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DR. NAJIBA AL SHEZAWY

SPEECH & FOUNDER LETTER
AFRISUMMIT 2024 hubyplus

Adherence to healthcare regulations is fundamental to ensuring patient safety and
maintaining the integrity of medical practices. Compliance ensures that healthcare
providers follow established standards, protocols, and laws, protecting patients and
upholding high care quality. It reduces risks, prevents fraud, and builds trust between
patients and healthcare systems.

By strictly adhering to these regulations, healthcare organizations not only protect their
patients but also enhance their operational efficiency and reputation. In essence,
compliance is about committing to ethical practices, continuous improvement, and
delivering high-quality healthcare services, and that is the aim and core-stone of our
principals.

DR. MONA AL MOUSSLI >
SPEECH & FOUNDERLETTER (&
AFRISUMMIT 2024 45, ppa g .

ONSULTARNCY

Imagine a world where life-saving medicines reach patients faster, where regulatory
barriers dissolve, and global health standards rise together. This is the promise of
harmonization and reliance in the healthcare regulatory industry.

Harmonization unites us under shared regulatory standards and a focused vision,
reducing barriers and accelerating the delivery of crucial medications. This core value,
combined with reliance, fosters trust and cooperation among regulatory bodies,
enabling them to expedite approvals by leveraging each other's expertise.

The World Health Organization reports that regulatory reliance can reduce approval
times for new medicines by up to 50% in some regions, showcasing its critical role in
improving access to essential treatments. By collaborating in this way, we cultivate a
spirit of mutual support and shared commitment, ensuring that vital medicines are
swiftly and reliably available to enhance lives worldwide. Our collective unity and
interdependence are pivotal for paving the way toward a future of empowered and
independent regulatory practices.
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FOR EXHIBITIONS & CONFERENCES.
Business growth in Africa's healthcare sector is not just an opportunity; it's a critical

necessity for the continent's future. With a rapidly growing population and expanding
urban centres, the demand for quality healthcare is skyrocketing.

This creates an unprecedented chance for businesses to innovate and invest in areas

like telemedicine, pharmaceuticals, and medical infrastructure. The potential for positive
impact is enormous businesses that commit to addressing Africa's unique healthcare
challenges will not only see substantial returns but will also contribute to the region's
overall development.

Investing in healthcare isn’t just good business; it's a vital step toward transforming lives
and ensuring that everyone has access to the care they need.

S

PIONEERS

FOR EXHIBITIONS & CONFERENCES.

Pioneersisa dynamic event management company specializing in delivering innovative and seamless
event solutions. From corporate conferences and product launches to large-scale exhibitions and private
functions, Pioneers offers a comprehensive range of services to ensure each event is meticulously planned

and executed.

With ateam of experienced professionals, Pioneers focuses on creativity, attention to detail, and
personalized service, making every event memorable and successful. Our expertise includes venue
selection, event design, logistics, marketing, and on-site management, ensuring that every aspect of
the event runs smoothly.

At Pioneers, we bring visions to life, turning concepts into unforgettable experiences.

q Macr City , Caire, Egypt K.* 20 1 709 25474 m infuBpsoneersevents.com {ir W, pineersEVents. com
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DAY 1:

i;i.

08:30-09:15 COFFEE AND REGISTRATION

09:15 - 09:45 Opening Ceremony

»

:45-10:45

‘
k.
Dr.Nancy Ngum
Public Health Officer- AUDA
= NEPAD

AfriSummit Welcome Address

Dr. Mona Al Moussli
Chairman of
AfriSummit

Afri it Official Op
Dr. Rasha Ziada
Chairman Assistant for Professional
Development and Capacity Building Affairs
Egyptian Drug Authority (EDA)

5

Welcome Remarks - Titanium Sponsor

Mr. Ramez Sawiris
R&D Lead - Haleon
MEA

Moderated by

Mrs. Bunmi Femi-Oyekan
Regulatory Lead, Accord &
Access (Snr. Director)
Pfizer

FAFRISUMMIT

Grand Nile Tower, Cairo - Egypt

3 November 2024

AfriSummit Welcome Address
Dr. Ahmed Ashour
Chair of the Organizing
Committee for AfriSummit
Egypt

AfriSummit Opening Remarks

Dr. Hisham Stait

Vice Chairman, Unified Procurement
Authority - Egypt

Session 1: Current Landscape of Pharmaceutical Regulations in Africa -
Challengesand Opportunities

