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8 November 2023

Welcome to alllSoPmembers! I
SOP

International Society dPharmacovigilance



Housekeeping during this meeting

The GA will be chaired by PresideAnhgela CareRojaswith Secretary General
Monica Tarapuésas cechair.

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

If Zoom attendeeswish to ask questions, please use trahat functionality.

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

) £ x A tiEAtO dnbwiour questions today, please email them to
Sophie Spence aadministration@isoponline.org andwe will respond.
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2. Approval
of
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. Reporton 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. Looking forward
5.1 Planned events in 2024
6. Q&A
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3. Approval of 2022GA Minutes 2023 Annual

Meeting

ISOP International Society

of Pharmacov |;j[| ance

General Assembly

A Minutes have been posted on théSoP
i v website: https://isoponline.org/about

13.00-14.30 CET

Isop/generatassemblweports/
Present:
Society President Mira Harrison-Woolrych, Rebecca Chandler (Vice-President), Deirdre MeCarthy
(Secretary General), and Jean-Christophe Delumean (Treasnrer). O
Advisory Board members: Angela Caro Rojas, Jan Petracek, Mdnica Tarapués, Gianluca Trificd,
Manal Younus, approx. 180 members of the Society and 34 Society members connected online. ~ .

T A No objections or corrections received to

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

agents date

1. Welcome, introductions, housekeeping
2. Approval of Agenda

e o e s Annual
3. Approval of Minutes GA 2021

4. President’s overview of ISoP activities s s s ~ Y Z = z hY L = e
e e A Request forlSoPl Al AAOOGS6 oRDDOI GAA

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

Code of Conduct; Scientific Board; Chapter Guidelines -

" mbecing Repor 2022 GA minutes

e Assembl

9. Report from Chapters

10. Report on SIGs

11. Fellowship and Honorary Member Awards 2022

12.1 Advisory Board election results
122 Remarks from new ISoP President 2 O 2 3
13. Looking forwasd

14. AOB and Q&A

Slide4



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

4. Overview of thdSoPStrategic Plan

Angela Cardrojas
ISoPPresident 2022025

ISOP



What is|ISoP?

A Professional, academically driven society open to all working in
pharmacovigilance and related fields, in any country of the world

AFounded 1992 as ESOP and becalB8ePin 2000 ISOP

ANon-profit, independent organization, funded by membership fees

AAIl members elect a board of 10 members who elect the President A”g‘;i'eﬁi?yera'

who designates the EC members among the elected board members. 2023

O#1 1 | EOOAA Ol OAAZAO OOA T &£ | AAEAET AO x|



) 3 1 Migsion and Objectives [qoP

AEnhance all aspects of the safe and proper use of medicines
AFoster pharmacovigilance and risk management scientifically and

educationally
AProviding a forum for international discussions ISOP
AProvide assistance to individual countries, improving the coherence

of national systems
) _ _ Annual General
AEncourage pharmacovigilance education by promoting regular Assembly

exchange of information through meetings, symposia, workshops, 2023
bulletins and social media



Introducing the ISoPAdvisory Board (AB)
ISOP

ISoP 2022-2025

Executive Committee

- ;l
] k
Angela Caro

President

\
Brian Edwards

Vice President

Ménica Tarapués

Secretary General

Advisory Board Members

Omar Aimer

Treasurer

Mayada Alkhakany

Strategy and
Innovation coordinator

Ghita Benabdallah

Academic
coordinator

Maribel Salas

Special Interest Groups
coordinator

Francesco Salvo

Chapters
coordinator

Manal Younus

Student Group coordinator
CIOMS Representative

Li Zhang

Communication Team

ISOP

Annual General
Assembly

2023

Slide8



Communities

Honorary and Students Group ISoPScientific Board
Fellow members

Kenneth Hartigan-Go Veronique Kugener

Honorary and Fellow Student Group scientific Board
Members Coordinator Coordinator Chair

ISOP



|ISoPOverview

In 20251SoPwill be
recognized as the
leading global
champion for
education and
research In
pharmacovigilance
and the safe use of
medical products and
devices

Long term financial and organizational
sustainability a stability of ISoP

Strategic and innovation
committee

Brian Edwards Angela Caro

1SoP Vice President 1SoP President

Mayada Alkhake

Coordinator
AB Member

Treasurer
(support)

Administrative
committee

Mayada Alkhakany

AB Member

u:c Tarapués

Coordinator
Secretary General

Sophie Spence

Executive Secretary

Financial
committee

1SoP Vice President 1SoP President

©Omar Aim

y Coordinator

Trecisurer
Jean C. Delumeau

(under advice)

|pIoUBULY [PUORDZIUDBIO AYjIGPUIDISNS

Information and communication system

Academic and researcher community

Community creation for optimising
safer use of medicines

Communications
committee
LN .
Communications
manager

Coordinator
Secretary General

Academic coordinator

Executive Secretary 1SoP board member

Academic
committee
L L

irobebis

AB Member AB Member

Ghita Benabdallah

Coordinator
AB Member

Sophie Spence

Executive Secretary
Student representative

Maintain and enhance scientific knowledge in
the global pharmacovigilance community

00090

Maribel Salas Francesco Salvo Manal Younus Kenneth Hartigan-Go [l Veronique Kugener

special Interest Groups Chapters Student Group Honorary and Fellow Scientific Board
c c c Members Coordinator

ISOP

Annual General
Assembly

2023

Massive academic activities

Public statement
Policy of public health about medicine supply

Slide10



4.1. Goal 1Longterm financial and
organisationasubtainabilityand stability ofSoP

ISOP

International Society dPharmacovigilance



Goal 1

Longterm financial and organizational sustainability and stability 80P

Strategic and innovation committee

- ®

Angela Caro Brian Edwards
( ? — ISOP President ISOP Vice President

Mayada Alkhakany ‘r*
7 &
Coordinator A=
AB Member S O

To define ISoP Strategy, identify
improvement opportunities and strategic

alliances.

Omar Aimer

Treasurer
(support)



4.1.1. Administrative Report

Angela Cardrojas
ISoPPresident 2022025

ISOP

International Society dPharmacovigilance



Resultsobtained for all ABMembers
Administrative team

A Administrative bussiness

o0 Definition of ABmembersroles andcreation of Committesfor developingthe 20230 2025
Strategicplan

Creationof institutional emailsfor AB roles

Creationof a Drivewith all the institutional information for traceability
Launchingthe new website (Definedby previousEC)

New Administrative support (Antoinette Ivins)

Presidentand ABmembersinone to one meetings

©O O O O O

A Redesignof:

0 Annualmeeting andacademicactivities guidelines Checklist for venuesselection checklist
for annualmeeting

o Membershipprocess friendly in webpage

A Design of
0 ISoPSponsorshipPolicy Industry partnership
0 ISoPeducationaleventsorganizedby Chapters/SIGs
0 Procesdor ISoPABLeadersrepresentationin eventsand financialsupport (In process

ISOP

Annual General
Assembly

2023

Slide14



Goal 1

Longterm financial and organizational sustainability and stability t8oP

Financial committee

Omar Aimer

Coordinator

Treasurer

Angela Caro Brian Edwards

ISoP President

Jean C. Delumeau

(under advice)

ISoP Vice President

Specific objectives

1 1 Target financial margin of at least 5% over each year (subjectto
" budget 202223).

Strategies

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

Increase the income from membership fees.

