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Global health policies to promote local 
manufacturing
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Upstream start of the problem
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Disease-specific diagnostics development, 
commercial developers chase donor funding or 
lucrative markets

• Benchtop of single-disease instruments, or in the 
best of cases, disease-specific cartridges and 
reagents 

• Proprietary closed machines
• Less consideration for value chain
• Lack of interoperability & open access diagnostic 

platforms that allow for cartridge and reagents 
suppliers outside of closed proprietary systems

• Lack of follow-on innovation from additional 
developers for neglected diseases and 
populations by developing tests using existing 
platforms 

• Less incentive for multi-disease testing
• Potentially less incentive for less invasive 

sampling

.... New pandemic preparedness initiatives with 
surveillance focus risks devaluing overall diagnostics 
needs
We need to re-think diagnostics



Open science

▪ Committing to sharing knowledge and technology transfer, especially with LMIC 

entities, for the purposes of supporting ‘follow-on’ research, adaptation, and 

manufacturing

▪ Contributing to the commons, including the scientific knowledge base, 

including knowledge hubs that help inform the development of diagnostics

▪ Publishing data and articles in open access peer-review publications and portals

▪ Transparency of pre-clinical and clinical trial information

▪ Committing to inclusive research that takes account of different racial, ethnic, 

and contexts/considerations, including the needs of vulnerable populations in 

unstable settings and those who are immune-compromised
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Momentum



Enhancing access to medicines and other health technologies

21 TO 25 JUNE 2021

For over two decades, there has been an increasing emphasis on the importance of local production and related technology
transfer in the context of promoting equitable access to medicines and other health technologies. Progress has been made in
promoting local production and improving access; however, many challenges remain, and new challenges have emerged, such
as the lack or unaffordability of new health products and the lack of sufficiently trained personnel.

The World Local Production Forum: Enhancing access to medicines and other health technologies (WLPF) is a global community
comprising foremost government leaders, technology experts, industry, the international community and other stakeholders
under the auspice of WHO, for public health impact.

The WLPF is a regular forum for the global community to stimulate engagement, dialogue and collaborate on opportunities and
mechanisms for the promotion of local production and technology transfer, as part of health technology programmes and in
line with global health needs. The WLPF aims to call Member S a es attention in aligning the production of health products as
essential long-term infrastructure akin to food, water and energy as safeguards to protect national, regional and global security.
It also aims to translate the spirit of the first interagency statement on promoting local production into practice.

The COVID-19 pandemic has focused attention on diversifying production capacity geographically to contribute to the global
production and supply of COVID-19 and other essential health products. The first WLPF will serve as a platform to identify the
challenges and opportunities in promoting local production and technology transfer to improve access during the COVID-19
pandemic and beyond. This first WLPF will be convened virtually, organized by the WHO with the support of Member States
and our partners. The first WLPF includes plenaries, panel discussions, presentations and participatory discussions amongst
invited speakers and Forum attendees.

Objectives

Provide a global platform to discuss challenges in promoting local production and technology transfer to improve access to
quality, safe and effective health products and technologies, and to safeguard global, regional and national health security

Identify priority health technologies with greatest need for transfer to LMICs to address e.g. shortages, high prices,
monopolies, etc.

Explore mechanisms and opportunities to promote/facilitate the transfer and local production of high priority technologies
in LMICs

Identify key areas of training that support capacity building for local production and technology transfer

Promote partnerships and business linkages in the areas of technology transfer and local production

Provide recommendations and actions for implementation by stakeholders

21 June

13:00-15:15 (CEST)
Opening Remarks **
Plenary Session ** 
Accelerating local production through partnerships and cooperation

22 June

13:00-14:15 (CEST)
Session 1
Building the business eco-system for local 
production

14:15-15:30 (CEST)
Session 2
Getting regulatory systems pandemic ready

23 June

13:00-14:15 (CEST)
Session 3
Unlocking global manufacturing potential through 
licensing and technology transfer

14:15-15:30 (CEST)
Session 4
Expanding access to affordable capital

24 June

13:00-15:00 (CEST)
Session 5
Building capacity to enhance access to vaccines and 
biologics for COVID-19 and beyond

25 June

13:00-14:15 (CEST)
Session 6
Leveraging innovation, AI and the digital revolution 
in the health products industry 

14:15-15:15 (CEST)
Session 7 **
WLPF outcomes

Closing Address **

13:00 to 15:30 (CEST)

FIRST WORLD LOCAL PRODUCTION FORUM

Provisional agenda

Partners

Local Production & Assistance Unit (LPA)

Regulation and Prequalification Department (RPQ)

Access to Medicines and Health Products Division (MHP)

Register here

CEST: Central European Summer Time. Please verify your local time. ** Interpretation available in Arabic, Chinese, English, French, Russian, Spanish.

