
From Construction to End-to-End Drug Substance 
and Drug Product GMP Manufacturing of mRNA 

Vaccines in Africa: 
A Cross-Country Race to Epidemic/Pandemic 

Preparedness and Public Health Impact
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OVERVIEW 

❑Meet Afrigen Biologics, a proudly SA Biotechnology Co
❑An ecosystem context
❑The Covid catalyst
❑Purpose and status of the mRNA TT Programme 
❑CMC the critical bridge
❑mRNA the promise of impact
❑Enabling local manufacturing
❑Future Africa
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2014/15 2018 2020 2023-2025

2021/202220192017

Created first
adjuvant

formulation centre in 
Africa.

Innovate around our adjuvant 
formulation platform and
developed a formulation

platform for wellness and
health products.

Research, development 
platform and GMP facility 

construction or mRNA started Nov 
2021.

Develop adjuvant
platform into products

through vaccine 
innovation 

partnerships.
Explored immunotherapy

landscape.

Started first construction
of R&D laboratories and 
adjuvantmanufacturing 

suites to fully
operationalize the

start-up business.

Facility construction, qualification, 
equipment validation, process 

development and scaleup with complete 
analytics, CTA for IND AfriVac2121 mRNA 

vaccine completed and GMP 
inspection for licensure of end- to-

end (DS & DP) mRNA vaccine 
manufacturing completed 25 Sept 

2025.

Afrigen: Proudly South African Biotech Company

Quality Management 

System (GMP)

Research & 

Development

Biotech Production

(GMP)

Analytics (GMP)

Aseptic Filling & 

Finishing (GMP)

- Qualified Utilities
- Material Handling
- QC Laboratories & Stability

- Plasmid Design & Development
- Antigen Design
- Process Development (DS + DP)

- Master & Working Cell Banks
- Plasmid Manufacturing
- DS & Bulk DP Manufacturing

- Characterization Assays
- Drug Substance Release Assays
- Drug Product Release Assays

- Sterile Filling Line
- Visual Inspection, Label & Pack
- Shipping

End-to-End research, development
and GMP manufacturing at Afrigen
(final GMP inspection target Q3 2025) 
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AFRIGEN PEOPLE GROWTH (49% post graduates). 
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Increase

Employee Status & Projection

Male Female Total

Established by the 
Industrial Development 

Corporation and IDRI (now 

AAHI) to localize 
production
capacity and 
capabilities for a TB 

vaccine.
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Vaccine development value chain in South Africa: Public Private Partnerships
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COMMERCIAL 

MANUFACTURING 

BIOVAC

Pseudo-virion 

platform & 

Neutralisation 

assays

Pathogen

genomics

platform

mRNA tech 

platform

mRNA platform

Formulation platform

Pre-clinical vaccine development 

platform
Clinical 

platform

Sera (murine/hamster/NHP)

Sequences 

& samples
Sequences Plasmid 

or cell bank

TECH-TRANSFER

Vaccine/s Vaccine cGMP

vaccine

SAMPLES

Analytics platform

Template/ 

construct

Reiterative process

Vaccines

DISCOVERY DEVELOPMENT TOWARDS LICENCURE

GENOMIC
SURVEILLANCE

GENOTYPE/PHENO-
TYPE ASSAYS

mRNA CASETTE
+ VARIANTS

VACCINE
MANUFACTURING

PRECLINICAL 
SCREENING

SAFETY-GLP 
TOXICITY

PH1/2 
CLINICAL 
TRIALS

Commercial 
supply



Sensitivity: Official Use



Courtesy Rino Rappuoli

COVID 19 LESSONS LEARNED:
The equipped universe can move fast! 

