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1. Abstract

The COVID-19 pandemic has demonstrated the devastating impact of a large-scale disease on global health
and wellbeing, security and economies. It has also shown the importance of reliable preparedness systems,
and international collaboration and co-ordination among diverse stakeholders. G20 leaders are actively
encouraged to build on the lessons learned from the pandemic. These include: ensuring worldwide equitable
access to tests, vaccines and treatments for COVID-19 and beyond; the importance of not leaving low and
middle income countries (LMICs) behind; and ensuring resilient supply chains through new and more robust
manufacturing policies and capacities.

2. The challenges

The COVID-19 pandemic brought longstanding healthcare issues into sharp focus, putting global crisis
preparedness under extreme pressure and testing the solidarity of nations. Indeed, protectionist “beggar-
thy-neighbour” policies have limited stock availability, sidelined discussions about a multilateral architecture
to boost access, and endangered lives across the world.

As well described by the report of the Independennt Panel on Pandemic Preparedness ad Response (IPPPR)
which has been presented to the 2021 World Health Assembly, the international system intended for health
security did not work effectively, there has been major gaps in preparedness and response, and lessons from
previous epidemics have not been learned.

Despite the World Health Organization (WHO) warning on the risk of COVID-19 spreading beyond Asia, many
countries adopted slow preparations for an outbreak. This included a failure to quickly enact effective control
measures such as testing and contact tracing, as well as different and poorly co-ordinated mitigation
measures, increased the difficulties involved in tracking and monitoring the outbreak.

In many countries, the procurement and supply of COVID-19 health products was led by panic and fear. As a
consequence, many countries acted at the expense of the principles of global solidarity and collaboration,
hampering the efficient delivery of essential goods to people in need.

Other countries have performed better at working together and have shared the supply of vaccines,
medicines and equipment. Many lower income countries have managed the pandemic better than higher
income countries. While data has been gathered primarily at country level, experiences across the world
have revealed institutional innovations at lower levels of government; these have allowed countries to better
anticipate and manage scarce resources including personnel and supplies. Lessons can be learned from



analysing the evidence suggesting that countries and regions had specific differences in their preparedness
and response despite often being poorer and with reduced access to critical products. Several East and South
Asian and African countries, for example, have generated testing kits, generic and patented medicines, and
vaccines, and used public health measures such as track and trace early, despite their lower income status.
Preparedness of countries clearly differed significantly.

Production capacity lacking globally, a major gap in Africa, and export bans

In the absence of sufficient manufacturing capacities, and an enforceable covenant on how scientific, supply
chain and manufacturing capacities can be shared equitably in global health, special attention for boosting
manufacturing investments should be given to countries and regions with the highest public health needs
and the most limited health innovation or industrial production capabilities. Existing global health
approaches and national priorities have emphasized aid and imports rather than distributed production or
strategic industrial policies, and have rarely required explicit attention to local policy-setting capabilities
needed for attending to local health challenges.

Emerging innovation systems - driven by local concerns and facilitated by better integrated economies, which
are creating large regional markets - can foster innovation and direct investments.! The sole dependency on
manufacturing of health products by private sector companies in recent decades, despite large public sector
investments in fundamental and clinical research to develop products such as medicines and vaccines,
requires revisiting the business models involved.

In the last 20 years, while a number of initiatives have emerged to address some of the access challenges in
LMICs, little attention has been given to developing own capacities-in planning as well as execution, which
should be a fundamental focus in development efforts. Initiatives such as advance market commitments,
product development partnerships and medicines patent pooling mechanisms have mainly been concerned
with creating incentives for innovation for the developed country’s concerns.

Export bans on essential health products in 80 countries, ranging from personal protective equipment (PPE)
to ventilators, have not helped the situation. In the absence of clear global guidance, up to 130 countries
have imposed an uneven patchwork of travel restrictions in an attempt to keep more contagious variants of
the virus at bay, mostly to no avail.

Equitable supply of raw materials

The COVID-19 pandemic demonstrated how supply chains are globalized and depend on certain raw
materials sourced from a handful of producers. Several G20 members are now developing Action Plans on
Critical Raw Materials focusing on their resilience and autonomy while avoiding protectionist measures.
These raw materials are needed in the production of medicines and vaccines and not only access is required
but also exemption of import taxes, clear importation and exportation rules, substitute materials lists,
stockpiling and price ceilings, especially in preparation for and during a crisis.

1 Health innovation in sub-Saharan Africa in the BMC International health and human rights Calestous Juma -13
December 2010. PLEASE CHECK THIS —title, capitalisation, details etc.



3. Existing initiatives are not enough

While well-intentioned, global responses to the pandemic have been largely defined by WHO, the Coalition
for Epidemic Preparedness Innovation (CEPI), charities and intermediary organizations mainly based in a
limited group of G20 member countries. Meanwhile, despite significant public funding for COVID-19 vaccines
and in principle support for wider access, there has not been a systematic concerted response in terms of
geographic and market priorities, and intellectual property strategies.

