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Founders’ Message 2026

( )
a- Dr. Mona Al Moussli

Q\ Chairman, AfriSummit

As AfriSummit enters its sixth edition, Africa’s regulatory landscape continues to evolve rapidly.
Harmonisation, reliance, stronger regulatory systems, and local manufacturing are increasingly
shaping the continent’s healthcare priorities. At the same time, innovation, digitalisation, and
emerging healthcare technologies are creating new opportunities and expectations for regulators
and industry alike.

AfriSummit brings these priorities together in one platform for dialogue, collaboration, and
practical action. As we gather in Nairobi, our focus is on advancing stronger systems, deepening
regulatory cooperation and supporting sustainable approaches that can improve access to quality
healthcare across the continent.

| look forward to welcoming you to AfriSummit 2026 and to the conversations, partnerships and
ideas that will help shape the future of healthcare regulation in Africa.

Dr. Najiba Al Shezawy

Co-Chairman, AfriSummit

Regulation carries a responsibility to protect patients, uphold quality and ensure that
healthcare products reaching the market are safe and effective. And to achieve that,
strong regulatory practice must be at the centre of that progress. Innovation and faster
access are becoming increasingly important, but they must be supported

by accountability and sound regulatory standards.
AfriSummit creates a space to understand challenges across different markets and

strengthen the relationships between regulators, industry and the wider

healthcare community.
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WWW.PHARMAREGAFRISUMMIT.COM @
Ministerial Opening Ceremony (September 28 | 10:00 -17:45)

10:00-11:30 | Opening Ceremony

Industry Opening Remarks

Dr. Mona Al Moussli
MSc, Chairman of the AfriSummit

Mr. Himanshu Raj
General Manager for Sub-Saharan Africa,
Haleon

Dr. John M. Munyu

MBS, Chairperson,

Pharmacy and Poisons Board (PPB),
Kenya

Dr. Ouma Oluga

Principal Secretary, State Department
for Medical Services, Ministry of Health
(MOH), Kenya

Chief Guest

Hon. Aden Duale

EGH, Cabinet Secretary for Health,
Ministry of Health (MOH),

Kenya

11:30 - 12:00 | Coffee Break & Curated Exhibition Walkthrough
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Ensure Unmatched Quality and Efficiency with
VISIOTTITPS's All-in-One Line Solution

Achieve excellence with VISIOTT TPS's advanced line solution. Our system delivers high speed and
precision in serializing, aggregating, and packing your products—guaranteeing top-tier performance
and compliance with industry standards.

Three-in-One Serialization Station

This compact solution combines serialization, weight control, and tamper-evident labeling into one
seamless process. With the ability to weigh products ranging from 5g to 1000g, apply tamper-evident
labels, and serialize using a data matrix and human-readable code, it operates at speeds of up to 300
products per minute. Using advanced OCR/OCV technology, serialized products are verified for
accuracy, while faulty items are swiftly rejected into one of three dedicated rejection boxes based on
error type—ensuring flawless product output.

Semi-Automatic Case Packer

Our Semi-Automatic Case Packer aggregates serialized products efficiently and automates the
labeling process for both carrier units and pallets. The system prints the required labels as soon as the
pallet reaches full capacity, streamlining your packaging workflow and maximizing productivity.

To learn more about our ONE line to rule them all, visit our website: www.visiott.com

EE

Solutions

P e,
VISIOT T|TPS 0% tarmare | 425 somare | i52HE

Traceable Packaging Solutions

Go to www.visiott.com
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Ministerial Opening Ceremony (September 28 | 10:00 -17:45)

Session 1: Panel Discussion
12:00 - 12:45 e . . ) N
The Future of Pharma Regulation in Africa from National Systems to One African Medicines Market

Moderated by

Dr. Claire Kagambi
Regulatory Affairs Manager,
Middle Africa, Novo Nordisk

Dr. Wilfred Ochieng Oguta
Director, Pharmacy Practice
and Regulation of Training,
Pharmacy and Poisons Board
(PPB), Kenya
Prof. Mazyanga Lucy Mazaba}

Public Health Expert

African Medicines Agency

Dr. Edwin Kojo Ogara

Essential Drugs and Medicines Officer

& Technical Focal Point - Health Products
and Technologies,

World Health Organization

Dr. Mukanga Ezekiel Tinashe
Senior Lead - Data and Digitalization,




ANTARESVISION DIAMIND GOVERNMENT
GROUP

Empowering Governments
with Advanced Track &
Trace Solutions

DIAMIND Government provides real-time
visibility of the entire pharmaceutical ecosystem.

» Prevent Counterfeits & Diversion

e Enhance Public Safety

» Improve Compliance & Revenue Collection
e Seamless Integration

e Al & Blockchain-Powered

Meet Us at

?/ AfriSummit Nairobi
% Monday, Sept 28, 2026
g

Uniting regulators, industry leaders
and policy makers shaping the future
of pharmaceutical and medical devices
regulation in Africa.