10 January 2020 SARS-COV-2 sequence posted  on the internet.
350 labs worldwide use the sequence to make synthetic genes
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Phase 1

Clinical vaccine 

trial starts

Mar 16, 2020

Phase 3

Clinical vaccine 

trial starts

Jul 27, 2020Jan 10, 2020

2019-nCoV

sequences 

published

2013-2019

Extensive
work on
MERS, other 
CoV, and
other Fusion
proteins

Jan 6, 2020

Wuhan 

outbreak may 

be CoV

A PANDEMIC TO ACCELERATE MRNA INTO THE CLINIC. BUT……… SPEED DOES NOT FALL FROM THE SKY 
(60 YEARS & 15B USD LATER)

2013-2019 2020

1st report of 

respiratory virus 

outbreak in 

Wuhan, China

Dec 31, 2019

First nCoV 

spike ELISA 

for cross-

reactivity

Feb 1, 2020

VRC makes 

nCoV spike 

protein

Jan 31, 2020

UT-Austin 

solves spike 

structure

Feb 3, 2020

Immunogenicity 

confirmed in 

mice

Feb 18, 2020

SARS-CoV-2 Outbreak

17

6.5 months to phase 3

10 months to phase 3 results

11 months to EUA

Slide courtesy Dr Barney Graham



mRNA TT Programme: Access, Preparedness and 
Innovation for Sustainability
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Interpandemic 
sustainability requires

R&D&INNOVATION

manufacturing of a 
pipeline of vaccines 
addressing local market  
needs & next generation 
mRNA technologies

Future pandemic 
readiness through

ACESS
Create mRNA-based 
vaccine manufacturing 
platform and transfer to 
Programme Partners to 
build capacity in LMICs for 
future pandemic response

1 South  

Africa

2 Kenya

3 Brazil

15 Argentina

4 Indonesia

13

5

9

14

Pakistan  

India

Bangladesh  

Vietnam

7Nigeria

Ukraine 8

Serbia 12

Tunisia 11

Egypt 6

Senegal 10

mRNA Center

1st partner

Afrigen

Biovac

BioVax Kenya  

Bio-Manguinhos  

Biofarma  

BiologicalE  

BioGenericPharma  

Biovaccines Nigeria 

Darnitsa

Incepta Vaccines

Institut Pasteur deDakar  

Institut Pasteur de Tunis

Institut Torlak

National Institute of Health

Polyvac  

Sinergium Biotech

2

3

4

5

6

7

8

9

10

11

12

13

14

15

1

2024

Completed first mRNA knowledge transfer trainingpending

A partnership network 
Straddling 4 continents
Connecting  15 countries 



mRNA Reduces Barriers to Entry for Vaccines
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Manufacturing

pDNA

mRNA sequence 
(antigen)

mRNA manufacture

LNP manufacture

Components / 
raw materials

Analytical testing / release

enzymes

• Less capital-intensive infrastructure vs. other vaccine 
platforms

▪ Smaller footprint/scale vs cell-culture or fermentation

▪ Multi-product facilities for drug substance/product 
manufacture

• Cell-free manufacturing processes
▪ Greater worker safety (e.g. no live viruses used)

▪ Shorter manufacturing cycle times

• Platform manufacturing process
▪ Standardized manufacturing process (less changes for 

different antigens)

▪ Shorter lead times to clinical development

▪ Rapid iteration in exploratory medicine trials

▪ Standardized release testing methods

▪ Easier switching of products

▪ Easier to produce multi-valent products

▪ Multi-product, multi-purpose facilities for optimal ROI

(Slide provided by Dr Amin Khan)



 Building a NEW mRNA Technology Platform FAST
(people, facilities, systems and processes from R&D to GMP) 
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AFRIGEN PEOPLE GROWTH (49% post graduates). 
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AFRIGEN’S FACILITY DEVELOPMENT 2021 to 2023
FROM BASIC CONSTRUCTION TO MANUFACTURING SUITES FOR mRNA 

TECHNICAL BATCHES ON ROUTE TO GMP LICENSE FOR DS AND DP

23

14

TFF04
Buffer exchange into formulation 

buffer to remove ethanol + 
bioburden reduction filtration

14

IVT
1 mL

10 mL
100 mL

1L

TFF01
Buffer exchange into water 

+ bioburden reduction 
filtration

Capping 
reaction

5 mL 
50 mL

500 mL
3 - 5 L

TFF02
Buffer exchange 

into oligodT buffer + 
bioburden reduction 

filtration

OligodT
purification

Affinity 
chromatography

TFF03
Buffer exchange into 

sodium acetate buffer + 
bioburden reduction 

filtration

Formulation
100 mL

1 L
3.7 L
6 L

Addition of cryoprotectant
Sucrose addition 

+ bioburden reduction filtration

pDNA
2 -3 mL
250 mL 

1 L

Final filtration, 
Fill & Finish

Drug product

Drug substance

Storage
At -80°C

ready       optimization ongoing      to be established

For V3, in R&D

*

*

Equipment performance

V4 (AF100A) from VRC

Storage of bulk 
DP at -80°C

Manufacturing Processes 

> 700 SOPs and > 200 validated analytical methods
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StabilityReleaseCharacterizationIPTIPCCompendialMethodAssayQuality AttributeStage
Process 