1 2 Identify and negotiate at least one new funding
. scheme.

Strategies

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



4.1.2.1SoPFinancial Report

General Assembly
Bali, 202311-08

Omar Aimer
Treasurer

ISOP



Income increased by more than 11% compared to 2022

Income(EUR) 2022 2023

Membershipfees f ¢ %c f c %Kk

Discounted membershipfee d b 2d d c ¥2b

Increasing membership from Verona

Total membershipfees | d %2f | e Y2b meeting ISOP

.. : Increase of income from trainings (AM2P,
Trainingincome b g ¥2g d K %€ Leiden, Boston)

No profit/deficit from Verona (increased

Conference b Y¥%b membership)

Otherincome b Y%k b Y%b Annual General

Assembly

Totalincomeb k d %2 b b f %l MBNLD HMBQD@RDC AX 2023

Slidel7



Spendings increased by about 11% compared to 2022

ExpenseEUR) 2022 2023
Increased payroll : Secretary assistant +
Payroll f bY%c f e Y2b Communication lead
Subscription Drug Safet c g Y2d d d 2h Increased payment for Springer
ISoPSecretariat 3,301 e Y2b
Legal and Professione b k Yf b c %i
more general and administrative expenses
General and Administrativ bf %e b d ¥2h new website
Depreciation b %2k d %2] more depreciation
VAT on expense d ¥f f Y2e more VAT SO
Loss/(gains) exchange rates b i g %29 Loss in exchange rates
Bank charge 66 50
Total Expense: b b d % b d e % Expenses increased by 11% Annual General
Assembly
: . . 2023
(Loss) / Profits before tax (j %2f ) bj Yai
Taxes (-695) (b Y2k L
Loss justified by rising inflation,
increase in payroll and oreme
Website cost
(h %21 1 (< k 2k Slide18




Total Assets2023 vs previous years

First year fully COVID | In a world which has| Increasing inflation and
impacted irreversibly changed expenses despite an
Increase of income

2020.10.01 2021.10.01 2022.10.01

2109.09.30 2022.08.31 2023.09.30
Current Asset Tci k¥ Tcgj % C hi %e
Liabilities h %e b b Y%Kk h Y2i
Net Assets fTchciw fTcgc 242,419
Variation vs -b k %2c < k %k
previous period - 3.8% 7.6%

Slidel9
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The 20239-30 figures

A Payments for the newlSoPwebsite + " 0 8 X {wyx=aiddRAugust 2023)

A)l AOAAOCA 1T £ PAUOI 11 A@bAl OAO h AAI ET EOOOAOEOA O

AOAUI A1 O EIl AOAAOAA Ol . AOOOA 3DPOEI CAO %528 YYG&QWI

A Successful Verona meeting with new members ISOP

A Good profit from the Boston meetingEURQS6 ®T X 1 1 O AT O OET ¢ 1 Ax Al AA

A New additional income from the AM2P project with EU2P (good profit 20 2UR.T 6 QP W Q

A Good profit from the Leiden meeting (EURE P6 PP P Q8 Annual General
Assembly

2023

U Compared to 20289-30, an increase of assets despite the cost of the new website
i "o8TPO6PPPQ AT A ET AOAAOCA $00C 3AMAMBW 1 OOT Al h |
(end of current budget cycle).

Slide20




Target financial margin of at least 5% over each year (2)

A Increase the income from membership fees in line of inflation:

0 €215t0€241/ €751t0€91 / €35 toe41(+ 8 EUR bank charges)

0 Increaseonly for new memberstarting 0tJan2024

0. dAf RAY 3

Standard Membership Reduced Membership

€215.00

+ 6 Euros card processing fae
Conditions apply - see below
Applicable to:

¢ Individual members from High-
Income Countries* (HICs) affiliated
to a commercial organisation

APPLY NOW

f2el fae

€75.00

+ & Euros card processing fee
Conditions apply - see below

Applicable to:

* Individual members from High-

Income Countries* (HICs) affiliated
to a not-for-profit organisation

* Individual members from Low and

Middle-Income Countries* (LMICs)
affiliated to a commercial

organisa tion

+ Students, Retired or special

CCCCCCC tances from HICs

- Y2y 3 OdzNNBVY

€35.00

+ 6 Euros card processing fee
Conditions apply - see below

Applicable to:

* Individual members from Low and

Middle-Income Countries* (LMICs)
affiliated to a not-for-profit

organisation

* Students, Retired or special

CCCCCCC tances from LMICs

IN§OP

YSYoS

Slide21



Acknowledging the reality and anticipating the future

\

In a context combining:

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

A Plethoric offer of webinar including free webinars

A Rising inflation ISOP

A Successful Boston and Leiden meetings.

U An increase of membership fees, number of members with various projects and new Annual General

transparent and clear processes as a result of the different goals set by the EC to ensure Assembly
sustainability in a miderm of the Society. 2023

Omar Aimer
Treasurer o1SoP20222025

Slide22




4.1.3.1SoPMembership Report

MonicaTarapues
ISoPSecretary General

ISOP

International Society dPharmacovigilance



ctober 2023

IsoP Membership

Membership index year over year

1,000 d

12% Increase in

2020 2021 2022 2023
-

2018

2019

[QoP

Annual General
Assembly

2023

Slide24



Membership Report| October 2023

ISOP MEMBERSHIP 2023
OCTOBER 2022 TO OCTOBER 2023

159 PUBLIC HEALTH

ORGANISATIONS & OTHER '

374 HIC COUNTRIES

119 REGULATORY
AUTHORITIES
\ / Annual
529 LMICS COUNTRIES
) General

432 INDUSTRY Assem bly
2023

161 ACADEMICS
32 STUDENTS ’

Slide25



ober 2023

embers]
R 3ok
ISoP New Membership Applications
From 2019 to 2023 ISOP
300
@ Annual
200 ::;?mc:ti?ns G e n e ral
foubledin Assembly
100 — 2023
0

2019 2020 2021 2022 2023 Slide26



Africa Americas Furope Asla Middle Fast Western Paclfic

Algerla ? | Bermuda 1 | Alhanio 1 | Bangladash | 5 | Fgypt 23 | Australia 25
Botswana E | Canada 17 | Armenla 1 | P.R China 18 | Irag 14 | Hong-Kong 3
Burkina Faso 1| usa 137 | Azerbaljan Rep 1 | India 31 | fran 2 | Indonesia 24
Carneromn 1 150 | Austmia 3 | Mongolio 1 | Jordan o | Japan 5
Congo 1 Balgium 4 | Pakistan 3 | Kuwait 3 | Korea (ROK) 4
Erilrea 1 [ Argenting 11 | Baslgaria 1 58 | Lebanan 3 | Malaysia 8
Eswralini 1| Belize 1 | Croatia 4 Ornan 4 | Mew Zealand 12
Fthiopia 3 | Borbados 1 filis 1 Palbestine 2 | Popin New Guineg 1
| Gabon 1 | Brail 13 | Creck Rep - Qatar 1 | Philippines g
Ghana 10 | Chile 4 | Denmark z Saudi Arabia 9 | Singapore 4
Kenya 1# | Colombia 14 | France 24 LA Emirates 7 | Thailand .
Malaw 1 | Costa Rica 1 | Finland 1 76 | Tonga 1
Moroooo E | Dominican Rep 1| Georma 1 ag

| Migeria 10 | Ecuador 6 | Germany 28

Sanegal 1| ElSahsador 1| Gresece 1

south africa 10 | Guatemala 2 | Hungary 3

Sudan 1 | Guyana 1 | Ireland 10

Tanzania 1 | lamaica 2 | Haly 29

Toge 1| Mexico 18 | Eazakhstan Rep 1

Tunisia 2 | Nicoroguag 1| Lalvia 1

Lpanda 20 | Fanama 1 | Lithuania 1

Jiorlua 1 [ Peru 10 | Luxembaurng 1

98 | Uruguay 4 | Mocedonig 2

Venaruel 1| Maldova 1

21 | Montenegro 4

Total 243 | MNonwey 11

Poland 2

Portugal 5

Fiomania I

Fussta 2

Serbia ]

