RESPONSE BY FIND TO THE HOUSE OF COMMONS FOREIGN AFFAIRS 
SELECT COMMITTEE INQUIRY ON GLOBAL HEALTH SECURITY (GHS0030)


Introduction

1. FIND is the Foundation for Innovative New Diagnostics, a global non-profit that engages an alliance of partners to drive equitable access to testing to save lives and safeguard global health security. FIND is a WHO Collaborating Centre for Laboratory Strengthening and Diagnostic Technology Evaluation.

2. The work of FIND bridges the full spectrum of diagnostics and testing from R&D to access: we have deep technical and practical experience in the definition of needs, development of fit-for-purpose products, generation of evidence for regulators and policy-makers, analysis of market dynamics, the introduction of new products, and strengthening of laboratory systems.

3. As co-convenor of the Access to COVID-19 Tools (ACT) Accelerator Diagnostics Pillar, FIND is working to make testing for COVID-19 simple, accurate and affordable to everyone who needs it. This includes accelerating new innovation and removing access barriers to SARS-CoV-2 testing in low- and middle-income countries (LMICs), harnessing digital innovation that will help build LMIC diagnostic capacity, and supporting community-based screening and testing.

4. FIND has 120 staff with headquarters in Geneva, Switzerland and regional hubs in India, Kenya, South Africa, and Viet Nam. FIND works with more than 200 partners worldwide, on over 70 active projects that span six priority disease areas including pandemic preparedness.
a. Since 2003, FIND has been instrumental in the development of 24 new diagnostic tools used in 150 LMICs. 
b. Over 60 million FIND-supported products have been provided to target markets since the start of 2015.


Reason for Submitting Evidence

Role of diagnostics for global health security

5. FIND is submitting evidence in the context of the vital role that diagnostics perform in safeguarding global health security, both in response to the COVID-19 pandemic and against other outbreak diseases. In summary, testing: 
a. Underpins the entire pandemic response, identifying the first infection, enabling action (test-trace-isolate), telling us who to treat, informing vaccine deployment and monitoring the emergence of population immunity. It is testing that will finally confirm when the pandemic is defeated
b. Saves lives (for COVID-19, evidence generated by Imperial College London for the ACT-Accelerator Diagnostics Pillar, suggests one hospital worker is saved for every 1,042 tests conducted)
c. Informs public policy, providing evidence on which governments can make decisions on lockdowns and other interventions

6. The importance of testing means there is a clear case for investment in diagnostics:
a. Patient impact – where early diagnosis improves health outcomes and can prevent disease progression
b. Economic impact – reducing overall health spending responding to new events
c. Catalytic systems impact – surveillance and disease monitoring inform public health responses and elimination strategies
d. Health worker impact – protecting front-line staff against threats

Role of testing for vaccine success

7. Testing is important for the R&D stage, because it is the testing of volunteers that enables researchers to establish whether they are currently or have been infected with COVID-19, and thus their eligibility for inclusion in a clinical trial. Clinical trials deliver vital information in the study of a potential the vaccine.

8. Testing also enables assessment of how well vaccines are working in the population, and for the vital task of ongoing public health surveillance to monitor their introduction into the community to reduce risks of outbreaks and mutations.

9. Even with vaccination now starting to become available, diagnostics remain the bedrock of the pandemic response, to contain the virus and prevent future waves of infection (through test and isolate strategies to break the chain of transmission).

Funding shortfall

10. We observe that the countries that have done well prioritised the importance of testing very early in the pandemic. However, there remains a significant shortfall in the funding required for diagnostics.