Stage

XAGE/CGEPolyA tail length​IdentityCoA releasepDNA

XSanger SequencingpDNA sequenceIdentityCoA releasepDNA

XAGEConfirmation of pDNA LinearizationPurityIn-processIVT IPC

XQubitmRNA crude quantificationContentIn-processIVT IPT

XXXPh. Eur. 2.2.1 and Ph. Eur. 2.2.2, USP <790>Appearance ​OtherBulk and FFDS & DP

XXXPh. Eur. 2.2.3, USP <791>pH​OtherBulk and FFDS & DP

XXPh. Eur. 2.6.14, USP <85>Endotoxin​SafetyBulkDS & DP

XXPh. Eur. 2.6.12, USP <61>Bioburden​SafetyBulkDS

XXXUV (A260)mRNA concentration​ContentBulkDS

XRT-PCR followed by Sanger sequencingmRNA sequence​IdentityBulkDS & DP

XXCapture probe + RNAse H treatment followed by CGE ​Capping efficiency ​PurityBulkDS

XXRNase A treatment followed by CGEPolyA tail length​PurityBulkDS

XXXCGE ​Size and integrity​IntegrityBulk and FFDS & DP

XImmunoblot (dot blot)dsRNA content​
Purity - Product related 

impurities
BulkDS

XqPCR​Residual pDNA template​
Purity - Process related 

impurities
BulkDS

XXAccuOrange - FluorescenceResidual enzymes and proteins ​
Purity - Process related 

impurities
BulkDS

XXDynamic light scattering using the ZetasizerParticle size & PolydispersityIntegrityBulk and FFDP

XLaser Doppler Electrophoresis using the ZetasizerZeta PotentialIntegrityBulkDP

XXXRibogreen Assay - FluorescencemRNA concentration & % EncapsulationContentBulk and FFDP

XXWestern BlotFunctional Protein expression (size / purity)PotencyBulk and FFDP

XXHPLC-CADLipid quantitationContent and IdentityBulk and FFDP

XXXUSP <1207>Container Closure integrity testingOtherFFDP

XXPh. Eur. 2.9.17, USP <697>Extractable volumeOtherFFDP

XXXPh. Eur. 2.6.1, USP <71>SterilitySafetyFFDP

XXPh. Eur. 2.2.35, USP <785>OsmolalityOtherBulk and FFDP

XXPh. Eur. 2.4.24, USP <467>Residual solventOtherBulk and FFDP

XXPh. Eur. 2.9.19, USP <788>Particulate matterOtherFFDP



CMC a Essential Bridge 
Technology Transfer  & mock CTA
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Ensuring Technical and Regulatory Capabilities, Effective 
Translation and Empowering Partnerships 

For a Better Prepared Global South
Through the mRNA TT Programme, 

10 manufacturers could produce 
mRNA vaccines for human use by 

2030.

Alternative Delivery Methods

Additional Disease Targets

DNA & RNA gen 
Development 

1
3

GMP REQUIREMENTS

R&D translation by design cGMP DS, DP, FF and Release Testing

mRNA DS and DP TT to 15 Partners have commenced…….

7

Tech Transfer demonstration
batch at Afrigen, with hands-
on training

Serbia:

Torlak Institute
(14 Oct-01 Nov 2024)

12

Argentina: 
Sinergium Biotech
(4 -22 Nov 2024)

Tech Transfer demonstration batch at Afrigen, 

with hands-on training

13

India Biological E TT training at Afrigen 

2 to 20 December 2024

Development of mRNA Technology Platform: Academic Public 
Private partnership Lock DP process