Among other partners



Local manufacturers in Africa, South America 

Source: MSF https://msfaccess.org/improve-local-production-diagnostics



The South African Minister of Science, Technology and Innovation, Dr Blade Nzimande, is pleased to announce that SAHPRA (South 
African Health Products Regulatory Authority) has authorised local biotechnology company CapeBio to manufacture 
rapid COVID19 polymerase chain reaction (PCR) test kits.
• Given Africa's dependence on imports, the government, through the Department of Science and Innovation (DSI), the South African 

Medical Research Council (SAMRC) and the Technology Innovation Agency (TIA), led an initiative to respond to the local and continental 
demand for testing by setting up a fund to develop diagnostic tools, among other resources

• The kits were co-developed by CapeBio and the Council for Scientific and Industrial Research (CSIR)
• In developing the test kits, the research team had access to the CSIR's existing know-how in areas such as enzyme biomanufacturing 

technologies. As a result, in under a year, the team was able to deliver a COVID-19 test kit that could pass CapeBio's internal tests and 
external evaluation by the National Health Laboratory Service. The end result is a 100% locally developed, soon to be 
manufactured PCR test kit, including reagents to test for COVID-19 – a first for South Africa

• They will help to reduce South Africa's reliance on imports, making it easier for the country and the rest of the continent to gain speedy 
access to test kits.

• CapeBio has commenced industrial-scale manufacturing of the test kits and the first batches will be available for local market uptake 
before the end of August 2021.

• At full operational capacity, the company will be able to produce up to 5 000 kits a day, with each kit providing for 1 000 tests.



Intellectual property & knowledge

▪ Codify pro-access global health policies in national & GHA law, contracts

▪ Conditions for publicly supported-R&D for affordability, access, transparency, 

collaboration, etc.

▪ Pressure social-responsible IP and open licensing or non-exclusive licensing

▪ Licensing hub or expansion of the Medicines Patent Pool

Tech transfer hub

▪ Protect the commons of genetic sequencing
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Financial support

▪ WHO efforts should be supported

▪ WHO Local Production & Assistance Unit (LPA)

▪ A lack of funding for diagnostics since 2015 once funding from the Italian government ran out. So 

while LPA has developed a framework, it remains unpublished and has not been acted upon.

▪ “WHO will need $69.54 million to implement the resolution from now to 2030. WHO already 

has a resource gap of $4.60 million to implement it for 2021.” (Source: Devex)

▪ Government supported R&D and regional networks & initiatives

▪ Development banks: regional regulatory efforts, manufacturing hubs

▪ Access to Covid-19 Tools Accelerator (ACT-A) 

▪ Unitaid

▪ New pandemic prevention, preparedness, & response funds & initiatives
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https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF1Add1-en.pdf


Regional coordination

▪ African Medicines Agency (AMA) 

▪ Although the treaty to create the AMA was adopted in 2019, of 55 African countries, 

only 9 of the necessary 15 countries have ratified it as of June 2021, causing a delay 

in implementation.

▪ Africa Medical Devices Forum (AMDF) already exists within the African Union, 

which aims to establish a harmonised framework for regulation of medical devices in 

Africa, including diagnostics, based on the WHO’s Medical Devices Regulatory 

Framework Model. This sits within the African Medicines Regulatory Harmonisation

(AMRH) initiative, which intends to serve as the foundation of the AMA.
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Which test - Comparison of Top PoC Tests

Lateral Flow Reverse transcription loop-mediated isothermal 

amplification (RT-LAMP)

CRISPR – CAS

PROS:

- Cheap to manufacture

- Easy to reverse engineer

- Thermostable

- Easy to use/At home application

PROS:

- Cheap to manufacture

- Easy to reverse engineer

- Thermostable

- Easy to use/At home application

PROS:

- Highly sensitive and specific

- Cheap to manufacture

- Easily customizable

- Lab protocols published

- Thermostable

- Easy to use/At home application

- Sampling flexibility

CONS:

- Poor sensitivity and specificity

- Not easily customizable (1 bug, 1 test)

- Sampling bias 

- Sample restriction

CONS:

- Prone to contamination/Type 2 error

- Potential for mishandling/Lab based

- Not easily customizable

- Sampling bias 

- Sample restriction

CONS:

- Patent uncertainty

Courtesy Angelique Corthals

https://www.google.com/url?sa=i&url=https%3A%2F%2Fwww.abingdonhealth.com%2Flateral-flow-assay-labels-conjugation%2F&psig=AOvVaw1W4CqYR8JAB4DVPiMmD0Cn&ust=1628089401069000&source=images&cd=vfe&ved=0CAcQjRxqFwoTCKCI9OWPlfICFQAAAAAdAAAAABAD
https://www.google.com/url?sa=i&url=https%3A%2F%2Fwww.researchgate.net%2Ffigure%2FSteps-in-sample-processing-for-the-LAMP-reaction-the-LAMP-reaction-in-a-simple-water_fig2_343136425&psig=AOvVaw3FS0tMv61hZGdGbiFAie0j&ust=1628089492004000&source=images&cd=vfe&ved=0CAcQjRxqFwoTCJibs5CQlfICFQAAAAAdAAAAABAK


Sustaining local production

What commercial manufacturers need

▪ Access to capital 

▪ Diagnostic tools that are affordable to make and change (including production lines)

▪ Access to affordable raw materials

▪ Access to innovation through licensing

▪ Access to knowledge via tech transfer hubs

▪ Regulatory approval 

▪ National or regional regulatory drug regulatory authorities

▪ ISO (International Organization for Standardization) certification

▪ WHO Pre-Qualification (fee structure) or Stringent Drug Regulatory Authority (SDRA)

▪ Access to domestic markets - ‘buy local’ preference in national tenders  allowed markups

▪ Access to external markets - smart market shaping and global actors

▪ Commercially sustainable margins over the cost of manufacture



Sustaining local production: tech transfer hub/diagnostics facility
D
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Clearing house for clinical 
trial information

Tech transfer hub for know-
how to regional hubs

Clearing house for open 
platforms (& a market for 
use of such platforms) 

Seeks licensing for MPP for 
early promising tech

P
ro
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rs

Assistance with applications 
for NDRA, ISO, WHO PQ

Access to external markets 
(sustainable prices + 
incentive for WHO PQ)

Projections of future needs 
and volumes

Diversity and stability in the 
raw materials market

Technical hub for 
sequencing data and 
software downloads

Tax to pay for IEC/WHO PQ 

B
u
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rs

Stability of supply through 
attracting suppliers

Pooled volumes and 
negotiations across 
pathologies (not happening 
now)

Transparent reference 
prices to assist with 
national tendering 
processes

Ability to buy on credit

Assistance with national 
forecasting
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-Maintain priority in vitro 
diagnostics lists

-Set timelines from 
submission to approval

-Expedite pathways for 
priority or emerging 
needs

-National Essential 
Diagnostics Lists (EDLs)
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e -Regional regulatory 
harmonization (e.g. AMA) 
and SRA harmonization

-Increase use of PQ 
collaborative procedures 
and investigate novel SRA 
collaborative procedures

-Identify least 
burdensome information 
requirements
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-Clarify and disseminate 
national and regional 
regulatory requirements

-Strengthen NRA procedures, 
including collaborative 
pathways and post-market 
surveillance

-Support SMEs to strengthen 
ability to navigate regulatory 
requirements

-Regulatory information 
should be publicly available 
on websites

Sustaining local production: regulatory reform



National procurement

▪ Quality: 

▪ Don’t require clinical trials in country

▪ Require WHO Pre-Qualification

▪ Registration

▪ Enrol in the WHO Collaborative Registration Procedure (CRP)

▪ Price

▪ Waiver from national tendering processes in order to tap global markets/pools

▪ Regional pooling of demand or procurement 

▪ Open & transparent tenders/bids

▪ VAT tax waiver

▪ Sustainability

▪ Preference for national and regional suppliers



Re-thinking 
diagnostics

▪ Technology: REASSURED, open-system, and flexible to 

respond to pathogen and disease changes. 

▪ Access provisions are tied to funding and international 

procurement, and clear expectations are set for time to 

patients. Enclosure of the commons is avoided through the 

diagnostic facility to remove IP barriers and ensure more 

open R&D and access to key tools, including big data.

▪ Markets: Organized via transparency, market intelligence, 

and the diagnostic facility to improve quality, prices, and 

reliable supply. Local/regional manufacturers supported 

for sustainability. 

▪ Regulatory: Clarified, harmonized, and streamlined, 

with standards to judge efficiency



What we want

▪ The platforms: Open-source (rather than 

closed systems), multiplex, rapid, affordable 

to produce & procure, adaptable, and more 

effective at detecting bugs, viruses, 

evolving strains

▪ The ecosystem: public sector (de-risking) 

innovation, streamlined and collaborative 

regulatory policies, LMICs manufacturing, 

non-voluntary licensing, global pooled 

procurement, etc.
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Thank you
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sharonann.lynch@yale.edu