AMRH support to the Operationalisation of AMA

Q & A Panel Discussion: Regulatory Pathways: Harmonization, Industry Shifts, and Strengthening Public-Private Collaboration

L]
L

ECOWAS/WAHO

Pharm. Mrs. Sybil Nana Ama
Ossei Agyeman Yeboah
Regulatory Consultant & CEO of
SNAAP Access

%

1GAD -

Mr. Karim Wanga (M Pharm)
Senior Principal Regulatory Officer
Pharmacy & Poisons Board (PPB
Kenya

@pharmaregafrisummit  #PharmaRegAfriSummit

SADC MRH - ZAZIBONA

Mrs. Sakhile Dube-Mwedzi
Program Coordinator -
SADC MRH

ZAZIBONA

IFPMA

MS. Zainab Aziz

Associate Director RA Policy &
Strategic Operations, SSA
Novartis

www.pharmaregafrisummit.com



10:45 - 11:30 Session 2: Egypt National Regulatory Updates

o
[ =

Moderated by

Dr. Inas Chehimi

Senior Director - Head of Regulatory Affairs
Middle East and Africa

Novartis

Egypt Regulatory Updates

Dr. Yasmine Mohamed Hisham
Manager of The Evaluation Unit For Registration

" Files of Imported Human Pharmaceuticals in
Central Administration of Pharmaceutical Products
Egyptian Drug Authority
(EDA)

Q & A Panel Discussion

o

11:30-12:00 Coffee and Networking Break

12:00-13:00 Session 3: Harnessing Potential: Africa's Journey

to Pharmaceutical Reliance: Panel Discussion

-

Moderated by

Dr. Eman Wahdan

Egypt regulatory Head for
Opella

Presenter

Dr. Hebatallah Ibrahim Abdel-Salam
General Manager of Biological Products

= General Administration & Head of Biological
Products Marketing Authorization Administration
Egyptian Drug Authority
(EDA)

Panelist

Mr. Karim Wanga (M Pharm)
Senior Principal Regulatory Officer
Pharmacy & Poisons Board (PPB)
Kenya

@pharmaregafrisummit ~ #PharmaRegAfriSummit

% AFRISUMMIT

Grand Nile Tower, Cairo - Egypt

Unified Procurement Authority (UPA)
Dr. Hisham Stait

Vice Chairman, Unified Procurement
Authority - Egypt

Presenter

Sonia Sebai Ben Amor. MD

Head of National Control Laboratory
National Regulatory Authority
Tunisia

Panelist - Industry perspective

Dr. Najlaa Fathy
Regulatory Affairs Head, GDD
Novartis

www.pharmaregafrisummit.com
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13:00 - 14:00

A

16 YEARS EXPERIENCE
First Mover

Panelist

Dr. Shereen Abdelgawad

Head of the Central Administration of
Pharmaceutical Care

Egyptian Drug Authority

(EDA)

Moderated by
Pharm. Mrs. Sybil Nana Ama
Ossei Agyeman Yeboah
Regulatory Consultant & CEO of
SNAAP Access

SUMMIT

Grand Nile Tower, Cairo - Egypt

Empowering Access: Strategic Insights into -
Self-Care Products in Pharma

Mr. Ramez Sawiris
R&D Lead - Haleon
MEA

Panelist

Sonia Sebai Ben Amor. MD

Head of National Control Laboratory
National Regulatory Authority
Tunisia

Session 4: Innovation and Accessibility: Shaping the OTC Landscape in Africa

Regulatory Pathways in Self-Care:
Mastering the Switch

Dr. Marwa Souei

Head of Regulatory Affairs across Africa
Middle East & Turkey

Opella

*s

Panelist
Dr. Haidy Ahmed

Director Regulatory Affairs

North Africa
Haleon

+2 BILLION

SERIALIZED AND AGGREGATED PRODUCTS

You Deserve
NOTHING LESS

ONE SHOP A Brand o) Tailored Solutions Promote

Traceability 0-@} You Can Trust QIM Just for You @ Sustainability

Solutions VISIOTT TPS

Quality With You Every & Meeting Regulatory Revolutionize Your

Over Quantity Step of the Way Standards Has Never 5\;\ & | Supply Chain With
Seen Easier SS9 | VISIOTT TPS

VISIO

TPS

Traceable Packaging Solutions
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14:00 - 15:00