11. In its assessment of the priorities and urgent financing requirements to accelerate product development and delivery at-scale, the ACT-Accelerator Diagnostics Pillar requires total funding of US$ 6 billion, of which US$ 1.1 billion is needed immediately[footnoteRef:2] in order to:  [2:  “ACT Accelerator Access to COVID-19 Tools: Urgent Priorities and Financing Requirements at 10 November 2020”,  https://www.finddx.org/wp-content/uploads/2020/11/ACT-A-Urgent-Priorities-Financing-Requirements_FINAL_Single_11Nov20.pdf] 

a. Accelerate the diagnostic innovation needed to rebuild lives and restore economies by driving development of transformative, low-cost self-tests and digital solutions (US$ 146 million)
b. Catalyze equitable deployment by ensuring countries, businesses and people can take up these products effectively (US$ 218 million)
c. Support countries that cannot shoulder the costs alone by providing procurement funding (US$ 761 million)

12. Without US$ 1.1 billion in funding now from the donor community, further progress by the Diagnostics Pillar will be in jeopardy.

13. Beyond March 2021, the focus will be on making a commoditized, mass-produced, US$ 0.50 test widely available, with 500 million tests deployed to LMICs by the end of 2021.

14. For 2021, the funding gap is $4.2 billion, which will leave countries vulnerable, even with the rollout of a vaccine given the role of testing.


RESPONSE TO INQUIRY QUESTIONS

What lessons has the COVID-19 pandemic taught us about the importance of international collaboration in securing global preparedness and resilience against biosecurity threats?

15. The COVID-19 pandemic has demonstrated the interdependency of all countries in a pandemic. No one country is capable of solving the pandemic on its own which puts a premium on international collaboration between governments and international organizations, and in the medical response for surveillance and containment too.  

16. Similarly, we observe the interdependency of tests, treatments and vaccines for beating the virus. All three elements require focus and funding. No one commodity can be successful on its own without effective delivery of the other two, so the system requires all three for effective implementation, underpinned by measures to strengthen health systems more broadly.

17. The COVID-19 response has demonstrated how partnerships have been required and mobilized to make this happen. The power of international collaboration was demonstrated in September 2020 when the ACT-Accelerator announced a set of agreements to make available for LMICs, affordable, high-quality COVID-19 antigen rapid diagnostic tests (Ag RDTs). Alongside FIND, participating organizations included the Global Fund, the Africa Centres for Disease Control and Prevention (Africa CDC), the Bill & Melinda Gates Foundation, the Clinton Health Access Initiative (CHAI), Unitaid, and the World Health Organization (WHO):[footnoteRef:3] [3:  https://www.finddx.org/newsroom/pr-28sep20/] 


a. The Bill & Melinda Gates Foundation executed separate volume guarantee agreements with rapid diagnostic test (RDT) producers Abbott and SD Biosensor. These two arrangements made available to LMICs 120 million Ag RDTs – priced at a maximum of US$5 per unit
b. To scale up the Ag RDTs, the Global Fund made available an initial US$50 million from its COVID-19 Response Mechanism to enable LMICs to purchase at least 10 million of the new tests at the guaranteed price
c. FIND and WHO have teamed up to accelerate appropriate use by supporting implementation research that will optimize Ag RDT use in multiple LMICs, in line with WHO guidance. This includes provision of catalytic volumes of tests to understand how Ag RDTs can best fit into health systems
d. Unitaid and Africa CDC have combined resources to initiate the roll out of these tests in up to 20 countries in Africa. This multi-million-dollar intervention is designed to engage multiple partners active in the COVID-19 response in these countries, such as CHAI, African Society for Laboratory Medicine (ASLM) and local organizations. This bolsters efforts by the African Union’s Partnership to Accelerate COVID-19 Testing (PACT) initiative


How effective is the UK’s current approach to global health security?

18. COVID-19 demonstrated the need for sustained investment in testing the world over and as a leading supporter of diagnostic innovation and a core funder to FIND for many years, the UK Government is performing a central role in supporting global health security through its involvement with the ACT-Accelerator.

19. HMG’s early leadership on diagnostics for the COVID-19 pandemic was significant for both the funding it delivered, and also for the signal that it sent as a respected leader in the international aid community by putting a stake in the ground early”. Decisive action on testing sent a message to other donors that was catalytic and assisted FIND in its fundraising with other governments.

20. This includes the early funding commitment of £23 million to FIND to support efforts to develop better tools and scale up diagnostic testing in LMICs, championing COVID-19 testing on the global stage, and engagement in the daily work of the ACT-Accelerator Diagnostics Pillar through participation in working groups. 

