I
AGENDA %

DAY 1| 24th April 2024

PHARMACOVIGILANCE
TRAINING

Initiative By Organized By

hubyplus

DR. MONA AL MOUSSLI

\S PRA Consultancy
\ Co-Founder & Managing Director

Opening Speech and Morning Welcome
Vy

9:10 - 10:10 Session 1: PV Updates and Drug Safety Strategy

Moderated by:

DR. AHMED HEGAZY

Managing Director
PVigilant

A snapshot of Pharmacovigilance system in Oman Kuwait’'s new Pharmacovigilance Department and its Strategy

DR. REEM AL ESSA

Director of Drug Inspection Administration & Commissioned
Superintendent for Pharmacovigilance Surveillance

MoH, Kuwait

DR. HUSSAIN TALIB THANI AL RAMIMMY
Director of Pharmacovigilance &

Drug Information at The Drug Safety Center
Ministry of Health, Oman

Panel discussion and Q&A, Oman, Kuwait

Session 2: Regulatory updates: New Perspectives of Lebanon

Virtual

Panel Q&A

The Roadmap to Safety: A Journey
into Lebanese Pharmacovigilance
Guidelines for Market Authorization Holders

DR. RITA KARAM

Director of Quality Assurance of Pharmaceutical
Products Program (QAPPP) & National
Pharmacovigilance Program Coordinator
Ministry of Public Health, Lebanon

YY) \ “"

wWWww.pramagcc.com

From lIdeation to Integration: The Lebanese
Pharmacovigilance Guideline through Public
Consultation, Execution, and Implementation

DR. ABEER ZEITOUN

Clinical & Technical Manager, Lebanese National
Pharmacovigilance Program

Ministry of Public Health, Lebanon
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I cotee Break hubplus
m Session 3: Under the Patronage of Irag MoH: Pharmacovigilance and Patient Protections

Moderated by:
DR. RAGHDA MOHAMED HASSAN
Patient Safety Cluster Lead , Gulf, Lebanon & KSA

d Takeda

Irag MoH - Patient Protection from EDA Safety communication

PV Perspectives

DR. MANAL M. YOUNUS

Head of the Iragi Pharmacovigilance Centre
MOH, Irag

DR. WALAA EBRAHIM SABER

Manager of Pharmaceutical Vigilance General
Administration

Egyptian Drug Authority (EDA)

Panel discussion and Q&A UAE, Oman, Kuwait

33

Session 4: The role of Pharmacovigilance in supporting public safety

12:30 - 14:00 Conference Photo, Lunch & Networking

Moderated by:

DR. MANAL M. YOUNUS

Head of the Iraqi Pharmacovigilance Centre
MOH, Iraq

Embracing patient centricity in PV Patient materials: Enhancing Risk Minimization Strategies

DR. YASMINE FEKRY
Middle East Multi Country Safety Head , Global Pharmacovigilance
Sanofi

DR. MICHELLE GEBARA
Patient Safety Lead for UAE & Gulf Countries
Roche Pharmaceuticals

The role of Clinical Trials Vigilance in Public Safety

DR. MARIE IBRAHIM
Associate Director
Regulatory Affairs and Pharmacovigilance
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Coffee Break

15:45 -17:30 Session 5: Vendor Management

Moderated by:

DR. AHMED HEGAZY

Managing Director
PVigilant

GCCPV 7

PHARMACOVIGILANCE

TRAINING ]

%0~ %o0¢

Initiative By Organized By .. .
hubplus

: :: Shifting from In-house to Vendor-based X

P Management of Individual Case Safety PV Vendor oversight

oo Reports (ICSRs) DR. RAGHDA MOHAMED HASSAN

o000 DR. MOHAMED ABDEL HADY Patient Safety Cluster Lead , Gulf, Lebanon & KSA
Patient Safety Associate Director Takeda
Gilead Sciences

16:30 - 17:30 Workshop

[ X X ]
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Opening Speech and Day 1 Wrap up - Introduction to EcoPV

DR. AHMED HEGAZY
Managing Director
PVigilant

9:30 - 10:30 Session 1: PV Intelligence

Moderated by:

DR. MAREEZ WILLIAM
Regional Pharmacovigilance Manager META
Acino

Central operational PV Intelligence

DR. DARSHI SHAH

Senior Patient Safety & Education Manager
for Business Area Middle East, Africa and
Central Emerging Markets

Novo Nordisk

Moderated by:

DR. EMAD NAGUIB

Global Safety Head, Middle East Region
MSD

Intelligent Pharmacovigilance

DR. EMAN GOMAA
Middle East & Africa (MEA) PV Hub Lead
AbbVie

Ai in signal detection

MS. ALINA PANOURGIA
Pharmacovigilance Consultant in UAE

WWwWWw.pramagcc.com

Brainstorm innovative solutions to bridge the gaps
in pharmacovigilance intelligence in the GCC market

DR. RANIA HAGGAG
Pharmacovigilance Lead
Organon & Co

MS. DOLCINEA CHIRAZI
Business Development Director
The Applied Al Company (AAICO)

Case defintition to identify adverse events through Al
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m Session 3: Regulatory Insights: Quick Brief on Recent Changes

Moderated by:

DR. AHMED ABDELRAHMAN

Patient Safety and Pharmacovigilance (PSPV) lead for India,
Middle East, Turkey, and Africa (IMETA)

Boehringer Ingelheim

PP Egypt EDA: GVP high level updates from EDA ) Jordan JFDA: From data to action: Jordan
(X X ] / j - | L

o00 DR. WALAA EBRAHIM SABER f Pharmacovigilance Center

o000 Manager of Pharmaceutical Vigilance General DR. HAYAA BANAT

Administration
Egyptian Drug Authority (EDA)

Senior Pharmacovigilance Specialist & The Head
of Pharmacovigilance Section Jordan Food & Drug
Administration (JFDA)

Algeria ANPP

DR. NESRINE FRAQUI

PharmD, in Charge of Vigilance at the Department
of Technical Monitoring, Inspections, and Vigilance
National Agency for Pharmaceutical

Products of Algeria (ANPP)

Session 4: Pharmacovigilance Systems

Moderated by:

DR. NAHED YAISH

Owner & Founder
State Of Practices Consultancy Center (SOP)

i

Building regional PV System in line with
global and local regulatory compliance

DR. JOELLE ISSA - BLOK

Regulatory Affairs & PV Director Middle East,
Turkey & Africa, QPPV UAE & Oman

Acino

Key Performance Indicator

DR. NAHED YAISH

Owner & Founder

State Of Practices Consultancy Center (SOP)

Q&A eoe

WWwWWw.pramagcc.com eoe
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15:45 - 17:00

17:00 -18:00

TRAINING

Initiative By Organized By .O

Session 5: Quality Management Systems in PV

Moderated by:

DR. AHMED HEGAZY

Managing Director
PVigilant

Value of quality in PV

DR. REEM ABDELJAWWAD MAHMOUD YASIN
Quality Assurance & Pharmacovigilance Manager
Hawkary Pharmaceuticals Co

GCC PV Award Announcement and Coffee networking

WWwWWw.pramagcc.com

hubolus

Workshop: Inspection based on QMS in PV

DR. NAHED YAISH
Owner & Founder
State Of Practices Consultancy Center (SOP)