15:00 - 15:45 Session 5: Attaining WHO Maturity Level and Collaboration Opportunities

Moderated by

Dr. Yousra Farid

Regulatory Affairs | Quality Assurance Director &
Strategic Project Lead - Gulf

Levant & Emerging Markets

Abbott

Presenter

Prof. Saleh A. Bawazir
Prof. of Clinical Pharmacy & CEO
of Bawazir Pharma Consulting Center

Panelist

Dr. Emil lvan Mwikarago

Technical Analyst, Assessment

of Medical Devices, In Vitro
Diagnostics (IVDs), Vaccines,

& Biologicals Rwanda Food & Drugs
Authority (Rwanda FDA)

Panelist

Dr. Zivanai Makoni

Head of Division Evaluation &
Registration - Medicines Control
Authority of Zimbabwe (MCAZ)

-
=\VVO1=Q SMARTTRACK

Revolutionizing
At EVOTEQ we are committed to driving innovation Supply Chain
and efficiency across various sectors, including the Integrity
pharmaceutical industry. in Healthcare
0 ur Ai m SmartTrack, a cutting-edge
: 3 ;s ¥ . solution, harnesses the
Safeguarding the entire medical supply chain, ensuring power of serialization,
visibility of medicine from the manufacturer to the patients. cloud technology, analytics,

and Al to redefine 'track
and trace' capabilities
across diverse industries.

Efficiency  Reliability = Authenticity

Benefits

Fighting Counterfeit Medicine

Enhancing Transparency and Trust
Mitigating Medicine Shortages and Fraud
Facilitating Rapid Recalls

5. Preventing Sales of Expired Medicines

Fgan” 2

SmartTrack is not just a tracking solution.
It's a commitment to revolutionizing the healthcare supply chain.

Contact us Evotegme

@ Evoteq

&3 Evoteqme




Faculty of Pharmacy @M e 55

] About Our Program
Since its establishment in 1997, the Faculty of Pharmacy has been a pioneer in pharmacy education in
Egypt. In January 2023, it has expanded its international exposure and became among the first cohort of
Faculties of Pharmacy in Egypt to receive International-Accreditation (online evaluation) from the
Accreditation Council of Pharmacy (ACPE), USA, for its various programs. The Faculty's goal is to provide
a strong professional program with a balanced foundation in basic, biomedical, pharmaceutical, and
social sciences that advance to pharmacotherapeutic knowledge and pharmacy practice experiences. The
faculty graduates competent and skilled pharmacy professionals within an environment committed to
scientific research, community engagement, and social accountability.

Academic Program

The Faculty offers two Internationally-Accredited programs:

A) PharmD Program
The faculty offers a six-year program (5 academic years and 1 year of
internship) leading to a bachelor’s degree of Pharmacy (PharmD). Students
are required to complete 178 credit hours (67 courses) for graduation.

B) PharmD - Clinical Pharmacy Program
The faculty offers a six-year program (5 academic years and 1 year of
internship) leading to a bachelor’s degree of Pharmacy (PharmD — Clinical
Pharmacy). Students are required to complete 178 credit hours (68 courses
for graduation.

| Accreditation
* National Authority for Quality Assurance and Accreditation of Education

¢ Accreditation Council for Pharmacy Education (ACPE) - USA

The [PharmD/PharmD Clinical Pharmacy Programs) of the Faculty of Pharmacy, Misr
International University has been granted International -Accreditation (online
evaluation) by the Accreditation Council for Pharmacy Education, 190 South LaSalle
Street, Suite 3000, Chicago, lllinois, 60603-3446, United States of America, TEL +1 (312)
664-3575; FAX +1 (866) 228- 2631, website www.acpe-accredit.org

[ International Affiliations
St. John's University College of Pharmacy and Health Science (SJU), USA, Creighton University, School of
Pharmacy and Health Professions, USA, Gulf Medical University, UAE, and the Faculty of Pharmacy, MIU,
will engage in cooperative educational and research activities for faculty and students, which may include
visiting faculty, study abroad, collaborative research programs, experiential training programs, seminars,
workshops, and service programs.
International Advanced Pharmacy Practice Experience (APPE)
Students have the opportunity to participate in Clinical Rotations as part of the student exchange program
at St. John's University (SJU), College of Pharmacy and Health Sciences, Creighton University, School of
Pharmacy and Health Professions, Omaha, Nebraska, USA and Gulf Medical University, UAE.