Slovakia 1

Spain B

Sweden 43

Switzerland EL

The Metherlands 7

Turkey 4

LK 47

LEraina 3

330

ISOP

Committed to safer
use of medicines
worldwide

Slide27



Mapping the Membership

ISoP Chapters-Geographical Distribution
As of October 2023

ARTIC OCEAN

Europe — 2023
(330 Members)

Swiss &
Austria — 2009
(37 Members) I

UK & Ireland — 2022
(57 Members)

South-Eastern
Europe —2012
(33 Members)

Italy — 2006
(29 Members)

(23Members) | 0 el ———

(40 Members)

North America — 2013 - e Soumm e
150 Membe W I 2
: i P Egypt—2020 |, ‘
ORT é | ‘

Middle East — 2015 (53 Members)

China—2016 |
(18 Members)

;,‘:Zf‘

PACIFIC
OCEAN

S

Africa— 2010
(98 Members)

PACIFIC
OCEAN
Latin America (including Mexico)

- 2021 (93 Members) i?LTf?TIC
OCEAN

SOUTHERN
OCEAN

K’
Indonesia — 2017 ‘\
(24 Members) 4%
Western Pacific — 2007
(74 Members)

INDIAN
OCEAN

ISOP

Annual General
Assembly

2023

Slide28



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

ISOP

International Society dPharmacovigilance



Goal 2

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

Specific objectives

Academic committee
2 i 1 Identifyunmetneedsin research, training and education for PV
professionals and provide solutions .

Strategies

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

Maribel Salas Francesco Salvo

_— AB Member PERlerbor Participate in academic activities and projects organized by partners.

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

CGhita Benabdallah

Coordinator
AB Member

2 2 Maintain high standards of technical quality in the main activities
. of ISoP. Annual Meeting, Mid-Year Training, Patient Safety Day,
Boston Seminar.

Executive Secretary Define attractive topics and outstanding speakers for each activity
Student representative




4.2.1. Overview ofSoPactivities 2023

GhitaBenabdallah ISOP
Academic coordinator



meetings & webindis2)

Mid-Year

o
Symposium 8
Leiden -
Indonesia : =
Q
Chapter (4), Ilgjhoan izlra B
ltaly Chapter (3) P 2
@)
Studentgroup ((%
PHAT (Middle East ki Rayiciaby &
International Chapter, PE SIG, Conference Summit =
(Middle East South Asia (Herbals SIG) (South Asia =
Chapter) Chapter) Chapter) LL
o
JAN FEB MAR APR MAY JUN

Summary
of Activities

[QoP

Annual General
Assembly

2023

Slide32



eetings & webin#ps2)

SoP 2023 IA Boston
Annual Seminar, USA
eeting Bali

Swiss Austria

Chapter
Swiss Austria Swiss Austria in-
Chapter, South person (Zurich),
Asia, College of Boston World
Pharmacy Drug Safety
Bombay congress
JUL AUG SEP OCT NOV DEC

|SoP

SIG Chapter

External

Summary
of Activities

[QoP

Annual General
Assembly

2023

Slide33



Summary

Indonesia

6 webinars
Swiss-Austria ISOP

5 webinars +1
onsite

Annual General

italy Assembly

Medical 5 webinars 2023
Devices
3 webinars

Student
group Slide34



ISoPMid-Year Symposium 2023

a5 Organisedn collaboration with the Netherlands
ol e il Pharmacovigilance Centreareb

ISoP Mid-Year Symposium

1-2 June 2023
In Collaboration with Lareb

Pharmacovigilance: where science
meets clinical practice

Meet our speakers and chairpersons

5;@ =

Chandler  Prof. Jean-Luc Faillie

Ms. vo
|
| » R
b pls,
\ <«<»
Dr. Marco Tuccori Prof. Teun van Gelder  Prof. Eugéne van Puijenbroek Prof. Rob van Marum

e A i i More than 100 participants from:
FEurope
ENorth America
EMiddle East Slide35

ISOP

Annual
General
Assembly

2023




Pharmacovigilance Journal Club Summary

of Activities
S
r Ty International Society
ISOP of Pharmacovigilance
PHARMACOVIGILANCE . ISOP
JOURNAL CLUB >
. Annual
i & General
Assembly
2023

FREE WEBINAR FOR ISoP MEMBERS

T Memec—

Slide36



r

International Society

ISO of Pharmacovigilance

PATIENT SAFETY DAY 2023

ISOP Patient Safety Day

AFRICA CEST 8 - 10 AM | MRC 7 - 9 AM

Moderator: Comfort Ogar
George Sabblah
Mamadou Madiou Diallo

Rania Aly

OCEANIA CEST 11AM - 1PM | AEST 7 - 9 PM

A September 7th and Septembe8th e ol
Miyar Abumaree Fatima Garcia-Lorenzo

Aldin Jaminson

ASIA CEST1-3 PM | UAE3 -5 PM

A 7 SeSSIOnS: 24 Speakers + 7 Chalrpersons r\Kﬂr?sc:liraaltjt:lzeTl:anwirMAlshammari

Manal Younus

(Chapters leaders and guests)

AGENDA - SEPTEMBER 8TH
EUROPA CEST 3 -5PM | UK 2 - 4 PM

A 15 hours Of transmISS|On Moderator: Marco Tuccori

Angela caro-Rojas
Andrea Spini
Maurizia Mezza

\

™

More than 900 people registered on social s R

o William Randall Begona Nafria Escalera
m ed Ia omar Aimer Emily McDonald
Hadir Rostom Florence van Hunsel
LATAM CEST 12 - 2 AM | MEX 4 - 6 PM

Moderator: Liliana Vargas Neri

Areli Cruz Trujillo Andrea Gonzalez
Cintia Sanchez Rivas Claudia Bento

MEET OUR SPEAKERS!




ISOP Thanks to thefantastic team!

Jenni Murcia Oceania region

Patricia Zuluaga Asia region
Constanza Moreno Africa region
Andrea GonzalezEuroperegion

Ana Lucia FlorezLatin-America region

D> v v D D

T\

Gabriela Duran Communications leader

A Melissa Bernal:General Coordinator, North America



IOt

ISOP

ation coordinator

The International Society d&*harmacovigilance



ISoPMembers survey

@ C\

The opinions of members
are important!

4 h

To gather comprehensive feedback

from membersto .

A Enhance membership benefits
Improving members satisfaction
Understanding member needs
ldentifying current members
challenges

\_ /

nnnnnnnnnnn

ISOP

Annual General
Assembly

2023

Slide40



IéoP

We would love to hear from you!