SESSION 2:

Panel Discussion: Beyond Borders: East Africa’s Leap from Harmonization to Convergence

Moderated by

\

Dr. Fatima Abu Zanat

Regional Director of Regulatory Affairs
& Scientific Office Middle East,

Turkey & Africa, Ipsen Pharma

/

Dr. Julius Simon Otim
Senior Health Officer, Medicines
& Food Safety,

East African Community

(EAC) Secretariat

Dr. Denis Wiliam Mwesigwa
Director, Inspectorate and Enforcement,
National Drug Authority (NDA),

Uganda

\

/

Dr. Kariuki Gachoki

Deputy Director, Product Evaluation
& Registration, Pharmacy and Poisons
Board (PPB), Kenya

/

Ms. Neema Nagu

Senior Medical Devices Officer,
Tanzania Medicines and

Medical Devices Authority (TMDA),
Tanzania

\

Mr. Birikunzira Shabani
Jean Baptiste
Pharmaceutical Production and
Supply Chain Strategy Specialist,
Rwanda Food and Drug Authority (FD/»

Mr. Nathan Seyoum

External Medicine Dossier Assessor,
Ethiopian Food and Drug Authority
(EFDA), Ethiopia

~

/
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Ministerial Opening Ceremony (September 28 | 10:00 -17:45)

13:45 - 14:45 | Business Lunch and Networking

SESSION 3:

Ao The Rise and Scaling of Local Manufacturing Champions in Africa’s Pharma Sector

e Advancing East Africa's Pharmaceutical

Moderated by Manufacturing Ecosystem

Dr. David O. Odhiambo
Executive Director,
- African Pharmaceutical Network

Mr. Neeviyesh Challa
Chief Commercial Officer,
Dawa Life Sciences

$

(APN)
e Navigating African Capabilities in Pharmaceutical Localization: e Rwanda’s Regulatory Environment for Local
A Blueprint for Ecosystem-Driven Production Pharma Manufacturing

Mr. Birikunzira Shabani

Jean Baptiste

Pharmaceutical Production and
Supply Chain Strategy Specialist,
Rwanda Food and Drug Authority (FDA)

Mr. Sherif Soliman

Head of International Markets,
Gulf Pharmaceutical Industries
(Julphar)

Panel Discussion

Dr. Wilfred Ochieng Oguta
Director, Pharmacy Practice

and Regulation of Training,
Pharmacy and Poisons Board
(PPB), Kenya

Dr. Nancy Ngum
Programme Officer for Public Health,
AUDA-NEPAD

Mr. Neeviyesh Challa
Secretary, The Federation of Kenya
Pharmaceutical Manufacturers
(FKPM)

Prof. Samir Ahid

Director General, Moroccan Agency
for Medicine and Health Products
AMMPS), Morocco




For the life you're living.
And future you're buiilding.

gnovo

Lasting Health Starts Now

Lasting health doesn’t start
someday. It starts here, now, in the
day that life gives you.

novonordisk.




Julphar

Leading through innovation,
caring with compassion

Julphar

Our Values

To become a leading pharmaceutical company, internationally recognized for innovation

Leadership, Collaboration, Compassion, Integrity, Respect, Innovation



Schlafender

Hase®
Content verification
software for regulated
industries

. How do you ensure your regulatory
content is 100% accurate?

@ How do you prevent
labeling-related recalls?

@ How can you save hours of painful
multilingual labeling text comparison?

(Arabic, English and more!) O@\’

To find out more,
visit our website.

www.schlafenderhase.com
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SESSION 4:
15:45 - 16:30 | Panel Discussion: A Collaborative Path Forward for Strengthening Bioequivalence
Ecosystems in Africa

Moderated by

Dr. Nihal Shah

Chief Executive Officer,

Biodeal Laboratories, and Vice
Chairman, Federation of Kenya
Pharmaceutical Manufacturers
(FKPM)

Dr. Felistas Chepwogen
Head Bioequivalence,
Pharmacy and Poisons Board
(PPB), Kenya

Medicines & Food Safety,
East African Community (EAC)
Secretariat

Dr. Edwin Kojo Ogara
Essential Drugs and Medicines Office
& Technical Focal Point,

Health Products and Technologies,
World Health Organization

Dr. Vinod Guptan

Board Director and Board Lead
of the Supply Chain Committee,
Kenya Healthcare Federation

Dr. Julius Simon Otim
Senior Health Officer,

Coffee Break and Networking

16:00 - 16:45
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We build the trusted bridge between indust
authorities, healthcare professionals,
and patients.
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Regulatory, Quality & Safety Information
Management

Medicines Information Distribution
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Ministerial Opening Ceremony (September 28 | 10:00 -17:45)