On current averages, one in four people in high income countries have received a vaccine, compared with
only one in more than fivehunderd people in low income countries. This shocking and expanding disparity
requires an urgent and long-term response.

This imbalance triggered calls to waive intellectual property rights for COVID-19 vaccines and treatments,
initiated by India and South Africa in WTO in October 2020. Today, more than 100 countries,including the US
back a WTO waiver. Members now will have to engage in detailed negotiations on the scope and duration of
the waiver at the World Trade Organization, whose 164 members have to unanimously agree to such a
change after which implementation will have to be speeded up as much as possible.

The temporary waiver of certain provisions of the WTQO’s Trade-Related Aspects of Intellectual Property
Rights (TRIPS) could indeed enable faster knowledge sharing and technology transfer to increase
pharmaceutical production capacity and possibly mobilize additional manufacturers but some will still
continue to argue that the waiver would dissuade additional manufacturing investments and undermine
long-run medicines and vaccine development, including those to address emerging COVID-19 variants.

This is valuable evolution being pursued and resolved by the WTO, taking health emergencies into account
and considering that research and development of COVID 19 vaccines is heavily supported by public funds
and we are facing a pandemie raging across the world.

The recent African Continental Free Trade Agreement (AfCFTA) and other regional trade agreements are
critically important, and could also strengthen the region’s ability to ensure the flexibilities offered by TRIPS

can be exploited fully to enable more local production and access to pharmaceutical products.

However, the authors of this paper argue that the current imperative is to scale existing pharmaceutical
products as quickly as possible while maintaining strict safety and quality standards.

Scaling production now

Innovative companies and manufacturers came under commercial and geopolitical pressure to scale as
quickly as possible to meet unprecedented immediate demand, to increase production and supply. To do so,
some started co-operating with competitors and generic manufacturers, including via voluntary licenses,
contracted production and proactive technology transfer. We argue that the pressure on these companies
and manufacturers should be increased for them to pursue the voluntary horizontal collaborations and new
organizational models that have started driving scale more rapidly.

At this stage, it is not clear that any additional generic manufacturers are “standing by” ready to produce;
under TRIPS flexibilities, countries can issue compulsory licenses to produce vaccines without permission
from the patent-holder if they so wish.



Claims that technology transfer is too hard or takes too long are exaggerated, as shown by the several
manufacturing, outsourcing ,and production sharing agreements already implemented, such as between
BioNTech and Pfizer, between Oxford/AstraZeneca and between Novavax and the Serum Institute, between
Bharat Biotech’s Covaxin and state-led Haffkine Institute and Novavax and the Canadian government.

Indeed, voluntary licensing and technology transfer from originator companies can help to increase long-
term manufacturing capacity, especially if paired with public investment, non-profit, or public sector
manufacturing which can generate competition and new models with access in mind. Originators also have
an interest in enforcing safety and quality control standards while doing this, which is especially important
in the context of dealing with widespread vaccine hesitancy. Their co-operation is important for both speed
and quality, and so far some seem willing to do this.

At the same time, developing local production capacity for COVID-19 vaccines requires contributions from
multiple actors. Increasing manufacturing capacity needs risk-tolerant capital and a partnership platform to
enable technology transfer to new manufacturing sites around the world. Such a platform will mainly succeed
if both parties in the technology transfer equation - recipient company and originator company - trust and
have confidence in the platform. The future health scenarios countries are entering may also require
renewed attention to the degree of public investment in clinical trials and the subsequent manufacturing
process in order to manage overall costs of R&D and considered profits.

Access to COVID-19 Tools (ACT) Accelerator and Covax

The ACT Accelerator including the Covax facility is a global collaboration to speed up development and
equitable access to COVID-19 tests, treatments and vaccines for every country. It remains underfunded some
12 months after its April 2020 launch, although it received a USD 4.3 billion boost from G7 leaders in February
2021. While very important, investment in local production capabilities is not within the scope of this
initiative.

Coalition for Epidemic Preparedness Innovation (CEPI)

CEPI is a global partnership with a mandate and expertise to develop vaccines to deal with future epidemics.
CEPI has been highly instrumental in successfully developing COVID-19 vaccines and invested in enlarging the
production capacities in many regions - but has not focused on boosting manufacturing in Africa until now.
The partnership recently concluded a memorandum of understanding with the African Union (AU)/Africa
Centres for Disease Control (ACDC) that could help to change this landscape in Africa.

Diagnostics Subgroup of the Technology Access Partnership (TAP)

Hosted by the UN Technology Bank for the Least Developed Countries, this collaborates with a range of
stakeholders, and is currently generating a handbook for local diagnostics manufacturers.