21. Core funding from the UK has enabled acceleration of the diagnostic evaluations FIND has been performing to “test the tests” so that countries have robust data on which to base procurement decisions.

22. For COVID-19, FCDO/UK Government support is enabling FIND to:
a. Drive availability of rapid tests through portfolio investment in manufacturing scale-up (see below)
b. Remove access barriers to COVID-19 testing across LMICs
c. Harness digital innovation to build LMIC diagnostic capacity

23. One example of manufacturing scale-up supported by FIND is the development of a new diagnostic manufacturing facility by Mologic Ltd, which is a leading developer of lateral flow and rapid diagnostic technologies. Being built adjacent to the firm’s current laboratory in Bedfordshire, the new facility will have capacity to produce up to 40 million tests per year. The new facility is a legally separate social enterprise with a mission to deliver diagnostics at a fair price to the national and international market. It will also become a training facility for partners in low-income countries and regions currently poorly served by diagnostics provision.

24. [bookmark: _Hlk58513809]Enhanced capacity for quality assure manufacturing of rapid tests in LMICs has been enabled with UK investment along with establishment of a partnership between UK based Mologic Ltd. and a new non-profit initiative called DiaTropix run by the Institut Pasteur in Dakar, Senegal, with its main mission to promote access to diagnostics in Africa as a priority, through the development, production, and distribution of rapid diagnostic tests. As well as COVID-19, this facility will provide rapid tests for yellow fever, Ebola, measles, rubella and bacterial meningitis. One of the first tests produced at DiaTropix is the  accelerated development of a COVID-19 antibody rapid test has been made possible by funding from UK Aid, receiving around £1 million of the £46 million the UK government has announced so far for international coronavirus prevention and research.

25. The impact of the UK investment goes beyond the COVID-19 pandemic, as it will help put infrastructure and technological capabilities in place that will shore up diagnostic gaps in global health security to ensure we are ready to tackle future outbreaks, as well as contributing to efforts to fight diseases such as TB and malaria.


What should a ‘global pandemic early warning system’ look like? What role should the UK Government play in its creation?

26. Our work to improve global health security is concentrated on building sustained, fit-for-purpose testing and early-warning systems, in order to minimize the social and economic impact not only of COVID-19, but also other outbreak-prone diseases. We are also looking to capitalize on investments made in COVID-19 testing to explore new paradigms for disease surveillance and outbreak response, including commoditized self-tests.

27. In this context we are working to set up a real-time surveillance and rapid outbreak response network that brings together technology readiness and country readiness in a virtuous cycle that is powered by a pull mechanism.

28. On the technology innovation side, we will seek to identify a number of "critical/certified suppliers" of broad assay menus with flexible manufacturing lines. This could include UK industry. Supported by R&D donors, which could include FCDO, we will work with these suppliers to fill R&D and digital gaps for the WHO Blueprint pathogens (including disease X), and to sustain surge production capacity and stockpiling of critical components.

29. This technology innovation will feed into, and be informed by, country needs. On the country innovation side, we will work with countries and donors to use the Blueprint tests to strengthen real-time surveillance, including sequencing capacity and data networks. We will also offer technical assistance to countries for targeted deployment of those tests. To monitor diagnostic readiness for outbreaks, we will establish assessments for all aspects of preparedness, including supply chain resilience, and conduct simulations to test the systems in place.

30. The pull mechanism we are creating will establish volume guarantees for the sustained manufacturing and stockpiling of critical components. We believe we can create an enabling environment for the rapid sharing and procurement of outbreak tests through pre-agreements (such as for data and sample sharing, and regulatory issues). We will also develop an investment case to support advocacy for pandemic preparedness. Such a mechanism will be supported by procurers, domestic funding, and underwriters, plus funding from high-income countries as part of a bridging mechanism that can make an emergency supply of outbreak tests available at very short notice while their national capacity is built up. If the UK Government was to be part of such a scheme, then emergency use tests would be available for domestic use in the event of a future outbreak.
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