SESSION 5
16:30 - 17:15 Panel Discussion: Combating Counterfeit Medicines in Africa

Moderated by

Mr. Birikunzira Shabani

Dr. Catherine Maina Jean Baptiste

. Pharmaceutical Production and Supply
Regulatory Affairs Expert Chain Strategy Specialist,

Rwanda Food and Drug Authority (FDA)

Dr. John Akoten
Director, Research, Planning
and Public Awareness,
Anti-Counterfeit Authority

Dr. James Mokoro
Chairperson, Kenya Association
of the Pharmaceutical Industry
(KAPI)

Dr. Shafii Abdullahi,
Director of Strategy

and Business Development,
Center for Testing and Research
(CTRS) and Chief Editor of Drug
Eye Africa

Mr. Sebastian Neuwirth
Head of Government Solutions,
Antares Vision Group

Dr. Waqgo Dulacha Ejersa
Chief Executive Officer (CEQ),
Kenya Medical Supplies Authority
(KEMSA)

17:15-17:45 | Coffee Break and Networking
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Day 1 (29 September 2026)

08:00 - 08:30 | REGISTRATION AND WELCOME RECEPTION

OPENING CEREMONY
08:30 - 09:00 National Anthem

Mr. Ramez Sawiris
Head of R&D, MEA,
Haleon

Dr. Najiba Al Shezawy
MSc, Co-Chairman of the AfriSummit

Ms. Tutku Kazan
Marketing Director,
VISIOTT TPS

SESSION 1: Strengthening Regulatory Systems through Alignment with WHO Maturity Level 3

09:00 - 10:00 and 4 Frameworks

Moderator:

Dr. May Badran

Regulatory Head of Africa

(Egypt, English Africa , French Africa),
Abbott




trace the future

Revolutionizing the Pharmaceutical Supply Chain

At EVOTEQ we have empowered industries, governments,
and economies to thrive through traceability and
transparency. Delivering secure supply chain solutions that
combat counterfeits and optimize operations for a more
resilient future through tailored, Ai augmented solutions.

secure transparent resilient

Empower healthcare with secure, transparent
cutting-edge traceability that combats counterfeiting
and drives resilient growth.

Fight counterfeit medicine

Enhance transparency and trust
Mitigate medicine shortages and fraud
Facilitate rapid recalls

Prevent sales of expired medicine

tragpharma is not just a tracking solution; it's our
commitment to a future where every dose is secure,

every chain is transparent, and every patient is well protected. :
Insta: @Evotegme | X: Evotegme | LinkedIn: Evoteq

Great Quallty Accessmle Medicine. Reglonal Scale

Regional Leader: African manufacturer of generic and branded medicines across multiple
therapeutic areas.

Quality Standards: cGMP-compliant facilities serving primary markets with proven
quality standards.

Affordability: Pioneering the scale and affordability model that works for the continent. ife sciences

Trusted across East and Southern Africa.

Contact us

T (+254) 020 356 9904

E: info@dawalifescinces.com
W: dawalifesciences.com

El'-r'-'-m Scan to meet our Leadershlp Team




53 Biocon

Enabling Equitable
Access to Biosimilars
Across the World

At Biocon, 'Ensuring Essential Therapies Reach Everyone Who Needs Them' is more than just a
goal - it's a core commitment that embodies our values as a company. As a fully integrated, global
biopharmaceutical company, we harness our ‘lab-to-patient' model to meet the increasing demand for
affordable, high-quality biosimilars and generics in over 120 countries.

By staying true to our promise of accessibility & availability Biocon is not only transforming healthcare,
but also positively impacting the lives of millions of patients worldwide.

Biosimilars Business at a Glance

ENEEETEEEE

www.biocon.com

Biosimilars in Biosimilars Countries cGMP
Portfolio commercialized where our approvals
Biosimilars are
available
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Day 1 (29 September 2026)

« Accelerating Africa’s Regulatory Maturity:
Lessons from Global Best Practices and the Strategic Role
of Regulatory Reliance

Dr. Souly Phanouvong Dr. Zivanai Antony Makoni
Regulatory Systems Strengthening Head of the Evaluations
Expert & Former and Rgglstratlon D|V|S|on,_
WHO Technical Consultant Medicines Control Authority
of Zimbabwe (MCAZ)

Panel Discussion: Bridging National and Regional Efforts for Africa's Continental Maturity Level Growth

« Zimbabwe’s Regulatory Maturity Journey
in Achieving WHO ML4

5

Dr. Zivanai Antony Makoni
Head of the Evaluations

and Registration Division,
Medicines Control Authority

of Zimbabwe (MCAZ)

Dr. Anthony Martin Toroitich
Director, Corporate Services,
Pharmacy and Poisons Board
(PPB), Kenya

Dr. Edwin Kojo Ogara

Essential Drugs and Medicines Officer
& Technical Focal Point - Health
Products and Technologies,

World Health Organization

Regulatory Systems Strengthening
Expert & Former
WHO Technical Consultant

M Dr. Souly Phanouvong

SESSION 2:

S Panel Discussion: Elevating OTC Standards for Better Self Care

Moderator:

Dr. Evah Amwayi
Regulatory Affairs Lead
for Sub-Saharan Africa,
Haleon

¥
£ = f
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XENOPIA

GROUP

Regional Radiopharmacy & Life Sciences Solutions Experts.

