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PHARMACOVIGILANCE FOR AFRICA

PHARMACOVIGILANCE TRAINING

FOR A HEALTHIER
FUTURE FOR AFRICA

Pharmacovigilance Advisory Board Panel 2022

Global North Africa Southern Africa East Africa AFRISUMMIT is

DUAL language
French & English
translations

Willemijn van der Spuij Dr. Ahmed Hegazy Dr. Judy Coates Dr. Jayesh Pandit
Executive Director Europe, Managing Director Regulatory and Pharmacovigilance Country Head-
Patient Safety at Bristol Myers Squibb PVigilant Health Government Affairs Professional Middle Africa, Bayer East Africa
AMGEN and Chairperson,

KAPI Pharmacovigilance and
Medical Affairs Committee

Day 1: 14 Sept 2022 Times in Central African Time Zone

08:00 - 09:00 CAT
CHAT ROOM

[ Joinus ] Platform open & Networking
Plateforme ouverte & Networking

09:00 - 09:15 CAT

Welcome Address
Adresse de bienvenue

Dr. Mona Al Moussli
Co Owner and Managing Director
PRA Consultancy

Moderator

09:15 - 10:15 CAT N e
PV Updates & Drug - { : ‘._
Safety Strategy Northern Africa A -9 4‘

Dr. Aalaa Afdal Dr. Houda Sefiani
General Manager Anti-Poison &

PRESENTATIONS FOLLOWED BY Q&A General Department of Pharmaceutical Vigilance  Pharmacovigliance Center,
and PANEL DISCUSSION Egypt Morocco

Dr. Ahmed Hegazy
Managing Director
PVigilant Health

Moderator The PV Masterfile
Global Working Group:
Optimization of Patient Safety
Dr. Willemijn van der Spuij Groupe de travail mondial : Dr. Hadir Rostom Mr. Sean Burke
Executive Director Europe, Optimisation de la sécurité des patients Pharmacovigilance Expert Consultant Regional Lead International PV
Patient Safety President ISOP Egypt Chapter Eastern Europe, Middle East, Africa
Bristol Myers Squibb PRESENTATIONS FOLLOWED BY Q&A MSD

and PANEL DISCUSSION
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CHAT ROOM

Moderator

Hela Ben Soltana
PV Manager Middle East Africa
Bausch&Lomb.

Moderator

Anastacia Naidoo
Associate Director - Drug Safety:
PV Country Lead SSA
MSD

11:15 - 11:45 CAT

Coffee Break
Pause Café

11:45 - 13:00 CAT

PV Updates & Drug Safety Franco Africa
Mises a jour PV et sécurité des
médicaments Franco Afrique

PRESENTATIONS FOLLOWED BY Q&A
and PANEL DISCUSSION

Head of Vigilance and Clinical trials
Ivorian Pharmaceutical Regulatory Authority (AIRP)

13:00 - 14:00 CAT

Lunch Time

14:00 - 15:30 CAT

Strengthening Vigilance Systems
& Partnerships in Africa

Renforcement des systemes
de vigilance
& Partenariats en Afrique

PRESENTATIONS FOLLOWED BY Q&A
and PANEL DISCUSSION

AFBUMMIT

PHARMACOVIGILANCE TRAINING

FOR A HEALTHIER
FUTURE FOR AFRICA

Tunisie

B

Dr. Riadh Daghfous
General Director
National Pharmacovigilance

Cote d'lvoire

Dr Kouame Komenan Eric,

Dr Diakalia Traore
Médecin chez
Mali INSP -
Institut national du service public

Algeria

Prof Nadjet Lumni
Director
Centre National de Pharmacovigilance
et de Materiovigilance (CNPM)

NETWORKING

Topic1:

Mastering the diversity of PV-relevant
regulatory requirements in Africa

Mr. Jean-Christophe Delumeau

MD, PhD, FISoP, Board Director,
Institute of Pharmacovigilance.

Topic 2:

Systemic Approaches to Strengthen PV

Dr. Ndinda Kusu

Country Project Director

Medicines, Technologies and Pharmaceutical Services (MTaPS)
Program Management Sciences for Health

Nairobi, Kenya

Topic 3:

Local Licence Partnerships

Dr. Zakaria Thamri

Regional Patient Safety and Pharmacovigilance Lead IMETA
Boehringer Ingelheim
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15:30 - 15:45CAT

Quick Break
\l Pause Rapide

CHAT ROOM

Moderator

15:45 - 16:15 CAT G%@

Mr. George Tsey Sabblah

PV Updates & Drug . Head Safety Monitoring Department
Food and Drugs Authority (FDA)

Safety Strategy Ghana Ghana

Willemijn van der Spuij
Executive Director Europe,
Patient Safety at Bristol Myers Squibb