Creighton ﬁ

UNIVERSITY auth aild|o =
GULF MEDICAL UNIVERSITY

ACADEAST MLALTH CENTER




Manufacturing and Localization in Africa

Moderated by

Dr. Alaa Attia

Business Development Director
EIPICO

Building a Sustainable Pharma Ecosystem:
Regulatory Perspectives on Localization in Africa
Dr. Zakieh Ibrahim Al-Kurdi

Regulatory Affairs & Public Policy Director for
EMEA Region - U.S. Pharmacopeia (USP)

Moderated by

Dr. Mohamed Larbi Jelassi

Head of Market Access International
SPIMACO

Panelists

Dr. Zineb Housni

Pharmacist Inspector, Evaluator of Marketing
Authorization Files For Medicinal Products for
Human - Directorate of Medicines and Pharmacy
Morocco

Panelists

Dr. Ahmed El-lekawy

Innovative Products’ Registration Manager
Egyptian Drug Authority

(EDA)

Panelists

Dr. Eric Konan

Director of the Regulatory Affairs Department
ETHICA

Coffee & Networking

@pharmaregafrisummit  #PharmaRegAfriSummit

AFRISUMMIT

Grand Nile Tower, Cairo - Egypt

Session 6: Empowering Local Production: Advancing Pharmaceutical

Panelist

Dr. Claudy Raymond Tarazy
Chairman & Managing Director
One Pharma Medics

Panelists

Dr. Hebatallah Ibrahim Abdel-Salam

General Manager of Biological Products

General Administration & Head of Biological
Products Marketing Authorization Administration
Egyptian Drug Authority (EDA)

Panelists

Mr. Karim Wanga (M Pharm)
Senior Principal Regulatory Officer
Pharmacy & Poisons Board (PPB)
Kenya

www.pharmaregafrisummit.com




EXTEDOpulse - Effortless Regulatory
Information Management in
ohe comprehensive RIM platform:

) Streamline your document management processes

/) Efficiently create, validate, review, and publish compliant
submissions

2/ Manage your drug safety data in the most cost effective and
compliant manner

E)(TEDO

eRegulatory Affairs

7 Use one single source of truth for your medicinal product data

Start using EXTEDOpulse now and benefit from streamlined
data and processes across your product journey.

Too much on your plate? Free up resources by letting our
experienced Publishing Team take over crucial document
and dossier publishing activities to ensure you meet essential
deadlines.

www.extedo.com
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Moderated by

Mrs. Simone Rudolph-Shortt
Chairperson

MDMSA

-~ Botswana Regulatory Updates Zambia Regulatory Updates

Ms. Ntsetselele Kago

Manager, Human Medicines Unit
Botswana Medicines Regulatory Authority
(BoMRA)

Mr. Lyoko Nyambe

Director Marketing Authorisation
Zambia Medicines Regulatory Authority
(ZAMRA)

o~ Zimbabwe Regulatory Updates Namibia Regulatory Updates
Ms. Fransina Nambahu
Head of Division Evaluation and Registration Registrar of Medicines at Namibia Medicines
Medicines Control Authority of Zimbabwe Regulatory Council (NMRC) of the Ministry of
(MCAZ) Health and Social Services

. (MoHSS)

Dr. Zivanai Makoni

Q & A Panel Discussion

18:00

.':'l Healthcare Drug Safety and Track & Trace System
g Technologies for a Safer, Healthier Africa!

—\\=) Pharmaceutical Track & /C}:% Population Health
Trace System @7 Management

Healthcare

:=| e-Prescription Interoperability

=1 Hospital Information
System

Personal Health

Record

Health Information
Exchange

Al & Analytics

Let's Shape the

Future Together!




e We Are
TN SPIMACO

SPIMACO is the leading vertically-integrated
pharmaceutical manufacturer in Saudi Arabia.

With five manufacturing plants and a network of regional
affiliates and multinational partnerships, SPIMACO has
created an unrivalled footprint across the MENA Region.

We offer an extensive portfolio of pharmaceutical products,
covering a wide range of therapeutic areas, including oral,
injectable medicines, sterile products, high potent
medications & Biosimilars.