January 2022 AGTRU, WITS

VRC training/tech transfer
GMP pDNA batch

14/15 Partners 
trained at lab -scale

1stmice immunogenicity 
study completed

Afrigen-MPP 
contract signed

21 January 2022

Analytics development

1st lab-scale vaccine made

Hamster Challenge study #1

02

03

08

06

06

15

08

June 2022

November 2023May 2023

July-August 2023

11/14 Assays completed 
October 2024

November 2024

AfriVac 2121 Development 
Roadmap

01

Hub announced
21 June 2021

04
First partner training

07
1st100-mL batch
December 2022

10

12

Locked DS process 
-1 L IVT (final scale)

31 January 2024

13

05

RCA with NIAID/NIH/VRC

March 2022

7-9 March 2022

09

11

Tech transfer-
Biovac @1L scale

15 Jan -2 Feb 2024

1 YEAR 1

14

Mice immunogenicity
Hamster Challenge #2
GLP toxicology

September 2024

Publication –
Protective efficacy
in Hamster model

21 Sept 2024

16 17

4/15 Partners tech 
transfer @1L scale

20 December 2024

Filling machine 
received

March 2024

18
Stability of Afrivac 2121 
confirmed 

December 2024

2

3

YEAR 2

YEAR  3



THE BRIDGES 
WE BUILD –
TRAVELS ON 2 
LEGS.
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Team effort Knowledge & 
Technology Transfer 
from Afrigen to Partners  
(Customized to partner 
readiness  and sustainable 
strategies assessed by MPP 
and WHO). 

19

WHO Africa and Eastern 
Mediterranean Regions

Senegal:
Institut Pasteur 
de Dakar

3 Mar -20 Mar 2025

South Africa:
Biovac

15 Jan-2 Feb 2024

Tunisa:
Institut Pasteur 
de Tunis

31 Mar-17 Apr 2025

Egypt
BioGenerics Pharma

4 Aug -22 Aug 2025

Nigeria
BioVaccines/NIMR

Kenya
BioVax/KEMRI

1 Sept -19 Sept 2025

17 Nov-5 Dec 2025

Pakistan
National Institutes
Of Health

7 Jul -25 Jul 2025

21

WHO Americas,  Europe, South East 
Asia, Western Pacific Regions 

Bangladesh
Incepta

Argentina:
Sinergium Biotech

Indonesia:
BioPharma

4 Nov-22 Nov 2024

3 Feb-21 Feb 2025

India:
Biological E. Ltd

2 Dec-20 Dec 2024

12 May-30 May 2025

Serbia:
Torlak Institute 14 Oct-1 Nov 2024

Ukraine:
Darnitsa TBC

Polyvac
Vietnam

6 – 31 Oct 2025 
TEAMS AT AFRIGEN 
AS WE SPEAK! 

Welcoming all our 
partners with their 
Country Flag in the 
Cape Town wind.

Proudly 
celebrating the 
final drug product 
manufactured by 
the partner at 
Afrigen!  

A sweet reward! 
Traditional SA 
Koeksister



Innovation Driven Collaborations are critical to the 
continued building the mRNA platform for a Sustainable 

Future

Additional 
Disease Targets

DNA & RNA 
Development 

Formulation 
Research 

Manufacturing 
Technology

Alternative Delivery 
Method

Archetype Disease Pathogen GAVI WHO CEPI PAVM mRNA app difficulty

Legacy Measles

Tuberculosis **

Whooping Cough

Tetanus

Diphtheria

Hepatitis B

Yellow Fever *

Typhoid

Cholera

Expanding Rotavirus

Pnemococcal **

Papilloma Virus #

HIV/AIDS

Malaria *

SARS-Cov-2

Outbreak Chikungunya *

Lassa Fever

Rift Valley Fever *

Ebola

Next Horizon Varicella

Hepatitis A

Influenza

Syphilis #

Genital herpes #

Otitis **

Gonorrhea **/#

Chlamydia #

Other RSV

Strep A **

Group B Strep **

Rabies

Active collaborations



2/25/2025 14

mRNA Disease Targets

Expanding preventative measures for unmet 
medical needs and improving patient outcomes.

