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Introduction, Background &

Purpose

) COVID-19 exposed Africa & other similarly situated
countries’ dependency on imported medicines.

1 There is over US$ 1 billion vaccine demand in Africa
annually, while 0.1% of global supply by AfroPharma.

1 AU target: produce 60% of needed vaccines locally by
2040.

1 QUE: How can IP & innovation support local
pharmaceutical manufacturing in Africa? Cursory
focus on 6 African mRNA hubs zeroing in on South
Africa.




WIPO Mandate & the Development Agenda

WIPO promotes innovation and creativity for economic, social, and cultural
development.

Through its Development Agenda, WIPO supports member states to tailor IP policies
to national priorities.

Initiatives like WIPO’s Technology and Innovation Support Centres (TISCS) help build
Innovation ecosystems in LMICs.

The focus of this presentation aligns with WIPO’s mandate to ensure IP supports
development and health equity.
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IP and Public Health Key Linkages

O IPin science and technology incentivises innovation & has contributed to advances in public health.
O For example, IP helped develop COVID-19 vaccines and saved lives.

O Policy makers to create an environment that stimulates innovation for pharmaceuticals that deal with
unmet health needs.

O WIPO role in awareness and understanding of the complexity of linkages between IP, access to medical
technologies, innovation & tech transfer (leverage IP as a tool to enable access to health needs).

O SUPPORT LOCAL AND REGIONAL MANUFACTURING OF PHARMACEUTICALS, exemplified, for example,
MRNA technology for COVID-19, but now found applicable for other diseases relevant to the different

regions.
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Current State of Pharma Manufacturing in Africa

State of Pharma Manufacturing Capacity

1. North Africa Leads in terms of scale, export potential, and
technological  sophistication  (Egypt,  Tunisia,
Morocco)

2. Southern Africa Advanced in South Africa (especially in generics and

active pharmaceutical ingredients);

3. East Africa Moderate capacity. Kenya and Ethiopia have
relatively advanced facilities; local production
focuses on generics.

4. West Africa Growing capacity, particularly in Nigeria and
Senegal. Still heavily dependent on imports, but with
significant potential

5. Central Africa Low capacity. Most pharmaceuticals are imported.
Weak regulatory institutions.
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What is the Relationship between IP,
Innovation & Local Pharmaceutical Production?

O In the Pharma context, effective technology
transfer mechanisms involve knowledge, skills,
processes, and technologies required to LDGEI[
manufacture pharmaceutical products.

Q IP (patents, through licensing) can incentivise mHnUfE CtLl I'ing
Innovation. | |H| Afrl GE]

O Tech transfer, as provided for by TRIPS, can
enable pharmaceutical firms in Africa to

manufacture locally. [
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Brief Observations on Patents & Technology Transfer

1 2 3
Access to related technologies Promoting an open licensing Using cross-licensing
from different sources structure arrangements
COVID-19 partnerships This will make the technology This will foster cooperation
highlighted this. available to all pharma and between pharmaceutical
individuals. companies .
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MRNA Tenets

d

d

MRNA =messenger Ribonucleic Acid.

In the context of vaccines, synthetic mRNA
instructs cells to produce a protein that triggers
an immune response without using the live virus
that causes the disease.

It emerged from research in molecular biology
and immunology.

During COVID-19, the technology proved
effective & led to the establishment of the MRNA
hubs & spokes.




Global mRNA hub facts

O The global mRNA technology transfer hub was established in 2021 to support manufacturers in
low- and middle-income countries to produce their own vaccines.

O Primarily set up to address the COVID-19 emergency but has the potential to expand pharma
manufacturing capacity to other medical products, as will be shown later.

0 WHO to work with beneficiary countries to provide training and regulatory strengthening activities.

O A South African consortium, composed of Afrigen Biologics, the South African Medical Research
Council (SAMRC) and Biovac, was selected to develop and transfer mRNA technologies to the global
hub.
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Global mRNA hub facts .....

O The hub established a mRNA technology platform at laboratory scale. This was
further scaled-up to an industrialized scale fit for Phase I/II clinical trial
manufacturing. Technology transfer to 15 manufacturing partners is in
progress.