@ Nuclear Medicine

Nuclear Medicine & Radiopharmacy
Solutions

PET & SPECT Radiopharmacy Equipment
Installation/Operation/Performance
Qualification & Training

D PET & SPECT Radiopharmacy Design,

Equipment Supply, Maintenance & Support

Radiopharmacy Operations Management
(Production, QC & Dispensing)

@ Radiation Safety Assessment

\_
'\-fx-'.'
charles river CAPINTEC @ GE HealthCare
é TRAsSIs curium  ABX

Life Sciences

Innovative Distributor For Life
Sciences Technologies in Africa.

Immunoassay Workflow Solutions

Rapid Microbial Endotoxin and Sterility
Testing, and Microbial Identification
Solutions

@ Molecular & Clinical Research Solutions

Flow Cytometry Solutions

Next Generation Sequencing Solutions

Our Trusted Partners

advanced dochamical compounds Gmibh

\ General Laboratory Equipment

& Eckert&Ziegler  bietechne iR="1

@ GeneMind &2 BD

+254 740 470 176 | info@xenopiagroup.com | www.xenopiagroup.com | 2nd Flr Cedar Suite, Riverside Green Suites, Riverside Drive, Nairobi
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Day 1 (29 September 2026)

Dr. Mohamed Ahmed

Rashad Hussein

Manager of Evaluation Unit,

Registration File, Local Human
Pharmaceuticals, Egyptian Drug Authority
(EDA), Egypt

Dr. Mariame Gaye

Chief, Pharmacy Division,
Senegalese Agency for
Pharmaceutical Regulation (ARP),
Senegal

Mr. Ramez Sawiris
Head of R&D, MEA,
Haleon

Dr. Christabel Khaemba
Deputy Director, Product Safety,
Pharmacy and Poisons Board (PPB),
Kenya

Dr. Marwa Soueio
AMET Science

& Regulatory Affairs Head,
Opella

COFFEE BREAK & INNOVATIONS SHOWCASE

SESSION 3:

The NA-MRH Roadmap: Building a Unified Regulatory Front for North Africa

« Presentation: Harmonizing North Africa

Moderator: for Accelerated Access
Dr. Nancy Ngum Dr. Sonia Sebai Ben Amor
Programme Officer Head of National Control Laboratory,

Head of CMC Evaluation Department,
National Agency for Medicines
and Health Products (ANMPS), Tunisia

for Public Health, AUDA-NEPAD

Panel Discussion: Harmonizing North Africa for Accelerated Access Through the NA-MRH

Dr. Sonia Sebai Ben Amor : Dr. Adil El Hajli

Head of National Control Laboratory, = Head of Evaluation and Authorizations
Head of CMC Evaluation Department, o Department, Moroccan Agency for
National Agency for Medicines . Medicine and Health Products

and Health Products (ANMPS), Tunisia (AMMPS), Morocco

Dr. Mohamed Ahmed

Rashad Hussein

Manager of Evaluation Unit,

Registration File, Local Human
Pharmaceuticals, Egyptian Drug Authority
(EDA), Egypt
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SESSION 4:
Track and Trace Serialization for a Secure African Pharmaceutical Supply Chain

Moderator:

Dr. James Mokoro
Chairperson, Kenya Association
of the Pharmaceutical Industry

(KAPI)
« From Policy to Implementation: Kenya’s Roadmap . From Regulation to Reality: Navigating Track
to Full Pharmaceutical Track & Trace and Serialization & Trace Challenges Across the Supply Chain

Ms. Tutku Kazan
Marketing Director,
VISIOTT TPS

Dr. Bramuel Tongola

Technical Advisor to the CEO,

Pharmacy and Poisons Board L
(PPB), Kenya

Panel Discussion

Dr. Bramuel Tongola Mr. Peter Otieno

Technical Advisor to the CEO, Chairman
?Ph;é;q;zynagd Poisons Board and Chief Executive Officer,
e GS1 Kenya

Mr. Nathan Seyoum

External Medicine Dossier Assessor,
Ethiopian Food and Drug Authority
(EFDA), Ethiopia

Director, Digital Health
and Informatics,
Digital Health Agency (DHA)

bR
m

Dr. Jeremiah M. Mumo ‘ ﬁ \




&LsPedia

Preparing for Africa’s serialization
future? Don't build it alone.