Moderator
Moroccan experience: Covid-19 Vaccine Vigilance
16:15-17:00 CAT Dr. Houda Sefiani
Anti-Poison & Pharmacovigliance Center,
H Hps Morocco
Vaccine Vigilance

a1\ Vigilance vaccinale

Dr. Manal Younus PRESENTATIONS FOLLOWED BY Q&A

Iraq MoH and PANEL DISCUSSION
Comfort Ogar
Secretary

International Society of Pharmacovigilance
African Chapter- ISOP Africa

17:00 CAT

Close of Day
Fin de journée
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.. Day 2:15 Sept 2022

Day 2: 15 Sept 2022
08:00 - 09:00 CAT

900006

d ROU

JOIN US Platform open & Networking

Times in Central African Time Zone

L

Plateforme ouverte & Networking

09:00 - 09:05 CAT

Welcome and Interactive Workshop

Introduction
Accueil et atelier interactif
Introduction

Moderator
A 09:05 - 11:15 CAT
=4 i
@ PV Updates & Drug Safety Strategy
an y Southern Africa

Dr. Ahmed Hegazy
Managing Director
PVigilant Health

Dr. Judy Coates
Regulatory and
Government Affairs Professional
AMGEN

PRESENTATIONS FOLLOWED BY Q&A

SAHPRA
Ms. Mafora Matlala
Head of Pharmacovigilance Unit
South Africa

MCAZ
Mr. Libert Chirinda

Chief Regulatory Officer
and PANEL DISCUSSION s
Zimbabwe
it
H
g 11:15 - 11:45 CAT
u ROU
JOIN US offee Brea
) 3 - 3 a

NMRC
Ms. Anna Shimbulu

BoMRA
Mr. Lebogang Koitsiwe
Manager Pharmacovigilance
Botswana

PAVIA

Mr. Alemayehu Duga

Medicines Information and Safety Pharmacist Pharmacovigilance Africa Coordinator

Namibia

Eswatini

xxxxxxx
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Advances in Pharmacoviglance
Avancées en pharmacovigilance

Topic1:
Regulatory Intelligence in Pharmacovigilance
Hela Ben Soltana

Shahinaz Badr PV Manager Middle East Africa

Pharmacovigilance Consultant Bausch&Lomb.
& PVQA Auditor Panel Discussion
EMEA @ Pharma Quality Europe
Topic 2:

Digital application in Algeria
Manel Oueslati

Patient Safety Lead

Roche Algeria/Tunisia and Libya

Dr. Manal Younus
Iraq MoH

Topic 3:
E2B submission best practice sharing
Local Safety Responsible

Roche, Egypt
Prof Nadjet Lumni Dr. Riadh Daghfous Titilope Aliyu
Director, CNPM General Director TBC PV Hub partner
Algeria National Pharmacovigilance Dubai PV
Tunisia Roche

13:00 - 14:00 CAT

9 NETWORKING
Lunch Time STHOR

L'heure du déjeuner

Moderator

14:00 - 15:3

PV Updates & Drug Safety Strategy
Eastern Africa

Mises a jour PV et Stratégies Dr. Vivian Rakuomi Dr. Christabel Khaemba
Dr. Jayesh Pandit ' y P B. Pharm (UoN), M.Pharm (EPIVIGIL-UoN) Head Pharmacovigilance Division
Pharmacovigilance Country Head- d'innocuité des médicaments Senior Technical Advisor Product Safety Department
Middle Africa, Bayer East Africa Afnq ue de l'Est Regulatory System Strengthening, Pharmacy Board Kenya
and MTaPS program

Chalrper.so.n, PRESENTATIONS FOLLOWED BY Q&A Management Sciences for Health (MSH)
KAPI Pharmacovigilance and and PANEL DISCUSSION

Medical Affairs Committee

Phn. Lazare NTIRENGANYA Mr. Sisay Endale (B.Pharm., MSc.),
Division Manager Lecturer, Department of Pharmaceutics
Pharmacovigilance & and Social Pharmacy,
Safety monitoring School of Pharmacy, College of Health Sciences,
Rwanda FDA Addis Ababa University

15:30 - 15:45 CAT

CHAT ROOM Quick Break
Pause Rapide
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Moderator Discussion

15:45 - 16:15 CAT

Materiovigilance Discussions

Maxwell Goldberg Ahmed Hachami, Dr. Fadoua Khadiri Dr. Aalaa Afdal
Global medical device reporting team Lead Regultory Affairs specialist Pharmacist General Manager
WorldWide Patient Safety Johnson & Johnson, MedTech Moroccan Poison Control General Department of
BMS and Pharmacovigilance Center, Pharmaceutical Vigilance
Maroc Egypt

Moderator

16:15 - 17:00 CAT

Audits and Inspection Discussions
Vérifications et

Ghana FDA EDA

. . .

Dr. Ahmed Hegazy entretiens d inspection Mr. George Tsey Sabblah Dr. Amira Amin

Managing Director PANEL DISCUSSION Head Safety Monitoring Department  Manager of the Vigilance

PVigilant Health Food and Drugs Authority (FDA)  Accreditation & Development
Ghana Egypt

SAHPRA
Ms. Mafora Matlala
Head of Pharmacovigilance Unit
South Africa

17:00 CAT

Announcement and Recognition
of Audits Workshop
End of Day, End of Summit
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