We want to make o

5. Are you a member of an ISoP Chapter?

@ Africa Chapter 12 155
@ China Chapter 3
. Egypt Chapter 6
@ Indonesia Chapter 5 70 I O |;
. Italy Chapter 5 60
@ LATAM Chapter 16 50
@ Middle East Chapter 5 40
Annual General
@ North America Chapter/NASoP 21 30 Assembly
@ sSouth Asia Chapter 0 >0 2023
. South-Eastern Europe Chapter 2 10 I I
@ switzerand & Austria Chapter 2 o l - - me [ | p— . =
. UK-Ireland Chapter/UKIRL 7
@ \Western Pacific Chapter 5 Slide41
iae
. Not a member of an ISoP Chapter 68



6. Are you a member of an ISoP Special Interest Group (S1G)?

Women's medicines

Risk Communication

Risk Mininization Methods for A...

Herbal and Traditional medicines

PV Professional Qualification Fra...

Medication Errors
Vaccines
Pharmacogenomics
Medical Devices
Patient Engagement
Ecopharmacovigilance

Drug Safety in Older Patients

I'm not member of an ISoP Spec...

15

22

19

21

14

14

10

70

60

50

40

30

20

10

0

155

IgoP

We would love to hear from you!

[QoP

Annual General
Assembly

2023

Slide42



8. Which ISoP events have you attended since you joined?

Annual Meeting 88
Mid-Year Symposium and training 28
ISoP-UMC Training course 25
ISoP Boston Seminar 12
ISoP Patient Safety Day webinar 46
Chapters or SIGs webinar 54
PV Journal Club webinar 37
None, please explain in the next... 27

90
80
70
60
50
40
30

2
1

o o O

ISOP

We would love to hear from you!

ISOP

Annual General
Assembly

2023

Slide43



ISOP

We would love to hear from you!

During your membership to ISoP, which benefits did you find most valuable?

@ Online access to the full content... 12 14
. Reduced registration fees for th... 13 12 I O | )
. Complimentary on-line access t... 9 10 S
@ Networking and integrationtoe... 9 8
@ Global collaboration on specific ... 10 6 Annual General
. Complimentary on-line access t... 8 4 Assembly
2023
@ Book discounts 3 5
@ Other 0
0

Slide44



ISoP
We would love to hear from you!

We want to make our membership even better and
more valuable than before

Please complete the survey below and share your
comments and suggestions.

@isoponiine

wewisoponline.org

ISOP

Annual General
Assembly

2023

Slide45




ISOP
IS OP Thanks to thesurvey team! I ——

Monica Tarapués/ Secretary General R il

Sophie Spence Executive Secretary



n Team Report
IOt

ISOP

The International Society d&*harmacovigilance



G@@ie a1d build a community for optimizing safer use of medicines with a measurable impact on patients and HCI

Specific objectives

2 3 Improve communication strategy including 1SoP
. star, all forms of Social Media, and digital
communications (bulletins, website, etc).

Strategies

Define an agenda of activities for communication

during the year.

— Communications Academic coordinator

manager Keep communication strategies with tools like
infographics.

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

Coordinator L
Secretary General

Executive Secretary ISoP board member



Social Media Report 2023

ISO'P International Society

of Pharmacovigilance

Followers growth (2021 - 2023)

== Linkedln == X == Facebook == |nstagram == YouTube

8000

6,032 ©®@)(in

@ISoPOnline

6000

4000 3,379 13,177

Total followers

2000 2,453
835 4,002
0 478 New followers in 2023

October 2021 October 2022 October 2023



t from China Chapter

867 Rk
B [QoP

A 10.23%

B 107%
Annual General

Assembly

Province Number  Proportion

Beijng 264 35.06% 2023

Shanghai 132 17.53%
Jiangsu 53 7.04%
Guangdong 53 7.04%
Sichuan 35 4.65%

Slide50



ISdP

Committed to safer use
of medicines worldwide

Read our new
brochure!

Join our community

@ISoPOnline

www.isoponline.org

I5oP
ISoP Brand,
Guidelines™

L=

wsletters

The I1SoP Star

No. &8 paly 2023

Sate your PV appetite n Ball

M oo Ball meeting, there will De the chance
50 Rear About work with an internationsl
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peblished o S0Py offclal Jowrnal Drg
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Sy visiting the &

ISOP

Commitied to saler use of medicines workdhide.

Free Webinar Access for All ISoP Members!

1P

NASoP Annual Meeting 2023
October 12813
08:00 - 12:15 EOT

S Meeting Agenda

Day - Thursasy, Octobar 12

Join LS for the NASOP Amnusl Virtusl Mseting on October 1207
ana taunt

Day 1 kicks off with the ISoP Glebal Inftiatives, NASoP Chapter
Updatas, anc an cveriow ofthe Am2P nativ. Plus, con't miss
the Symposium on Real-Workd Data n Phamacouglance and
Aok

n By 2, wel delve it vl topcs ke Divrsiy and Inckusion
In Clical Tiks anc Prarmacoviglance, as wall as BenelcRik
NASOP Executie Commitise and gain insight inio fure
perspactives, Includng the 1SoP Annual Mesting In 2024
Regists now!

The 1S0P Switzeriand and Austria Crapter ia thriled to extend a
special invitation for you o foin its upcoming members-only
webinar on October 13, 2023, at 06:00 UTE (08,00 GEST)

Don't miss tis opportunity fo particpate n & compeling

prassntation by D Amalia Alexe on the “lterpratation of PV
Reguations in Pregnancy and Breastieeding - a TransCelerate

T —— T
o
IooP ez
Interpretation of PV Regulations.
in and Breastfeeding
Amatis Alexe project

ISOP International Society

of Pharmacovigilance

Commitied Lo safer use of medicings sorlawc

ISoP NEWS

EISoPOnling | Bimonthly Newsletter

October 2023

“Please share with your colleagues, students, membars and soclal networks*
Register now for the 1SoP 2023 Annual Maating ‘Putting Patients First in
i . i ives from Global South’ in Bali, Indonesia

from & to @ November 2023,

With less than three waeks until [SoP 2023 Bali. the most important event of the year

for ISoP, we are excited to extend a warm welcome to renownad international

speakars wha will delve inta a variaty of essential topics in the fiald of

pharmacovigilanc. Additionally, don't miss out an the opportunity to enhance your
with four courses on 6 November 2023,

Join the conversation #1SoP2023bali

Register now for I50P 2023 Bali

7th ISoP Boston Seminar - Intelligent Automation in
Ph vigil 4-5 D ber 2023

Phar

Register Now!
Since 2017 the sonal Society of (1S0P) has organisad
seminars on “Intall ion in

This scientific seminar brings together leading ragulators. leaders in drug safety, and
axperts from major tachnology and service providers to exchange experience and
ideas on thie engaging and impanant togic.
Da not miss this twa-day seminar in Bostan on major fransfarmation in

For the preliminary click here. Mare is

available HERE

ISOP

Annual General
Assembly

2023

Slide51



ISoPWebsite: New look and design

=D — JORIXL

ABOUTISOP  TRAINING MEMBERS CHAPTERS SPECIAL INTEREST GROUPS  ANNUAL MEETINGS RESOURCES NEWS

) International Society
of Pharmacovigilance

Pharmacovigilance

International Society of ess oy L ISOP

Annual General
Assembly

What is ISoP? 2023

The International Society of Pharmacovigilance (ISoP) is an international non-profit scientific organisation,
which aims to foster Pharmacovigilance both scientifically and educationally, and enhance all aspects of the

safe and proper use of medicines, in all countries.