SPIMACO is committed to increasing access to healthcare,
improving the quality of life of patients, and supporting the
communities where it operates.

in Saudi Arabia % Manufacturing Facility

Over % Over Units
{ (o .
Employees ‘?" Manufaturing
Capacity Per Annum
Y Facilities (g Presencein
Manufacturing Facility : for complex products

development

WWW.spimaco.sa
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DAY 2: 4 November 2024

09:00 - 09:30 COFFEE AND NETWORKING
09:30 - 09:45 Opening Remarks Day 2

Dr. Ahmed El-Kamhawy
Country Head
Opella

FAFRISUMMIT

Cairo - Egypt

09:45 - 10:45 Session 1: Unlocking the Future: Regulatory Pathways &

Innovations in Biosimilars & Biologics

Moderated by

Dr. Yara Hussein

Director, Regional Regulatory Hub Team lead - MERAST
Specialty Care Business Unit Lead

Pfizer Biopharmaceutical

GRS IRSP

‘
- Overview of Biosimilars in MENA: Comparative
2 t of Biosimilars PAC Guideli in MENA
. Safa’ Abu Gharbiah, PhD.
Senior Director Regulatory Affairs, MENA

Hikma Pharmaceuticals

Q & A Panel Discussion

DMP Tunisia

Sonia Sebai Ben Amor. MD

Head of National Control Laboratory
National Regulatory Authority
Tunisia

-~ o
EDA
Dr. Ahmed El-lekawy
© Innovative Products’ Registration
Manager - Egyptian Drug Authority (
¥ (oA
a

@pharmaregafrisummit  #PharmaRegAfriSummit

- 4“ Innovating with Al in Biologics: Ethical &

Regulatory Frontiers in Africa

= ) .

. Dr. Fatima Zaid Abu Zanat
- i. Regional Director of Regulatory Affairs &
f - _» Scientific Office - Middle East

Turkey & Africa
Ipsen

EDA
Dr. Asmaa Ahmed Abdel-Ghaffar Mohammed

Researcher and Head of Biotechnology Lab
' Egyptian Drug Authority (EDA)

www.pharmaregafrisummit.com
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10:45-11:30 Session 2: National Regulatory Updates EAC
o

Moderated by

Dr. Daniella Munene
Head of External Affairs
Africa Health Business

Kenya Regulatory Updates Rwanda Regulatory Updates

Mr. Karim Wanga (M Pharm)
Senior Principal Regulatory Officer
Pharmacy & Poisons Board (PPB)
Kenya

Dr. Emil lvan Mwikarago
. Technical Analyst, Assessment of Medical Devices,
In Vitro Diagnostics (IVDs), Vaccines,
& Biologicals Rwanda Food & Drugs
Authority (Rwanda FDA)

Ethiopia Regulatory Updates Uganda Regulatory Updates

Mr. Abebe Alamneh

Vice Chairman of East African Regulatory Affairs
Professionals Association (EARAPA) & Medicine
Registration Expert

Ethiopia Food and Drug Authority

(EFDA)

Dr. Rachel Juliet Mujawimana
Inspector of Drugs

National Drug Authority (NDA)
Uganda

Ms. Pamela Ajwang
Regulatory Officer

National Drug Authority (NDA)
Uganda

Q & A Panel Discussion

L8883

WELTOR
LIFE SCIENCES

docuBridge Chrysalis R
Most mature Submission management tool “Basic eCTD/eSubmission Builder
All Structures, eCTD, eSubmission, ect..« ic eCTD/eSubmission Reviewer

Medical
¥ Devices

eSubmission

Medical

Devices Veterinary

( eCTD

Complimentary |
eSubmission ( ?mp imentary

CHRYSALIS

LORENZ LORENZ E

¢
WECTORG LORENZ “ LORENZ

www.vectortech.africa
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11:30-12:00 COFFEE AND NETWORKING BREAK

12:00 - 13:00

Session 3: Vaccine Regulations in Africa: Harmonization & Access for Public Health Impact

o
Moderated by

Dr. Mariham Gergis

Submission Excellence Lead - Emerging Market
EMEA Regulatory Center

Johnson and Johnson Innovative Medicine

Har izing Vaccine Regulatory Pathways in Africa : - National Network for the African Reliance
Enhancing Preparedness for Future Health Emergencies T Laboratories Status and Its Impact
Pharm. Jacqueline Acquah ol Dr. Doaa Rady

+ Senior Regulatory Affairs Strategy Lead - = * Lot Release Administration Manager

MEA - Coalition for Epidemic Preparedness \\.__-} Egyptian Drug Authority (EDA) &

Innovations Chairperson for AMQF Vaccine
(CEPI) Subcommittee

Strengthening Vaccine Manufacturing Capabilities in Africa:
A Strategic Approach to Ensuring Self-Sufficiency and Resilience

Dr. Mariam Raouf Wefky Ghobrial
Technical Specialist (Life Sciences)
Access Health International

(AHI)

Q & A Panel Discussion

2.0

((ane Pharma Sy

YOUR COMPLIANCE, OUR PRIORITY!