OneScan L4 OneScan L5
Manufacturer compliance National traceability hub
> Serialization + aggregation > Phased national oversight, on

your timeline Q Faster market access

> EPCIS reporting

> Counterfeit prevention at scale 0,29 Reduce compliance risk

> Preconfigured for Egypt EDA,
Kenya PPB & Ethiopia EFDA > Supply risk intelligence: stockouts
& single-source exposure {m Future ready architecture

> Export-ready across African markets
> FedRAMP® approved

Q9o .
o2° One partner, two audience

28t Sep - 2™ Oct 2026
Emara Ole-Sereni, Nairobi

Meet us at Afrisummit Kenya 2026

Book your serialization & national readiness assessment

Ispedia.com trace@Ispedia.com +1(855) ONE-SCAN +1(855) 663-7226

.L" Healthcare Drug Safety and Track & Trace System
1g Technologies for a Safer, Healthier Africa!

=\\=) Pharmaceutical Track & % Population Health

& Trace System @2 Management

1
oo 20

il >,

e-Prescription Interoperability

= Q) - Hospital Information HIE Suite
Eﬁ_ﬂ System

_(Q Personal Health .
Record Al & Analytics

Let's Shape the

Future Together!
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Day 1 (29 September 2026)

 13:15-14:15 | LUNCH, GROUP PHOTO AND NETWORKING

SESSION 5:
14:15 - 14:50 From Innovation to Implementation in Pharmaceutical Track and Trace

Moderator:

Dr. Jerusha Kamau
Founder & CEO,
Jeyflex Consultants

« Alin Data Analytics for Track and Trace Systems

Mr. Mete Karaca
Executive Board Member,
Tiga Healthcare Technologies

Fireside Chat: ZAMRA’s Implementation Journey Towards a Digitally Enabled Pharmaceutical Track & Trace System

Mr. Makomani Siyanga
Director General,
Zambia Medicines Regulatory Authority

Mr. Mete Karaca
Executive Board Member,
Tiga Healthcare Technologies




Protecting Health, Promoting Life
REPUBLIC OF KENYA

Kenya Biovax Institute is a state-owned organization that was incorporated in 2021 to manufacture, package and commercialize vaccines and other

health products and technologies.

This was informed by a feasibility study that was conducted in 2020 which sought to understand if the country could manufacture its own vaccines to
fill the gap when it exits the support of GAVI in 2029. Based on this study, the Government of Kenya (GoK) committed to build its own capacity for the
production of human vaccines to ensure long-term sufficiency in its immunization agenda.

e  Our Vision
A world free of vaccine-preventable diseases

e  Our Mission

To manufacture and commercialize safe, effective and quality vaccines and other health products and improve access to affordable healthcare

Our Mandate

The Kenya BioVax Institute Limited’s mandate is to manufacture, package and commercialize specialized health products and technologies including
vaccines, therapeutics and other biomedical products under the following objects, including but not limited to:

¥ Manufacture of Human Vaccines ¥ Manufacture of Medical Products
¥ Manufacture of Pharmaceutical Diagnostics ¥ Technology Transfer
v Research & Development ¥ Support Local Pharmaceutical Industries
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i [RIMS Dashboard
D l G ITA L ..ﬁ} Dashboard ._ Applications Licenses Inspections Alerts
2] Applications 1,245 982 356 23
R E G U LATO o . Total Active This Year Critical
¢| Inspections

[@ Licensing Applications Trend

s N s I E M s é:! pham‘aco.rigﬂance = . Medicines
J& Laboratories 10 B Medical Devices

for a Safer and Ll - \, =

[E) Reports 5

Healthier Africa P

Jan Feb War Apr May Lkm Jul Aug Sep Oct Now Dec

Recent Applications

PRA-2025-01245 I Review -
Pharmaceutical Product ! Drug Firmn = Nairoki 20 May 2025

Upcoming Inspections

MD-2025-00897 In Assessment

e Hosgital - Mombasa 22 May 2025

LAB-2025-00221 Approved 7] Warshouse = Ki 4
Laboratory . Sl A May s

CIRIMS’

Streamline. Automate. Comply.
Better decisions, stronger outcomes.