A friendly networking Support among PV An open and A discussion platform for Meetings, education and
environment professionals impartial forum research and ideas affordable training




d Alllances
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ISOP

The International Society d&*harmacovigilance



ISOP
Goal 2

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

Specific objectives

2 4 Define a plan for strategic alliances and
. communication

Brian Edwards Angela Caro

ISoP Vice President ISoP President

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.
AB Member

Kenneth Hartigan-Go Veronique Kugener

Honorary and Fellow Scientific Board
Members Coordinator




Alllances

International Ergonomic Association(IEA). Memorandum of
Understanding signed consideringa medication safety sessionfor Korea2024 IEA
AnnualMeeting

Councilfor International Organizationsof Medical Sciences(CIOMS)
Manal Younus ExecutiveCommittee and ISoPrepresentative

World Health Organization (WHO): Mutual support in annualmeetings ISOP

Institute for Safe Medication Practices Active participation in the International
Medication Safety Network

UppsalaMonitoring Centre (Mutual support in communicationg Annual General
Institute for Healthcarelmprovement: Defining projects for Collaboration Assembly

EU2P Memorandum of Understandingsigned, Collaborationin the AM2Pinitiative 2023
from NASoP

EuropeanNetwork of Centresfor Pharmacoepidemiology&

Pharmacovigilance (ENCePIPSteering Group: GianlucaTrifird, ISoP
representative



4. 3. Goal 3Maintain and enhance scientific
knowledge and competencies in the global

pharmacovigilance community
ISOP

International Society dPharmacovigilance



Goal 3

Maintain and enhance scientific knowledge and competencies in the global pharmacovigilance community
Specific objectives

3.2JNNIznjeyf‘5 fyn 3aN"e._f a dfkz eledf eNy NEé
Strategies

Implementand 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.

3.3 JInnNkneyf & fyn 3N e f A& dfHGNEI ¢ FIAT & MY kN

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

Maribel Salas

Special Interest Groups Scientific Board Chapters
Coordinator Coordinator

Veronique Kugener Francesco Salvo

Honorary and Fellow Student Group
Members Coordinator Coordinator



4.3.1.1SoPChapters Report

Francesco Salvo
ISoPChapters Coordinator IS OP

International Society dPharmacovigilance



Summary oflSoPChapters(October 2023)
- YearofCreationChapter ~ Members

1 2006 Italy 29

2 2007 Western Pacific region 74

3 2009 SwitzerlandAustria 37

4 2009 LATAM (merged with Mexico in 2021) 93

5 2010 Africa 98 ISOP
6 2012 South-Eastern Europe 33

7 2013 North America/NASoP 150

8 2015  Middle East 53 Annual
9 2016 China 18 General
10 2017 Indonesia 24 Assembly
11 2020 Egypt 23 2023
12 2021 South Asia Chapter 40

13 2022 UK and Ireland 57

H
N

2023 *Europe 330 Slide60



ISOP

Annual
General
Assembly

2023

The newlSoPEurope chapter was officially launched during tH&oP

mid-year meeting in Leiden (June 2023)
Slide61



Chapter Highlightg Webinars & Symposia 2023

ISeP

Nonh Amedca Chipir
NASoP

NASoPAnnual Meeting 2023
October 12 & 13
08:00 ~12:15 EST

NASoPMeeting Agenda

Day 1-Thursday, October 12

Welcome to the Annual Virtual Meeting

150P Global initiatives
NASoPChapter Updates
Am2P Initiative Overview and Update

Symposium: RWD in Pharmacovigilance and Risk

Day 2-Friday, October 13

+ Diversity and Inclusion in Clinical Trials and PV

+ Benefit —Risk Assessment and Risk Management in PV I OP International Society
« Introduction of new NASOPEC and future perspectives S of Pharmacovigilance

« ISoP Annual Meeting 2024 et ute of me s A

Adverse Drug Reactions - )
when drugs deceive the
immune system into battle

Join s via Zoom
October 12 and October 13,2023

ating isopen  toallisoPmembers.
, omiSoPtodayand register o o
September 8, 2023

11:00 UTC / 13:00 CEST

Webinar organised by 1SoPNorth America Chapter (NASoP)

G)¢]

@iso
Lester is an experienced senior scientist and immune-
mediated drug hypersensitivity specialist. After achieving
his PhD in Immunology from the University of Bern,
Switzerland, he now applies his expertise of in vitro
assays for  drug hypersensitivity  diagnostics.
Lester also provides immunology consulting for
suspected adverse reactions during clinical trials. His
current research focuses on immuno-phenotyping
analyses of patients with severe delayed drug reactions
like DRESS/DiHS (Drug Reaction with Eosinophilia and
Systemic  Symptoms/Drug induced hypersensitivity

syndrome).
Join us via Zoom
Webinar for members only
Webinar organisedby S0P Switzerland & Austria Chapter o

@!soPOnline

Drug Safety during

Pregnancy

Join us via Zoom

Free Webinar

August 8, 2023 at 12:00 UTC

1

Webinar organised by

Ema Ferreira, B.Pharm.,, M.Sc., Pharm.D., FCSHP, FOPQ

Ema Ferreira holds a Pharm.D. degre
professor at CHU Ste-Ju
Pharmacy. She completed h
Université de Montréal, fol
m at the University of B
completed a residency
and Children's Hospital a
Hospital

and is a clinical
and the Faculty of
harmacy studies at
ed by a Pharm.D.
h Columbia. Ema also
natolog) men

ogy at BC Wor
Long Beach Memorial

Dr Saadia Skalli

ist who graduated from the

, where she also did her

ked as a research assistant

at the Centre Hospitalier Sainte-justine in Montreal
| practitioner at the Centre Hospital

Saadia is a clinical pharm

and Pharmacovigilance,
obtained in France, Belgium and Canada

1S0P Middle East Chapter $9 i
@ISoPOnline

LATAM

ISOP

Simposio Latinoamericano de la Sociedad
Internacional de Farmacovigilancia.

(ardagena

Del 28 al 30 de Agosto

Temas de
Conferencia

Armonizacién regulatoria

Educacion Universitariay
Entrenamiento en Farmacovigilancia

Inteligencia Artificial y manejo de datos
Errores de medicacion

Participacion del paciente en
Farmacovigilancia

Farmacogendmica 0
Liderazgo en Sistemas de Salud
Ensayos Clinicos.