At One Pharma Medics, we prioritize Quality & Com-
pliance as the essential part of ensuring the product
life cycle from registration to the hand of the patient
provided with the product that followed the ade-
quate steps. Our dedicated team of professionals is
here to provide exceptional service care tailored to
your needs.

CHOOSE US FOR

4" Registration < Importation

“+ Marketing & Sales “* Market Access

<+ Pharmacovigilance ** Business Development

[=] o  fos

5 +20226902405 E" .
O www.onepharmamed.com 5

) 8, Aflaton Street, Heliopolis, Cairo, El
Egypt PO Box 11361
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CREDIBLE CLUES FOR INCREDIBLE BUSINESS

GUIDELINES
PRACTISES

—_—

RULES
"TSTANDARDS
)\ REGULATIONS,
POLICY

REGULATIONS—{ RULES ,

®

. *Regulatory Affairs Consultations
Uniclue

help you make better-informed decisions using our regulatory

Impact assessment on upcoming and current requlations, identifying
the required actions, system changes, and determining resource

needs

contact us
www.uniclue.net +2-01004838537 info@uniclue.net




13:00 - 14:00

14:00 - 15:00

15:00-15:30

o

¥
¥
]

s
as
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Session 4: Ensuring Safety and Compliance: Regulatory Perspectives in

Track &Trace & Serialization

- Moderated by

Mr. Christopher Oduor

Senior Regulatory Affairs Manager
Middle East, Africa and CIS

Novo Nordisk

Complete Control: How End-to-End Traceability
Creates Benefits | .

Mr. Gorkem Aydin
International Marketing Manager

-

- .
E »
-
A Ms. Tutku Kazan
] ! Marketing Director
VISIOTT

VISIOTT i‘ *’

Fireside chat
Mr. Jihad Tayara

Chief Executive Officer of
EVOTEQ

Q & A Panel Discussion: Securing Africa's Supply Chain: Advances in Track &

Trace & Serialization Technologies

-~

Panelists

Mr. Mete Karaca

Executive Board Member
Tiga Healthcare Technologies

-~ -~
Panelists
Dr. Aliou Ndiaye
Pharmacist in Drug Serialization Department H
Senegalese Pharmaceutical Regulatory Agency
-~ ¥
' (ARP) ‘&

e

LUNCH AND NETWORKING

Session 5: NRA Pharma Regulatory Updates - North Africa

Moderated by

Dr. Amina Fazila Laras
Regulatory Affairs Manager
French Speaking Africa Cluster
Abbott

’9
. Tunisia Regulatory Updates &
Dr. Mariam Aounallah
Project Manager
- National Agency of Medicines &
Health Products in Tunisia
(ANMPS)

Q & A Panel Discussion

a .F

Panelists

Mr. Lyoko Nyambe

Director Marketing Authorisation
Zambia Medicines Regulatory Authority
(ZAMRA)

Panelists

Ms. Nuran Idris

Manager Healthcare Africa
GS1 Global Office

Morocco Regulatory Updates

Mr. Michael Faust
RCC Business Consultant

. EXTEDO



REGULATORY
AFFAIRS
PROFESSIONALS
SOCIETY

Emerging Market LS
Residents save over -
- 65% off Individual

Support Your Reqgulatory Career and Professional Development

WITH RAPS MEMBERSHIP!

Join to be part of the largest global community of regulatory
professionals. Together, we are building a community of excellence,
inspring growth, and empowering professionals.

e Build your skills with professional development e Stay informed as RAPS shares critical
resources and learning opportunities. regulatory news and updates.

e Grow your network by connecting, engaging, e Save money with pricing across all RAPS
asking questions, and networking with more products—membership can pay for itself
than 30,000 global regulatory professionals, with just one purchase a year!
industry experts and thought leaders.