O Initiative was supported by WHO, the Medicines Patent Pool and the ACT-
Accelerator/COVAX.

0 WHO initially selected 6 mRNA vaccine technology transfer beneficiary
countries in Africa: Egypt, Kenya, Nigeria, Senegal, South Africa, and Tunisia.
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Some Challenges Associated with Building Capacity in
Low- and Middle-Income Countries

1 2 3

Huge capital Investment Technology Transfer Business strategies that
align with market demand

Need for medicines quality A robust and independent Supporting industries

assurance. regulatory regime and ecosystems
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Salient Observations about the
South African mRNA Hub

'., 'k. |
consists of Afrigen Biologics, the South African Medical Research Council E- -II. '- |.|'I|||j'|| |fJ l. £ -Ilt h
(SAMRC), and Biovac. 3 i+ Organization

-I--I-

Hub and spokes project.

Afrigen is responsible for establishing mMRNA vaccine production
technology, SAMRC contributes to research, and Biovac serves as the initial

manufacturing ‘spoke’ responsible for industrialising the process. L o’
Y Afrl en
The hub (Afrigen) functions as a technology transfer and training centre for 2

the spokes, offering resources and support throughout the entire transfer % & ; , Bislogics B Vo
process. -.‘ l Fa
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The South African mRNA Case
Study: Salient Observations...

MPP & WHO assist with IP landscape analysis at the country

level, not the freedom to operate. t" "- '*.l. Warld Health
14 1
Status of IP protection in each country is spokes’ responsibility. I . DI"[_]-:]III.-Iri ufl

Too many IPRs to contend with in mRNA technology.

MPP grants each spoke a non-exclusive license to technology &

n I
allows development and commercialisation of products thereof. Af
b i
" rlgen

Each spoke granted a non-exclusive right to data & inventions ,' !
- "’ -!..."l..".l'

from other spokes. LIS
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I[P Related Challenges
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Many biotech companies hold patents on
various components of mMRNA technology.

Patents cover mRNA sequence, the delivery
system for mRNA vaccines, the dosage
regimen, the medical uses, and the
manufacturing processes & are in many
countries, including SA.

...

{72\ World Health
9 ¢ Organization
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I[P Related Challenges...
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Notwithstanding possible IP law reforms which WIPO may
assist in, e.g., experimental use exceptions provisions,
challenges may be experienced.

E.g. there were reports of infringement complaints attributed
to the rightsholder, but the fact is that the rightsholder
committed not to enforce its patent (pledge was later updated
in 2022 to include the Hub).

Above shows inherent challenges, & perils that hub may
confront. Some argue that it would have been better to license
the technology to the hub.

¢\ World Health
s # Organization

,“\
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Some Policy Recommendations

Improve Intellectual Property Enhance Technology Transfer
& Pharmaceutical Markets & Partnerships
= Targeted reforms, LDCs to take = Focus on enabling TRIPS Article 66.2

advantage of status, Flexibilities,

etc. = Other tech transfer outside 66.2
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Reform Donations and Grants

Regimes

Social responsibility Index

Focus on neglected diseases

WIPO



Additional Policy Recommendations
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Further IP Reform: Claim

construction, sufficiency of
disclosure, strengthen
examination (SA context)

Focus on IP laws of hubs and
spokes, consider pushing for
reforms that look at mRNA and

beyond.

Use of Compulsory Licenses

This may be unviable in light of
the nature of the molecules
involved in mRNA.

Waivers & Article 31 bis

= MC12 came late, was not even

considered, unviable.

= Article 31 bis is explorable but
cumbersome.
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Conclusion
- MRNA vaccines proved efficacious for COVID-19 &
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may be adapted to address other diseases prevalent
in LIMC.

Licensing generally, specifically voluntary licensing,
cooperation among pharma & cross licensing remain
a major part of the solution.

Markets, procurement, the regulatory landscape &
other non-IP factors also loom large.

We need strengthened national and regional IP
systems & Supportive regulatory and innovation
ecosystems.




Only time, the magician,
will tell.

Lonias.Ndlovu@univen.ac.za
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