Dengue 
Nipah 
Rota

CCHF
Chikungunya 
Disease X 
Ebola 
Gonorrhea
HepB

Flaviviruses

Leishmaniasis 
YF

Flu

HPV

HIV

HSV

Lassa 
Measles 
RVF
Varicella

RSV 
COVID-19

Malaria
Rabies 

TB

Courtesy Pierre Gsell. WHO/MPP mRNA Technology Transfer Programme Meeting. 
Cape Town. April 2023

SAMRC, Afrigen and partners 
products in early development

Afrigen

Biovac

BioVax Kenya  

Bio-Manguinhos  

Biofarma  

BiologicalE  

BioGeneric Pharma  

Biovaccines Nigeria 

Darnitsa

Incepta Vaccine  

Institut Pasteur de Dakar  

Institut Pasteur de Tunis

Institut Torlak

National Institute of Health, 

Polyvac  Sinergium

Biotech



THE QUEST FOR A 
SUSTAINABLE 
FUTURE 
REQUIRES AN 
ECOSYSTEM LENS 
AND EMBRACING 
NEW 
TECHOLOGIES
(while we boldly 
built).

9

Evaxion’s AI-Immunology
Evaxion is a pioneering TechBio company based in Hørsholm, 
Denmark, with a validated and leading AI–platform, AI-
Immunology , for fast and effective vaccine target discovery, 
design and development 

AI-Immunology uses advanced AI and machine learning 
technologies in a unique modular architecture.

AI-Immunology presents a scalable and adaptable platform 
combining disease & immune response decoding with vaccine 
design.

From the 26 building blocks Evaxion have created five unique AI 
models 

16

Access-To-Medicines Research Centre

Modeling Portfolio & Platform

Vaccine Eco-System Modeling
• Models:

• Platforms: mRNA, viral vector, protein, …
• Regional:

• Europe, Africa, S-America, SE-Asia
• Manufacturing: Substance, Product, RM
• Stockpiling versus Capacity readiness

• Ex. CZ/Reig-Jofre:
• Transport
• Bottlenecks: QA/QC, storage

• Ex.  mRNA platform modelling:
• WHO Hub & Spoke: scale up, scale down
• Supply chain: 100+ critical raw materials

• Tech Transfer:
• Hardware, knowledge ànd models
• Training, ex. HERA Sessions

• Modelling platform
• Security, sustainability, integrity
• Discrete Event Simulation
• Systems Dynamics

Health Products & Services 

• Vaccines

• Antivirals

• Diagnostics

• Commodities

• Immunization: MR, HPV, Rota

• One Health: YF, Rabies

• HIV

• NTD’s & Pathogen X: Lassa

• Covid: 4 COVAX

• Outbreak: Ebola, Cholera, Mpox

• Reproductive health

• Outreaches

Pandemic Preparedness & 
Response

•100 days mission

Time to scale up

Time to first batch

• Inter-Continental scope

2040 ambition of A-CDC

TEAM Europe

TESS MAV+

•CEPI, WHO (LPA), DCVMN, a.o.

Global Modelling

•EU: HERA & EU-FAB

Reig Jofre & CZ

•Belgium: VacxSys

•Germany: ZEPAI

IDT

•A-CDC/PHAHM

SA: Afrigen, BioVac

Senegal :MADIBA

•S-America:

Bio-Manguinhos

•SE-Asia:

Biofarma

Health Eco-System Modeling

“Center of Excellence”

- Public-Private-Academic

- Hosting:

Multi-stakeholder

Modelling platform

Data repository   

Training

Projects

Nico Vandaele & Catherine Decouttere

nico.vandaele@kuleuven.be

catherine.decouttere@kuleuven.be

64

From Sequence to Vaccine:
The Value of Genomic Data and Discovery 

Science
About Rift Valley Fever Virus:

• Negative-stranded, RNA genome: S, M and L segments.

• M-segment encodes 2 envelope glycoproteins, Gn and Gc

• Gn/Gc forms heterodimer on viral particle surface, target

antigen/s

• Glycoprotein co-translationally spliced into Gn and Gc

65

Antigen design based on consensus RVFV lineage C 

T
C

C
T

G
T

A
G

T
C

https://www.cdc.gov/rift-valley-fever/about/index.html; 
Gerken KN, et al. (2022); Pepin M, et al. (2010)

Consensus      AATTTCTTTG  ACTGGTTTTC  TGGACTCATG  AGTTGGTTTG  GAGAGCCGCT  
I  I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I

KENYA_2018   AATTTCTTTG  ACTGGTTTTC  TGGACTCATG  AGTTGGTTTG  GAGGGCCGCT  

replace A with G

RVFV M-segment sequence alignment

RVF
Vaccine

• Antigen design selected

• pDNA/mRNA sequence optimization underway

• mRNA successfully formulated 

• In-vitro expression ongoing

• Seed funding received from Elma Foundation via 
SAMRC

• Funding received from CEPI for preclinical and 
phase 1 trials.

