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DCVMN: 41 manufacturers from 15 countries/territories are well

@ Members as of January 2013 @  Members with WHO PQ vaccines @ 3 New members 2014



World Health

Influencing markets: vaccines from developing countries unicel® @ @ssin

2017: 1.3 billion doses with a value of $400m sourced from developing countries
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Limited Vaccines Manufacture

Tunisia

R
Ethiopia
Seneg& . g

South Africa



Hi st ory: ... Prior

State Vaccine Institute National Institute of

(SVI)

Established in 1965
Pinelands, Cape Town

Produced: BCG
Rabies
Human growth

hormone
Foetalcalf serum
Smallpox

Vaccine production ceased
in 2001

Established in 1935
Sandringham,Jhb-
formerly known as SA
Vaccine Producers (SAVP)
Produced: DPT
combinations

antivenoms

polio

cholera

typhoid
Vaccine production
ceased in April 2000
SAVP currently producing
snake venom

Virology (NIV)

Established in the
1950 s
Previously the
Laboratory for
Poliomyelitis
Research
Foundation
Produced: OPV
(Oral polio
Vaccine); Yellow
Fever

Vaccine
production ceased
in 1995

Vaccine Productions skills were all lost due to all operations ceasing




Progress irsegments

A Biovac . A Building Infrastructure . A GMP certification
Established A Establishing product . A Quality & Maintenance

A Fund Raising development capability | A Routine Sterile

A Strategy ; A Recruitment and | Manufacturing
formulation g Training A Secure more capacity

A Securing Tech transfers

2003-2008 2008-2014 2014-2020 ... & beyyg




Infrastructure 2003 2019
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Vaccine Manufacturing Infrastructure




Backward Integration Strategy ( progress)

J//
R&D Clinical Antigen Packaging & Colgntahaln
Development Manufacture Labeling .

T 11

Ath transition 3rd transition 2nd transition 1Sttransition

Development of Formulate, Fill,  Fill, Finish Packaging

Group B Strep (GBS)  Finish
with PATH



Products

Partners

2019 Products and Partners

A  Hexa
A Pcv
A Rota
A HPV
A Hexa A BCG
A Pcv A Measles
A A HepB A TT
Hexa A BCG A Td
X Group B Strep ( GBS) A PCVI3 A PCVI3 A Rota A Hepd
XD EDHIED T IO IED
Development Manufacture & Labeling DIStrIbutlon
i A sanofi A Sanofi A Sanofi
x PATH A Plizer Pfizer A Pfizer Pfizer
A cCIGB GSK
A AJ A AJ Vaccines
Vaccinedd BioFarma
A GSK Bionet
A BioE
A CIGB



GBS Project Partnerships and Goals

Collaborativepartnerships

A Biovac and PATHwith technical assistanceprovided by Inventprise and other
partners

A Initial stagefundingprovidedby an InternationalOrganisation

ProjectGoals

A Develop a low-cost polyvalent Group B Strep conjugate vaccine that will
significantlyreduce neonatal mortality causedby GBSin sub-SaharanAfrica and
potentially other low-incomeregionsof the world.

A Capacity building for African vaccine development and manufacturing at the
Biovaclnstitute in CapeTown,SouthAfrica




GBS Project Roadmap and Timelines

Stage Gates

Pre-clinical Development

m First in Human trial

Toxicology

: studies
Pilot scale
batches
Process
Development
@ Partnershipdormally establishedn @ Firstin-human trial expected
Q1 2017 and work at Biovacbegan 2021

in Q2 2017.
2017 ...................................................................... > 2022
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