GRANT GRIFFIN
Individual Member
Fellow (FRAPS)
A.MAN KHERA Education Committee
Individual Member Membership Committee
Fellow (FRAPS)

RAC Certified
RAPS Convergence Speaker



30-16:30

16:30-17:00

17:00-17:30
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Session 6: Digital Transformation in Pharma: Navigating e-Labeling &

eCTD in Africa's Regulatory Landscape

Moderated by

Dr. Yasmine Maher El-Shebiny
Director of Regulatory Affairs
MSD Egypt Cluster

(Egypt, Libya, Sudan, & Yemen)

Dr. Mariam Aounallah

Project Manager

National Agency of Medicines &
Health Products in Tunisia
(ANMPS)

Q & A Panel Discussion
a ‘.

COFFEE AND NETWORKING

’a
[/
- Harmonisation: Africa becomes One through one
eCTD specification
Dr. Madelein Terblanche
Senior Operations Consultant
VECTOR Life Sciences
a

E-Labeling Presentation
Dr. Rehab Mehrez

. Manager of the General Administration of

Pharmaceutical References & Leaflets

Central Administration of Pharmaceutical Care
Egyptian Drug Authority

(EDA)

Data Consistency through Production, Supply Chain &
Regulatory Business Processes

Mr. Michael Faust

RCC Business Consultant

EXTEDO

Session 7: Al Revolution: Shaping the Future of Pharmaceutical Innovations

- Moderated by
Dr. John M. Mwangi
Regulatory Policy & Science Lead

‘ Bayer Pharmaceuticals
L

Al & R&D in Pharmaceutical Industry

Dr. Neveen Kamel

Director of Regulatory Affairs

(Egypt, Maghreb Countries, Developing
Africa Markets)

Merck

Q & A Panel Discussion

a2l

Enhancing Regulatory Preparedness through Digital
Collaboration: CEPI's Framework for Accelerated Access
during Public Health Emergencies

_ Dr. Alessandro Lazdins

Regulatory Policy and Intelligence Manager
Coalition for Epidemic Preparedness and
Innovations

(CEPI)



-

17:30-18:00 Session 8: West African NRA Pharma Regulatory Updates

-~

Moderated by
Dr. Eric Konan

Director of the Regulatory Affairs Department
ETHICA

Senegal Regulatory Updates o
Dr. Aliou Ndiaye

Pharmacist in Drug Serialization Department
" Senegalese Pharmaceutical Regulatory Agency

’ (ARP)

Q & A Panel Discussion
o

-

| 4

17:30-18:00 NRA Break Out Round Table Discussions

AFRISUMMIT

Grand Nile Tower, Cairo - Egypt

Ivory Coast Regulatory Updates

Dr. Chantalle Affoue

Director of Approval of Drugs and Other
* Pharmaceutical Products

Ivorian Pharmaceutical Regulation Authority
(AIRP)
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Discover Who to Meet at the
afrisummit 2024

REGULATORY AFFAIRS MANAGER REGULATORY AFFAIRS LEAD

REGULATORY AFFAIRS ASSOCIATE SNR RA MANAGER / RESPONSIBLE PHARMACIST
REGULATORY MANAGEMENT ANALYST SUPPLY CHAIN ANALYST

DIRECTOR OF SUPPLY, REGULATORY, QUALITY & PV REGULATORY AFFAIRS SECTION HEAD

EXPORT MANAGER REGULATORY AFFAIRS SPECIALIST

HEAD OF GLOBAL RA DEVELOPMENT AND STRATEGY MARKET ACCESS MANAGER

REGULATORY AFFAIRS SPECIALIST REGULATORY AFFAIRS DEPUTY MANAGER
REGULATORY SCIENCES SENIOR MANAGER REGULATORY AFFAIRS SPECIALIST

REGIONAL STRATEGIST MANAGER REGULATORY AFFAIRS SENIOR SPECIALIST
REGULATORY SCIENCES MANAGER ACT AS GENERAL MANAGER R&D

REGULATORY SCIENCES SPECIALIST FORMULATION MANAGER.