RVFV vaccine: 
Demonstration Case for Innovation in mRNA for Africa

• Accessible cost in LMICs
• mRNA/LNP for human vaccine – no more than two 

doses
• saRNA/CNE for veterinary vaccine – single dose
• Stable at 2-8 C

Target Profile

Status

12

Horizontally Integrated 
Innovation Partnerships:

A case study

13

Manufacturing Technology

Formulation Research 

Alternative Delivery Methods

DNA & RNA Development 

01 These would assist in streamlining 
the process and looking at cost 
effective approaches  

Manufacturing Technology

Formulation Research 

DNA & RNA Development 03 The sharing of expertise, access to 
complementary resources and 
accelerate progression  

https://doi.org/10.1101/2024.02.28.582532

Professor Wendy Gilbert

15

EpiVax: Innovative tools for accelerating vaccines (and 
biologics) development 

Essential Vaccine Components
Accelerated, Focused 

Vaccine Design

Computational 
Immunology and
Vaccinology



mRNA Programme Evolution and Future Focus
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2021 2022 2023 2024 2025 2026….

mRNA-based 
COVID-19 Wuhan 
vaccine 

mRNA-based vaccine 
manufacturing technology 
platform 

mRNA-based COVID-19 
vaccine with 
epidemiologically  
relevant variant

South African 
consortium

South African mRNA 
Vaccine Consortium 
(SAMVAC) 

mRNA-based vaccine candidates for LMICs (R&D consortia)
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Research centers

mRNA-based therapeutics

mRNA-based 2nd gen 
technologies

Programme 
Manufacturing partners+ + +
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Breath of All Disease Targets Continues to Grow,
Vaccine Targets more Refined

Adapted from
Beacon | H1 2024 RNA Landscape Review | (beacon-intelligence.com)

Top 5 Indications by Modality

• Infectious disease application of 
mRNA (vaccines) added 34 new 
assets in 1H 2024 vs 137 new 
adds in 2023

• Increased focus on solid tumors 
and neurological disorders across 
modalities

• Preclinical pipeline breadth 
bodes well for new clinical study 
starts in the coming years

RNA Therapeutics - IQVIA

8

18
14

Innovation in vaccine technologies:
1970s to 2020s: Nucleic acid platform expansion

Vaccine platforms:
• Live attenuated
• Whole killed,
• Inactivated
• Subunit,
• Toxoid,
• Alum adjuvants

Vx manufacturing
• Stainless steel

bioreactors,
• cells or 

embryonated 
eggs

1970s

1st conjugate Vx 
(Hib)

1st recombinant Vx 
(HepB)

1980s

New adjuvant: 
MF59

1st mAb for 
infectious disease 
(Palivizumab, RSV)

1990s

1st viral vector Vx 
(Ebola)

Hexavalent 
combination

Rabies mAbs 
(alternative to serum-
derived 
immunoglobulin)

2010s

1st mRNA Vx 
(COVID-19)

New adjuvants: 
AS01, MatrixM

2020s

Single use 
bioreactors 
(facilitates lower 
manufacturing cost 
and local production)

Pentavalent 
combination
New adjuvant: 
AS03

2000s

Slide courtesy Dr. Rogerio Gaspar
Director, Dept Regulation and Prequalification
Division of Access to Medicines and Health Products
Division, World Health Organization, Geneva, Switzerland

Growing RNA Product Approvals
SARS-Cov2 vaccines
ARCT-1547

Comirnaty6

Spikevax5

SYS60064

Daichirona3

ARCoV2

Gemcovac-191

1: EUA India. Gennova Biopharma.  2: Walvax (China). 3: Daiichi Sankyo. (Japan). 4: DSPC Pharma (China). 5: Moderna. 6: Pfizer/BioNtech. 7: Arcturis (Japan)