Sede:
Hotel Estelar Cartagena de Indias

Informacion:

Adriana Cuestas
adriana@aseventravel.com
Tel.- 57 3124314603

asofarmacovigilancia.org

" FARMACOVIGILANCIA

ISOP

Annual General
Assembly

2023
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Deug Safety

hexps./dodon/10.1007/540264-023-01363-8

ns in Drug Safety

2

The Role of 1SoP in the Advancement of Pharmacovigilance in Low-and

Middle-Income Countries (LMICs)

Mohamed A. Elhawary'~ @ - Comfort K. Ogar™*© . Ménica Tarapués™* 0 - Angela Caro™' O -
Helen Byomire Ndagije®*© . Ghita Benabdallah'® "' @ . Houda Sefiani'®'' @ - Hadir Rostom™'? &

Acceptedt 5 Octoder 2023

© The Authorfs), undesr exchuiive Boence to Springer Natuee Switzerlind AG 2023

1 Introduction

The stow development of pharmacovigilance (PV) in low-
and middie-income countries (LMICs) calls for an analysis
of the challenges and opportunitics for enhancing its growth
in these countries. In the aftermath of the thalidomide
tragedy in the carly 19605, and pockets of medicine-related
harm still occurring to this day, it is evident that many
countries in LMIC continue to give little prioty to the ficld
[1. 2]. Although many of the national pharmacovigilance
centers in these countries joined the World Health
Organizanon (WHO) Program for International Drug
Monitoring (PIDM) in the 1990« and carly 2000, the practice
of PV remains af a rodimentary phase compared to the mare
matare systems in many developed countries 3, 4],

The global PV lundscape and socictal context have shifted
swiftly in the last few decades and are still changing. PV
has expanded in scope and increased its focus to all bealth
products, and 1o all circumstances where adverse events mury
oceur such as medication error, abuse, mixuse, and drug

50 Mobamed A Elhaoary
bamed shmed el

yiow d com

' Egyptsn Minastry of Health asd Population, Contral
A for Ph | Affairs (Research
Coordinstor of 1501 Egypt Chapter s Hat Perosal
Capacity), Camn, Egype

! Isternational Seciety of Pharmacovigitance (1SoP) Egyps
Chapter, Casro, Egypt

1 Imemanonal Society of Pharmacovigilance (150P) Afnics
Chapter, Abaja. Nigenis

Y Ve Contre for Ph scul Policy and Rep
uman-mmum

ot P 1 Col
lmtm (Ceners] Secretary of ISP Africs

addsction. PV has shified from using a reactive approach that
relics on spontancosts Teporting 10 a mMore prosctive approach
with the introduction of active surveillance, benefit-risk
assessment, risk-management planning, risk communication,
and minimization strategics.

In many LMICs, the rapsd growth in the population
as well as the increased puschasing power of the middle
class have resulted in o higher demand for high-quality,
safe, und cfficacious medicines and healthcare products,
Supply inequitics may increase the risk for adverse
outcomes as they increase the chances for the circulation of
substandard and falafied medicinal products assumed to be
pharmacologically equivalent und off-label use of approved
products [S]. The safety monitorng of medicines meast meet
up with this changing demand for safer medicines, both in
speed and in rigor.

The International Society of Pharmacovigilance (ISoP) is
a professional, independent, non-profit organization that is
open 1o anyone with an interest in the safe and effective use
of medicinal products. It asms 1o foster PV scientifically and

¢ ) sl Sovicty of gilance (1Sof") Latia
Americs (LATAM) Chapter (General Secertaey of 1SoP),

T Pharmacy Career Direcsor of Postificis, Usiversidad
lm(MdM&ﬂ(‘M

y I Socicty of ipitance (1So8") Afrsca
Chpalh-uh.ﬂ,d.

' N A Drug Awtboeity. Dire of Prodact Safety
MMMAMMLWU”

o d Socicty of M lance (150F) Maddie
MMMM’N

"' Centre Anti Powon et de Pharmacovigilance da Maroc, Rabat
WHO Collsborating Centre, Rabat, Moroco

Annual
General
Assembly

2023
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Collaborationof Chapters to celebrate World Patient
Safety Day (PSD

ISoP Patient

Safety Day 2023

Online free event

Asia region

ISO International Society

of Pharmacovigilance

ISoP Patient
Safety Day 2023

Online free event

Africa region

ISoP Patient

ISO International Society

of Pharmacovigilance

Safety Day 2023

IS() International Society

of Pharmacovigilance
Online free event

: 11:00 am - 1:00 pm CEST
i September 7th, 2023

Oceania region

8:00 am - 10:00 am CEST
September 7th, 2023

1:00 pm - 3:00 pm CEST
September 7th, 2023

Krishna Undela
Quantitative methods of
signal detection in
Pharmacovigilance

Assistant Professor, Department
of Pharmacy Practice, NIPER.

Dr. Mayada Alkhakany
PSD

Regional Healthcare Affa
Innovation & Patient Engagement

Mem
Eng;

ISoP Patient

Safety Day 2023

Online free event

Europe region

Angela Caro-Rojas

Present and fi of 1ISoP:
Working for and wi
patients

Maurizia Mezza

Unveilling
tersectionality:

Pharmacovigilance,

Join us on Zoom and Facebook Live

Dr. Manal Younus

The Path to Safer
Healthcare - From Safety 1
to Safety 2

Thamir M Alshammari
MODERATOR

Associate professor of health
outcomes, He is
pharmacoepidemif
pharmacovigilancé

ISoP Patient
Safety Day 2023

Online free event

ISOP International Society

of Pharmacovigilance

Oceania region

F 4:00 pm U}
3:00 pm - 5:00 pm CEST
September 8th, 2023

Andrea Spini

From risk communication
105 reporting:
the role of patients

Kenneth Hartigan

misinformation
doc re the

Marco Tuccori
MODERATOR

Join us on Zoom and Facebook Live

George Sabblah
Patient Safety Day, 2023

Rania Aly
Patient Safety Day

Patient Safety

ta
Egypt Chay

Sam Laerman:

Keeping pace
technologies v

Sam: Head of Di

ing health product

( Navinisha Lee & Jo Bames
MODERATOR
Navinisha: Pharmacovigilance (PY)
pe al wit 5y

Sam Laermans, Miyar Abumaree, Aldin Jamison

Keeping pace with the advancement of innovation and emerging
Mamadou Madiou Diallo technolo; hile safeguarding patients
sam: Head sciences at NNIT.
Miyar:

Aldin:

Engager les patients pour
la sécurité des patients

Kenneth Hartigan Fatima Garcia-Lorenzo

Tackling health product
misinformation

Involving Patients in the
Comfort Ogar | Fight Against AMR
MODERATOR

Pharmacist with over 18 years of
work experience in
pharmacovigilance. One of the

- pioneers of active
pharmacovigilance in Africa.

Co-founder of dation
and the Philippine Allia
atient C ations

Navinisha Lee & Jo Barnes.

ISoP Patient

ISOP International Society
Safety Day 2023

of Pharmacovigilance

ISOP International Society

of Pharmacovigilance

Online free event

) 5:00 pm - 8:00 pm CEST
September 8th, 2023

ISoP Patient
Safety Day 2023

Online free event

ISOP International Society

of Pharmacovigilance

North America region ¢

00 p ) pm MX
€3 12:00 am - 2:30 am CEST
i September 8th, 2023

LATAM region

William Randall
Honouring Our Patients'
Stories: The Importance of
Narrative C

Omar Aimer

Medical Device Safety,
impact on patients

1SoP and P Exécutif Committee

of InnoVig
Avreli Cruz Trujillo Cintia Daniela Sanchez

ciliacién y Optimi volif eracciones

Hadir Rostom Maribel Salas
ISoP Patient Safety Day MODERATOR
R — tana vargas er e S St e ]
2 industria MODERATOR Cardiovascular Therapeutic Area at

the Clinical Safety and
Pharmacovigilance Department,
Daiichi Sankyo Inc.

Chapter.