COMPLETE REGULATORY SOLUTIONS

CUSTOMER STAFF & DOSSIER & CONTENT REPORTING, ANALYTICS & BI
— SUBMISSION PORTAL O5%®  ADMINISTRATION PORTAL MANAGEMENT / y
- I Turn regulatory data into
Submit applications, Manage users, operations Organize, manage and g insights with Al-powered
documents and and internal regulatory securely access regulatory analytics.
requests online. processes. documents.
MOBILE INTEGRATION PORTAL DIGITAL SIGNATURE PORTAL HR & PAYROLL PORTAL
INSPECTION APP .
Connect systems and Sign, approve and Manage employees,
Plan, cc”_du‘“ a'_"d exchange data securely authenticate documents HR processes and
mEnage-sEpachong and seamlessly. digitally. payroll efficiently.
from the field.
QUALITY MANAGEMENT LABORATORY Lil Al DOSSIER SCREENING PORTAL
SYSTEM (QMS) A MANAGEMENT PORTAL o m e
i ) ) = iers f ith
Manage quality, compliance Manage laboratory operations, T i;r::n df:f;s :iis:e; @
and continuous testing and quality workflows. ; : il s
improvement. FENEIN
SECURE & RELIABLE SCALABLE & FLEXIBLE DATA-DRIVEN DECISIONS COST EFFECTIVE
a Enterprise-grade f I I Adapts to your needs Real-time insights Lower total cost of
security. u and grows with you. that matter. ownership.

+254 115 630 531 )

+254 202 087 923 S O 'I' C ans
Together, we can transform info@softclans.coke chnolo g ies Limited
(eajiatiry gheigtiogs www.softclans.co.ke
across Africa. | ¥8 Providing Secure, Scalable

Nairobi, Kenya and Agile Al- ed Solutions.
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Day 1 (29 September 2026)

SESSION 6:

RS0 SES:20 Advancing Clinical Trial Infrastructure and Clinical Research Frameworks in Africa

Moderator:

Prof. Shital Mahindra Maru
Dean, School of Pharmacy

and Health Sciences,

United States International
University-Africa (USIU-Africa)

Panel Discussion

i e
Dr. Khadijah O. Ade-Abolade
Director, Vaccines, Biologics & Medical Devices
Registration and Regulatory Affairs, National
Agency for Food and Drug Administration
@

and Control (NAFDAC), Nigeria

Dr. Benson Kanji

Principal Regulatory Officer,

Clinical Trials,

Pharmacy and Poisons Board (PPB),
Kenya

Dr. Serah Muteru

General Manager for Regulatory Affairs,
Quality, and Safety,

Kenya BioVax Institute

15:20 - 15:40 | COFFEE BREAK




LIVY SARLU

The Central Africa Digital
Compliance & Cyber-Resilience
Shield

Are Your

Healthcare & Pharma
INFRASTRUCTURES
COMPLIANT WITH THE

Under

international pharma operators and medical
facilities are classified as

(viI).

Book your
alalsls

zzz|) 15-MINUTE

Flash Diagnostic at our Exhibition Booth.

Non-compliance with soverneign Cloud hosting, patient data privacy,
or digital supply chain traceability exposes your firm to :

@ HEAVY FINANCIAL SANCTIONS DIRECT EXECUTIVE CRIMINAL
BASED ON GLOBAL TURNOVER LIABILITY FOR MANAGING

DIRECTORS (Art. 309)

OUR EXCLUSIVE LIVY SARLU merges corporate business law with advanced

offensive cybersecurity engineering to provide your regional
SOLUTION investments with an absolute regulatory passport.

it livysarl
N WWWw.llvysariu.com

paead contact@livysarlu.com m Linkedin: LIVY SARLU



28 - 30 SEPTEMBER 2026

) EMARA OLE-SERENI HOTEL, NAIROBI - KENYA e

WWW.PHARMAREGAFRISUMMIT.COM @

Day 1 (29 September 2026)

SESSION 7:

15:40 - 17:05 Beyond Availability: Advancing Timely, Equitable, and Sustainable Access to Medicines in Africa

. Beyond Registration: Understanding the Factors

Moderator: That Shape Patient Access in Africa

Dr. Bunmi Femi-Oyekan Mr. Hilton Tommy Stevens
Senior Director, Head of Regulatory Affairs
Accord & Access Regulatory Lead, and Quality Assurance,
Pfizer Viya Health
« Reliance Based Review to Strengthen Access « Enabling Equitable Access Through Regulatory Innovation

to Innovation and Medicines

Mr. Ravi Bharwani

Deputy Director,

Office of Global Policy and Strategy,
United States Food

and Drug Administration

Dr. Bunmi Femi-Oyekan
Senior Director,

Accord & Access Regulatory Lead,
Pfizer

Panel Discussion: Turning Regulatory Decisions into Patient Access

Mr. Ravi Bharwani

Deputy Director,

Office of Global Policy and Strategy,
United States Food

and Drug Administration

Dr. Nazila Ganatra

Director, Health Products

and Technologies, State Department
of Medical Services, Ministry of Health
(MOH) , Kenya

Dr. Emmanuel Djigbenou

Chair, Association des Industriels
Pharmaceutiques en Afrique
Francophone Subsaharienne

(LIPA) Regulatory Commission and Senior
Manager, Regulatory Sciences, Pfizer

Dr. Jacqueline Acquah
Senior Regulatory Affairs Lead,
Middle East & Africa, Coalition

for Epidemic Preparedness (CEPI)