Genetic Disorders
Kynmaro- hypercholesteremia
Waylivra- chylomicronemia syndrome
Leqvio- hyperlipidemia
Tegsedi- transthyretin amyloidosis
Onpattro- transthyretin amyloidosis
Amvuttra- transthyretin amyloidosis
Spinraza- spinal muscular atrophy
Exondys-51- Duchenne muscular dystrophy
Viltepso- Duchenne muscular dystrophy
Vyondys-53- Duchenne muscular dystrophy
Amondys-45- Duchenne muscular dystrophy
Qalsody-Amylotropic lateral sclerosis

• 50% for genetic disorders
• 24% for vaccines

GLOBAL EFFORT AND SCALE
 FOR IMPACT AND E & PPR.
 ….. JUST IN CASE.

AND HOW RELEVANT IS FUTURE RELEVANT……………….?



1

Ministry of Health

2

Ministry of Finance

3

Ministry of Trade and Industry

4

Ministry of Science, Technology 

and Innovation

Technical leads and manage the 

process of selecting & procuring 

vaccines for country 

immunisation programmes.

Willingness to create the fiscal 

space necessary to materialise 

demand for African-made 

vaccines is key.

Support and understanding 

how trade policies can facilitate 

vaccine imports and exports.

Robust national industrial

policy can support local

vaccine manufacturing.
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KEY ENABLERS FOR LOCAL MANUFACTURING IN SA/AFRICA

CROSS DEPARTMENTAL ALIGNMENT AND POLICY COHERENCE ARE 
MOST CRITICAL ENABLERS



SA Local 
Manufacturing:

Landmark policies 
to enable 
regulatory 
efficiency.
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Financing for Vaccines

“Business as Usual” vs. “Holistic and innovative” 

models

Delivery &
Distribution

ProcurementManufacturingSupplies
Research &

Development

Grants

Venture Capital 
Financing

Working 
Capital / 

Trade 
Finance

Commercial 
Financing

At Risk Financing for 
New Products

Advance Market 
Purchasing 

Public Financing

Blended and Coordinated Facilities, Liquidity Facilities Backed by Procurement contracts

System Strengthening Investments (Trade, Regulatory, Skills)

Sensitivity: Official Use



Sensitivity: Official Use



Summary: Leverage the Power of mRNA
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• mRNA technology has reduced barriers to entry 
for LMIC vaccine R&D and manufacturing.

• Many vaccine targets critically important for LMICs 
can be addressed through an mRNA platform.

• Critical R&D capabilities must be developed 
locally to fully benefit from mRNA technology.

• Sustainability will be enabled by: 
❑ Efficient, cost-effective manufacturing 

processes and infrastructure;
❑ Development of products for local/regional 

use;
❑ An enabling ecosystem with policy 

coherence and government support;
❑ Supply chain security and access; 
❑ Adequate funding across the value chain.

Product 
Licensure



WHO and Medicines Patent Pool .
Funders: France, Belgium, Germany, 
Norway, Canada, Switzerland, 
South Africa, EC/EU. ELMA 
Foundation, SA Government  DSI.
AU and Africa CDC (PAVM). 
SAMRC and SAMVAC consortium
Biovac
Civil Society Groups  
mRNA Hub Steering Committee.
mRNA Hub Scientific Advisory Committee  
PATH
NIH/VRC
Curapath
Equipment and technology suppliers
University of the Witwatersrand, NICD, 
CeBER-UCT,  PCDDP NWU, and other SA 
Universities. 
Our Biotech partners across the globe
CEPI
GIZ
CHAI
YALE
KUL Leuven: Access to Medicines
Quantoom 
Afrigen Team and Supporting 
Stakeholders and Shareholders

THANKFUL FOR DIVERSE, UNIQUE, LOCAL, REGIONAL AND 
GLOBAL PARTNERSHIPS

Kristie Bloom, Abdullah Ely &
Patrick Arbuthnot
Xavier Lamballerie & Antoine 
Nougairede, Ornellie Bernadin
Penny Moore, Thandeka Moyo-Gwete 
& team
Wendy Burgers, Roanne Keeton & team
Thanos Kotsiopolous & CeBER team
Jason Gall & VRC teams

The Afrigen team

AND DEDICATED COMPETENT 
PEOPLE… much more than a 
village, we’re a universe!!
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