Join us on Zoom and Facebook Live Join us on Zoom and Facebook Live

ISOP

Annual
General
Assembly

2023
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4.3.2.1S0PSIGSs Report

Maribel Salas
ISoPSIGs Coordinator I P

International Society dPharmacovigilance



Overall SIGCoordination (Sep 1, 2022, to August 31, 2p23
SIG Meetings: Quarterly

Summary of SIG Activities
N= 14

New SIGs= 2
Members/SIG (range)= 163 members ISOP
Frequency of Meetings= Up* to 6/year [*communication by email]
Use of Social Media= 1/14 (7%)

Annual General
# Conferences/Symposium/Webinars (range) = total=9; &year Assembly
Abstracts (range) = total=10, 06/year 2023
Publications (range) = total=14, 010/year
Educational programs= 1/14
Distinctions= 2/14



SIGsChairsand CoeChairs

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
Medical Devices Omar Aimer

Medication Errors

Brian Edwards

Angela Caro-Rojas

Patient Engagement

Mayada Alkhakany

Manal Younus

N oo &

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

ISOP

Annual
General
Assembly

2023

Slide67



Drug Safety inOlder Patients

A Members: 23 members
A Team meetings: 2

A Participation in the 2023 1SoP Annual MeetinBrug Safety in Older
Patients.Chairpersons: Joanne Barnes and Bikaka

ISOP

Ecopharmacovigilance
Annual General

) Assembly
A Participation in the 2023 ISoP Annual Meeting: 2023

Ecopharmacovigilancd OA OAT OAA AU *1T Al $631 OUA Al

Slide68



Herbal and Traditional Medicines

Chair:Souad Skalli

CoChairs:Jiabo 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/ConferencesAdvances in Pharmacovigilance for Herbal Medicines, organized by
Professor Jo Barnes, School of Pharmacy, University of Auckland, in collaboration with Prof. Saa
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
14th.

Patient Safety Day, September 2023, online Global pharmacovigilance for herbal and traditional
medicines: reports (including patient reports) ivVigiBase the WHO global database of individual ca:
OAZEAOQOU OADIOOOoh | AOAT AAO EI OEAOI AAT OEGCEI A
Z c2AAT 11 AT AAA "AOO O0OAAOEAAO 1T £ 0OEAOI AAT OE
1T 1T OA1 - AAOETI ¢ 00! . Ax %OA 1T &£ OEAOI AAT OECEI
Verona, Italy.

Z ¢ %w@DPAOEAT AAO xEOE DEAOI AAT OECEI AT AA 1T £ EA
Product Vigilance System (Online Conference), Faculty of Pharmaceutical Sciences Naresuan
University, Thailand, May 2022.

ISOP

AbstractssZ ¢ OEAOI AAT OECEI Al ABngaihglPatierds@oAPalient SaielyE I8EPT A O

Annual General
Assembly

2023



Herbal and Traditional Medicines

AbstractssE ¢ # EAT 1T AT CAO AT A 311 OOET T O ET #1 4
Traditional Medicines". Conference on Advances in Pharmacovigilance for Herbal
Medicines. 12tH 4th April 2023 Royal Botanic Gardens, Kew, London, UK.

Z ¢$.! "AOAT AET C AO A 41 1 PhytovigilancéiNatdadl |
Health Products Quality: the example of Saffron". ISoP, Verona ItalyZ3September
2022.

Z ¢c2AO0O0O0O0OAOO00OEIT C 1T £ OEA 51 EOAOOEOU #0O
Phytovigilancé. ISoP, Verona Italy 223 September 2022.

At least 10 publications

Educational ProgramsPre-conference training course ISoP 2023
Distinctions: - Souad Skalli. P3GIONA Barcoding as a Tool to Overcome the Challenc
of Phytovigilanceof Natural Health Products Quality: The Example of Safran. Third
Poster Prize ISoP 223 September 2022, Verona Italy.
-JiaboWang,HaiboSong,FeilinGe, Peng Xiong, Jingng, TingtingHe,YumingGuo,
ZhuoShi, Chao Zhou, Zixin HafanzhongHan, Ming NiuZhaofangBai, GuangbinLuo,
ChuanyongShen XiaoheXiao. Landscape of Dlklated adverse drug reaction in Chin
Mainland. Acta Pharmaceutic8inicaB 2022;12(12):4424e4431. This paper has been
selected as the Top 10 advances of TCM researches in China.

 AGINES ARBER

e N e
R RN R S AR L N

ISOP

Annual General
Assembly

2023



Medical Devices SIG

Chair:Omar Aimer

Meetings: Every 2 months

Use of Social MediaYes

Communication: Whatsapp

5 Webinars:

1. , AO6O OAI E AAIT 6O )3/ IY®PI X OTPIVY Ol

2. Post Marketing Surveillance System under the current EU MDR

3. Medical Device Vigilance in Europe

4. More transparency and safer medical devicedow the EU MDR changes the
medical device landscape

5. Pharmacovigilance in Combination Devices and Regulations

Abstracts: Medical Device Safety Intelligence ISoP Medical Device Safetyz9RY

Project. 1SoP Annual Meeting in Bali

Conferences:Participation in the 2023 ISoP Annual Meeting:

>q - AAEAAI $AOEAAO8 #EAEOBPAOOI 1O /1 AO

2) Current International Regulation Landscape. Omar Aimer

3) Chairing the Medical Device Safety track at the World Drug Safety Congress Amel

iIn Boston with 2 presentations and 1 panel

I OOOA 3A.

ISOP

Annual General
Assembly

2023



Structure and function
Members: About 50

Medications Errors SIG

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

A

D> > > v D

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

SIG share events and publications of interest

ISMP; EAASM and ECAMET

Associate member IMSN

Input into IMSN project: safe oxytocin use

Liaison with Am2P to create medication errors module

ISOP

Annual General
Assembly

2023

Slide72



Medications Errors SIG ‘ \ Y /\

_{
MedDRA Coding Group ‘\ M
t dzof AAKSR vdzt t AGée 2F aSR5w!t /2RAYy3I Ay |

Exploring wider collaboration with MSSO
Conferences

Participation in the 2023 ISoP Annual Meetihi@ining in Medication ErrorsAngela Caro,
Brian Edwards, anblediatic Medication Errors irColombiac How to Contribute with Scientific I P

Information? Angela Caro
Lead SIG in arranging Global Patient Safety Day
External presentations
The UK Healthcare Safety Investigation Branch
4 J Annual General

[ATAL Yl = NHF& bSNA k=l ySaal al NOINySIT [N A%s@r’ﬁt;ly (
incidents of a Mexican Pediatric Hospital according to the SEIPS Model".

Sophia Duan Presentation Title: 2021 Annual Summary of INRUD (International Network for
Rational Drug UselChina Center

2023

Incubateand cultivatenew SIGs such as PV in geriatric populagoapharmacovigilance



Patient EngagementSIG

Chair
Dr. Mayada Alkhakany

Cochair
Dr. Manal Younus

Advisory Committee members

Priya Bahri
Angela CareRojas ISOP
Linda Harmark

Helen Haskell

Helen Ndagije

Annual General

Social medialinked in 499 followers Assembly

Publication: Collaboration with ISoP Egypt Chapter
Webinars: 1) Collaboration with ISoP Middle East Chapter 2023
2) Session during the regular meeting of NASoP to introduce the chapter and explore future

collaboration

Participation in the 2023 ISoP Annual Meetin@iaking a Regional Approach in Patient

Engagement and Safety Decisigdaking, and CIOMS WG XI Report; Patient Involvement in The

Development, Regulation and Safe Use of Medicines. Slide74



Pharmacogenomics

Chair:Qun-Ying Yue I P
CoChair:Afaf Lamzouri SO
Members:21

Meetings: Every other month=5

Use of Social MediaNo Annual General
Abstracts: Yes, ISoP annual meeting=2 Assembly
The SIG submitted an abstract to the ISoP 2022 meeting in Verona and also submit 2023
an abstract to ISoP 2023 in Bali.