17:05 - 18:05 | AMA, EAC and NRA ROUNDTABLE DISCUSSIONS
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08:00-08:30
08:30-09:00

Ms. Andiswa Lawana

Interim Head of Regulatory Affairs
(African Cluster), AstraZeneca

SESSION 1
Transforming Regulation in the Digital Age: Al, Data and the Future of Regulatory Excellence in Africa

09:00 - 10:15

. AMA Digital Overview

Moderator:

Ms. Andiswa Lawana
Head of Regulatory Affairs
(African Cluster), AstraZeneca

Dr. Mukanga Ezekiel Tinashe
Senior Lead - Data and Digitalization,
African Medicines Agency

« From Pack to Patient: . ePI (Electronic Product Information)
Connecting the Physical and Digital Lifecycle of a Medicine & Digital Labeling Transformation
Mr. Schei Dattner Mr. Marc Chaillou
Chief Portfolio Officer Head of Sales Europe
and Chief Sales Officer, & Global Strategic Projects,

cormeo GmbH Schlafender Hase




NEW REGULATIONS
ZERO GUESSWORK

Pharma regulations are changing.
Your coding and traceability
shouldn't be in question.
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Panel Discussion:

( )

Mr. Gideon Murimi

Head ICT,

Pharmacy and Poisons Board (PPB),
Kenya

Mr. Schei Dattner
Chief Portfolio Officer
and Chief Sales Officer,

cormeo GmbH

Mr. Marc Chaillou
Head of Sales Europe

& Global Strategic Projects,
Schlafender Hase

10:15 - 11:00

SESSION 2
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Dr. Mukanga Ezekiel Tinashe
Senior Lead - Data and Digitalization,
African Medicines Agency

Mr. Mete Karaca
Executive Board Member,
Tiga Healthcare Technologies

Panel Discussion: Integrated Safety Systems for African Medicines: Regulation,

Digital Health & Supply Chain Intelligence

Moderator:
% A ™
Dr. John M Mwangi
Regulatory Policy & Science Lead,
Bayer
/
@ )
Dr. John Akoten A

Director, Research,
Planning and Public Awareness,
Anti-Counterfeit Authority

/
r A N
Mr. Raymond Bett
Software Engineer,
Quiality Assurance,
Digital Health Agency (DHA)
J /

COFFEE BREAK

Dr. John Kabuchi

Deputy Director Supply Chain
Management - Warehousing,
Kenya Medical Supplies Authority
(KEMSA)

Mr. Marwan Zeidan

VP of Business Development
and Customer Servicing,
EVOTEQ
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SESSION 3: Enabling Sustainable Vaccine Ecosystems in Africa

Moderator: « Tunisia's Regulatory Advancements Vaccines

Dr. Imene Ben Mansour

Head of the CMC Evaluation Department
for Biological Products, Vaccines,

Blood Derivatives and Biosimilars,
National Agency for Medicines

and Health Products (ANMPS), Tunisia

Dr. Huwaida Bulhan

Senior Director in Diversity

and Inclusion in Clinical Trials,
L Sy Sanofi

« Building an African Regulatory Pathway for Faster,
Sustainable Vaccine Availability

Ms. Nthabiseng Lephatsoana
Responsible Pharmacist

& Head of Regulatory Affairs,
Biovac

Panel Discussion: Turning Vaccine Ambition into Impact

Dr. Imene Ben Mansour

Head of the CMC Evaluation Department
for Biological Products, Vaccines,

Blood Derivatives and Biosimilars,
National Agency for Medicines

and Health Products (ANMPS), Tunisia

Dr. Anthony Toroitich

Director Corporate Services,
Pharmacy and Poisons Board (PPB),
Kenya

Ms. Nthabiseng Lephatsoana
Responsible Pharmacist

& Head of Regulatory Affairs,
Biovac

Essential Drugs and Medicines Officer
& Technical Focal Point - Health Products
and Technologies, World Health Organization

‘ Q \ Dr. Edwin Kojo Ogara
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to connect quality-assured supply with high volume
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Connect: (@ info@axmed.com) ( axmed.com)
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SESSION 4:

Biosimilars and Biologics in Africa: Strengthening Regulatory Frameworks for the Future

« PPB GUIDANCE DOCUMENT ON ANTIVENOMS

Moderator:

Dr. Vallarie M. Khamira

Quality & Safety Assessor

(Biological Products), Product Evaluation
and Registration Department,

Pharmacy and Poisons Board (PPB),
Kenya

Dr. Fatima Abu Zanat

Regional Director of Regulatory Affairs
& Scientific Office Middle East,

Turkey & Africa, Ipsen Pharma

- BIOLOGICS IN AFRICA - Regulatory Convergence, « Accelerating Biosimilar Access in Africa
Reliance and the Path to Sustainable Patient Access Through Agile Regulatory Strategies
Dr. Angeline Achoka
Senior Regulatory Affairs Manager Mr. Sekhar Ponuganti
for Sub-Saharan Africa, Director, Global Regulatory Affairs,
AstraZeneca Biocon Biologics Limited

Panel Discussion: Advancing Biologics Regulation: Harmonization, Capacity, and Innovation

Dr. Vallarie M. Khamira Mr. Eric Owusu

Quality & Safety Assessor .