CLUSTER LEAD - SUB REGULATORY AFFAIRS SECTION HEAD

HEAD OF REGULATORY SCIENCES SPECIALIST - REGULATORY AFFAIRS, ROW
SENIOR REGULATORY SCIENCES MANAGER DIVISIONAL MANAGER: REGULATORY EXPORTS
TECHNICAL DIRECTOR MEA CLUSTER REGULATORY AFFAIRS HEAD
REGULATORY AFFAIRS DIRECTOR SENIOR QRC SPECIALIST

SENIOR REGULATORY AFFAIRS ASSOCIATE REGULATORY AND QUALITY MANAGER
REGULATORY AFFAIRS SECTION HEAD SENIOR REGULATORY SPECIALIST

REGULATORY AFFAIRS MANAGER COMPLIANCE OFFICER

REGULATORY AFFAIRS SENIOR SPECIALIST REGULATORY POLICY AND INTELLIGENCE MANAGER
REGULATORY & QUALITY DIRECTOR RA MANAGER SADC

SENIOR ASSOCIATE REGULATORY & AFFILIATE LABELLING RA & QA MANAGER EA

COORDINATOR REGULATORY AFFAIRS EXECUTIVE

REGULATORY PHARMACIST REGULATORY AFFAIRS MANAGER, META

LEAD REGULATORY PHARMACIST REGULATORY AFFAIRS AND QUALITY ASSURANCE MANAGER
QUALITY ASSURANCE MANAGER EMEA REGULATORY, QUALITY & COMPLIANCE SPECIALIST
GMP ARCHITECT SENIORRA

SENIOR RAASSOCIATE QUALITY PROFESSIONAL

RA AFFAIRS MANAGER QA&RA MANAGER

SENIOR RAASSOCIATE SENIOR MANAGER, REGULATORY AFFAIRS

HEAD OF RA ASSOC DIR, REGULATORY AFFAIRS

RA COMPLIANCE MANAGER PRINCIPAL, RA SPECIALIST, EEA

SENIOR REGULATORY ASSOCIATE MARKET ACCESS AND POLICY AFFAIRS MANAGER
ERMC LIFECYCLE MANAGEMENT RA PROFESSIONAL SENIOR RA MANAGER

ERMC LIFECYCLE MANAGEMENT SUB-TEAM LEAD SENIOR MANAGER, GEM REGULATORY
ASSOCIATE DIRECTOR, RA POLICY AND STRATEGIC OPERATIONS DEPUTY MANAGER

HEAD, RA POLICY AND STRATEGIC OPERATIONS MARKET ACCESS DIRECTOR

REGULATORY AFFAIRS ASSOCIATE QUALITY ASSURANCE AND RA MANAGER
REGULATORY AFFAIRS MANAGER SUPPLY CHAIN AND QA MANAGER

REGULATORY AFFAIRS SPECIALIST SR MANAGER QA MEA

REGULATORY AFFAIRS MANAGER SOLUTION CONSULTANT

RA SENIOR SPECIALIST CHIEF EXECUTIVE OFFICER/OWNER

SNR REGULATORY AFFAIRS MANAGER, RESPONSIBLE QUALITY AND REGULATORY AFFAIRS MANAGER
PHARMACIST GOVERNMENT AFFAIRS HEAD

SNR REGULATORY AFFAIRS PHARMACIST, DEPUTY RESPONSIBLE DIRECTOR PUBLIC AFFAIRS

PHARMACIST CONSULTANT

REGULATORY AFFAIRS PARTNER SCIENTIFIC OFFICE MANAGER

SENIOR MANAGER REGULATORY AFFAIRS MARKET ACCESS LEAD

EQUITY RESEARCH ANALYST, HEALTHCARE AND SENIOR REGULATORY AFFAIRS PHARMACIST, DEPUTY
PHARMACEUTICALS RESPONSIBLE PHARMACIST

REGULATORY AFFAIRS HEAD REGULATORY SYSTEMS & ANALYST

SALES HEAD REGULATORY AFFAIRS SCIENTIST

SOLUTION CONSULTANT REGULATORY AFFAIRS PHARMACIST

RA MANAGER SNR RA MANAGER

ASSOC DIR, REGULATORY AFFAIRS HEAD OF REGULATORY AFFAIRS: AFRICAN CLUSTER HEAD
PRINCIPAL, RA SPECIALIST REGULATORY AFFAIRS SENIOR OFFICER
REGULATORY AFFAIRS ASSISTANT MANAGER REGULATORY AFFAIRS DEPUTY MANAGERSOLUTION
GENERAL MANAGER CONSULTANT

COUNTRY MANAGER RA MANAGER

REGULATORY AFFAIRS ASSISTANT MANAGER ASSOC DIR, REGULATORY AFFAIRS

GENERAL MANAGER PRINCIPAL, RA SPECIALIST

COUNTRY MANAGER . .
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