Future:For the planning of 2024, the SIG aims to meet with memberS #imes. They

will continue with the project on label differences for medicinal products with

pharmacogenomic associations and plan to hold a Symposium at ISoP 2024.

Slide75



develop and assess competency guidelines and examination questions for the Good
Pharmacovigilance Practice Certification (GPPC) program.
A More than 650 test questions have undergone peer review and have been submitted to the
Scientific Board for final approval.
A 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 I P

Pharmacovigilance (PV) Auditor role.
A Multiple presentations discussing the GPPC guidelines have also been conducted.

A In May 2023, the SIG transitioned from professional support provided by the Institute of
Pharmacovigilance to a voluntebased model, leading to a slight deceleration in SIG activities
in recent months. However, the release of GRO presents an opportunity to make the GPPC
program considerably more cosffective, particularly in the area of test question generation
and evaluation.

A The pilot program in Indonesia has been delayed due to legislative and leadership changes inthe 2023
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.

A Participation in the 1SoP Annual Meeting 2023: Global View of Professional Developmentin PV,

ISoP GPPC. Jan Petracek

Annual General
Assembly



RWE and Big data SIG

ChairCochair: Gianluca Trifiro/Maribel Salas

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 safstiated
data, as well as to support the liaison between pharmacovigilance and pharmacoepidemiology

Members: 54

Team Meetings:QuarterlyMeetings
Webinars. 3 , NASoRChapter. RWE ilPharmacovigilance ISOP
o EuropeanNetwork of Centresfor Pharmacoepidemiology andPharmacovigilance
(ENCePPplenarymeeting - Dec 2022

o July3, 2023Signalidentification in USsurveillancenetwork

Annual General
Assembly

2023

Symposiunt NASoPAnnualMeeting: Distributed database networks for drug utilization and
safety surveillance

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

Conferences:Participation in the 2023 ISoP Annual Meetingharmacovigilance Training
Program Updates from Around the World including RWBMaribel Salas

Future: Planfor a Symposiumand Preconference Coursein the 2024 1ISoFAnnualMeeting



Risk Communication SIGRiskCommsSIG)

Chair:Priya Bahri

Secretary:Joan DSouza

Webpage SecretaryAhmed Zaiem
Members: 63

Meetings: 4/year

Use of Social MedialNo

Webinar: 1

Plenary:ISoP Annual Meeting 2023.
Plenary session: Know Where to GdHow
to Develop Communication Strategies for
Medicines Safety. Chairpersons: Priya Be
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 Internationa
Society of Pharmacovigilance

Drug Safety (003} 46:517-532
hatps:idoiorg 01007 /400 64-023-01285-5

FROM THE |50P

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

Priya Bahri'13 - Geoffrey Bowring' - Brian D. Edwards'* - Christopher Anton'= - Jeffrey K. Aronson® -

Angela Caro-Rojas™” - Bruce P. ). Hugman® - Peter G. Mol"® - Gianluca Trifird'® - Katarina llic™'" .
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1 The International Society
of Pharmacovigilance Special Interast
Group on Medicinal Product Risk
Communication (ISoP CommSIG)

Pharmacovigilance has developed, and continues to develop,
a wealth of surveillance methods, pharmacological knowl-
edge, and measures for preventing patient harm. How-
ever, ensuring the safe use of medicines in daily health-
care remains a challenge and requires strong collaboration

= PriyaBahri
priva.bahri @emasuropaey

" Specisl Inkemest Group on Medicinal Product
Risk Communication of the Inernationzl Socety
of Pharmacovigilance (3ol Comm3IG), Geneva,
Switrerland

*  European Medicines Apency (EMA) iCoondinaios
of the 1SoP* Com in Her Personal Cspacity], Domenico
Scarlattilazn 6, 1083 HS Amsterdem, The Netherlands

*  Uppsals Monitoring Centre (UMC), Uppsaly, Sweden
* Husoteris Lad, A shiead 1TK

* West Midlends Centre for Adverse Dirug Reactions, City
Hespital, Birmingham, UK

" Centne f noe-Based Medicine, Nuffield Depariment
of Primary Caz Healih Scences, Oxford, UK

T Pontificia Universidad Javeriana, Bogotd, Colombia
' Oxford, UK

*  Department of Clinical Pharmscy and Pharmacalogy.
University of Groningen, Groninpgen, The Netherlands

" Department of Diagnostics and Public Health, University
of Verona, Verona, laly

across medicines e gulatory bodies, pharmacentical com-
panies, healthcare professionals, health policy makers,
and patients. Many patients today expect a dialogue with
their healthcane professionzls and participation in decisions
regarding their treatment. Communication may at times e
challenging for pharmacovigilance specialists who are first
of all dedicated to the collaction and assessment of data on
adverse events. Recognising the importance of communica-
tion, the International Society of Pharmacovigilance (150P)
launched & Special Interest Group on Medicinal Product

" Takeds, Cambridge, MA, USA
12 Tunisian Mational Centre of Pharmacovigilance, Tunis,
Tunizia

Isrzel Society for Medication and Vaccine Safiety (ER A NIMI,
Jerusalem, Ismel

Plizer s.r.l., Safety Sarveillance and Risk Manzpement,
Milan, Tiaby

*  Depariment of Psychology, Social Psychology and Decision
Sciences, University of Konsteny, Koastany, Germany
Depantment of Pharmaceatical Sciences, University

of K ashmir, Srinsgar, India

School of Government, Aeneo De Manila University,
Quezon City, Philippines

European Orpamisation for Rz Diseases (EURDRDIS],
Faris, France

Thai Food and Dirag Administration, Heslth Product
Vigilance Cemier, Benghkok, Thail=nd

" Bchool of Healthcare, University of Leeds, Leeds, UK

' Department of Pharmacology, Faculty of Pharmacy,
University of Momastir, Monastir, Tunisia

Phermacy Department, Mater Dei Hospital, Msida, Malta

£y Adis

ISOP

Annual General
Assembly

2023

Slide78



Risk Communication SIGRiskCommsSIG)

ISD International Society

of Pharmacovigilance

Covmmittad i safer use of medicimes worldwide

Medicines Risk Communication
Training Webinar Join us via Zoom

Webinar for members only

July 7t, 2023 | 11.00 -12.00 UTC

Priya Bahri, PhD, FISoP

ISoP Risk Communication Special Interest Group
Coordinator

Intreduction: Principles, Theories, and

Goals of Medicines Risk Communication

Paula Alvarado

= Global Communications Director, City Cancer Challenge

= Former Head of Global Communications, Uppsala Monitoring
Centre

Can One Message Fit All?
Communicating to Mixed Populations

Kenneth Hartigan-Go, MD, MD (UK)

Senior Research Fellow & Program Director of Leadership and
Innovation, Ateneo Policy Center, School of Government

Adjunct Faculty Asian Institute of Management

The Power of Information and Its Risk

Webinar organised by ISoP Risk Communication Special Interest @) F)(w)(im)
Group (CommSIG) L

@ISoPOnline

ISOP

Annual General
Assembly

2023
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