(Biological Products), Product Evaluation Ag. D.|r'ector,.Drug and Herbal
Medicines Directorate,

and Registration Department, )
Pharmacy and Poisons Board (PPB), E‘;Od and Drugs Authority (FDA),
ana

Kenya

Mr. Sekhar Ponuganti
Director,

Global Regulatory Affairs,
Biocon Biologics Limited

Dr. Angeline Achoka

Senior Regulatory Affairs Manager
for Sub-Saharan Africa,
AstraZeneca

13:05-14:00 | LUNCH, GROUP PHOTO AND NETWORKING
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SESSION 5
14:00 - 14:45 Southern Africa Regulatory Updates

Moderator: . Zambia Regulatory Updates

Dr. Myles Munroe
PSK National CPD Co-ordinator,
Pharmaceutical Society of Kenya

« Zimbabwe Regulatory Updates

a

SESSION 6 Fireside Chat:
From Paper to Platform: How Digital Regulatory Systems Accelerate Device Approval in Africa

Mr. Makomani Siyanga
Director General,

Zambia Medicines Regulatory
Authority

Dr. Zivanai Antony Makoni
Head of the Evaluations

and Registration Division,

Medicines Control Authority

of Zimbabwe (MCAZ)

14:45 - 15:10

Moderator:

S
i

Mr. Nyambe Lyoko

Director of Marketing Authorisation,
Zambia Medicines Regulatory
Authority (ZAMRA), Zambia

Dr. Michael Onyango
Regulatory Affairs Manager,
Axmed

Mr. Hiram Maina Wachira
Chief Executive Officer

& Lead Technical Consultant,
Nextrans Solutions Limited

COFFEE BREAK
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Certainty at the border.
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e Pre-shipment inspection, sampling and sealing
e Testing at accredited laboratories at origin
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anti ;
counterfeit

authority
Upholding Authenticity ‘

A COUNTERFEIT-FREE Soos

KENYA

IS A BRIGHTER KENY?

Role of the Authority LY
The Anti-Counterfeit Authority safeguards consumers,
protects intellectual property rights, supports legitimate
trade and combats counterfeit goods in Kenya.

© 0 9 O

PROTECTING SUPPORTING ENFORCING PROMOTING PARTNERING
CONSUMERS LEGITIMATE THE LAW INNOVATION FOR A SAFER

BUSINESSES

Anti Counterfeit Authority .

ad Junction Industrial Area,

SESSION 7:

15:35-17:00 West Africa Regulatory Updates

« Burkina Faso Regulatory Updates
Moderator:

Protecting
Health and Safety

se genuine products.

t lives.

« Senegal Regulatory Updates

Dr. Issiaka Soulama

Chairman, Regional Committee
for Pharmaceutical Regulatory

and Monetary Union

Director General, National Pharmaceutical
Regulatory Agency (ANRP), Burkina Faso;

Harmonization, West African Economic

Adv. Olivia Esiso Ngomosi
Chief Executive Officer

2 & Managing Director,
LIVY SARLU

« lvory Coast Regulatory Updates Moderator:

Dr. Marieme Gaye

Chief, Pharmacy Division,
Senegalese Agency

for Pharmaceutical Regulation (ARP),
Senegal

« Pharma Regulatory Updates - Nigeria

Dr. Konan Yao Cyriaque Armand
Regulatory Pharmacist,

Ivorian Pharmaceutical

Regulatory Authority (AIRP),

Ivory Coast

Dr. Eric Konan
Director of the Regulatory
Affairs Department,
ETHICA

Dr. Khadijah O. Ade-Abolade
Director, Vaccines, Biologics & Medical
Devices Registration and Regulatory Affairs,
National Agency for Food and Drug
Administration and Control (NAFDAC),
Nigeria

« Benin Regulatory Updates . Ghana Regulatory Updates

Dr. Nathalie Migan Diogo
President, Pharmaceutical Sector
Monitoring Board of Benin; President,
National Committee of the Fight
against Substandard and Falsified
Health Products of Benin

Mr. Eric Owusu
Ag. Director,

Food and Drugs Authority (FDA),
Ghana

Drug and Herbal Medicines Directorate,

Closing Remarks

Ms. Mary Muthoni

Principal Secretary, State Department
for Public Health and Professional
standards, Ministry of Health (MOH),
Kenya

) NRA ROUNDTABLE DISCUSSIONS







