic Hadir Rostom
Communication & Students Communities & Mentorship Strategy and Innovation Special Interest Groups Membership Academic
Coordinator Coordinator Coordinator Coordinator Coordinator Coordinator 83



6. Questions & Answers
(Time Permitting)

If there isn’t time to answer your questions during the meeting,
please email them to Sophie Spence at