Local and regional manufacturing initiatives

A 2020 webinar brought select African manufacturers in health-related industries with academics in India
and Africa, and other professionals working on regulation, distribution and industrial support in African
countries. The report summarises the key findings including the central argument that broad-based industrial
development is critical for both global and local health security in Africa, and will be the post-Covid-19
medium-term challenge.



https://www.un.org/technologybank/

Some vaccine makers have made strides in advancing more local production. For example, Russia’s Sputnik
V vaccine is already being produced in India, South Korea, Brazil and China. Production is set to begin in
Kazakhstan and Belarus, and other countries including Turkey and Iran, although it has yet to receive formal
regulatory approval from a western regulatory agency or the WHO.

India’s Serum Institute is manufacturing a local version of the Oxford/AstraZeneca vaccine, which was
approved by the European Medicines Agency in March 2021. The vaccine is locally branded as Covishield,
India exported 23 million doses of the locally-produced “Covishield” vaccine to low and middle income
countries but stopped export recently to give priority for the domestic needs.

Extending licences and technical transfer - Medicines Patent Pool (MPP)

With several companies engaging in limited licencing agreements, those initiatives are ready to be expanded
bilaterally or via the MPP. Created a decade ago, the MPP resulted in access to more than 14 billion doses of
treatment for diseases including HIV and tuberculosis, and their voluntary licensing expertise can be used.
For some products, like biologic medicines or vaccines, licences should be complemented by initiatives aimed
at scaling up manufacturing capacity through technology transfer.

However, while many pharmaceutical companies have given HIV and hepatitis C licences to MPP, not a single
licence for COVID-19 technology has yet been offered. There are many reasons but perhaps the most
important is the lack of strong political support for voluntary licensing clearly articulated to pharmaceutical
company CEOs for COVID-19 products.

In the absence of voluntary licensing, alternative, realistic and binding incentives for firms based on market
access or other arrangements are being explored. Innovative production arrangements are already effective
in many countries such as South Korea and India.

Bharat Biotech’s Covaxin in technology transfer to India’s state-led Haffkine Institute, will commence
manufacturing of Covaxin through Haffkine Bio-Pharmaceutical Corporation.
https://www.livemint.com/news/india/haffkine-gets-centre-s-nod-to-manufacture-bharat-biotech-s-
covaxin-11618558996343.html

Generics availability and price regulation

The availability of generic medicines has been crucial, alongside supply chain robustness and just-in-time
production of oxygen to hospitals, point of care, warehousing, freight and cold storage facilities. Indeed, the
pandemic showcased the essential role that off-patent medicines (generic, biosimilar and value-added
medicines) play in a major public health crisis, as the majority of medicine needs are covered by such
medicines. For example, in Germany, 97% of the medicines needed for COVID-19 had a generic medicine
option available on the market. Between 70% and 90% of medicines used during the first wave in ICU were
off-patent medicines. Repurposing of medicines was essential in securing treatment options in a crisis. In
India’s first wave, price caps on tests and medicines, vaccines and new insurance have played an important
role.


https://healthpolicy-watch.news/health-workers-india-covid-vaccine-hesitancy/

The pivotal role played by off-patent medicines and price regulation in healthcare was, of course, already
clear and well-known before the latest pandemic.? Off-patent medicines are the greatest key drivers of
equitable access to medicines, and the backbone of public health by contributing massively to providing
equitable access to medicines while making healthcare systems sustainable.

Local health responses in Central and Latin America, Taiwan, Japan and Vietnam demonstrated the
importance of co-ordinating clinical and industrial knowledge and public health messaging by trusted
persons. Some African countries have demonstrated the value of community workers, while Indian states in
the first wave showed the critical importance of police and civic personnel (rather than public health workers
alone) in testing, tracking and contact tracing when co-ordinated with a fast turnaround time for results and
triaging.

Unitaid and FIND
Unitaid is a global health initiative that identifies and implements solutions to increase access to health

products, in particular for HIV, tuberculosis and malaria - which can be also used for COVID-19 and other
pandemics.
FIND is a global health initiative that identifies and implement solutions to identify and scale access to
diagnostics.

Unitaid closes the gap between late-stage development of health products and scaling for access and applies
expertise to advance new life-saving therapies and diagnostics for the COVID-19 pandemic. It is an important
member of the Access to COVID-19 Tools (ACT) Accelerator and leads the ACT-A Therapeutics Pillar. Unitaid
works with FIND to accelerate the availability and manufacturing scale-up of rapid diagnostic tests to detect
SARS-CoV-2 antigens (Ag RDTs) and has worked to make Ag RDTs available at an affordable price in LMICs
(just over EUR 2 each).

Unitaid has also been scanning the pipeline of promising COVID-19 treatments. Together with Unicef, it made
an advance purchase of almost three million doses of the corticosteroid dexamethasone for LMICs in July

2020 as soon as it was proven to significantly reduce mortality in hospitalized patients.

Global co-operation and solidarity for equitable access

Co-operation at a local, regional and global level is critical to deal with the COVID-19 crisis effectively,
including a colossal surge in demand for tests, vaccines and therapeutics. Certain responses, including those
in Africa and Asia, have been innovative and successful. These responses must be catalogued and built into
future pandemic preparedness responses. New geopolitical relations have also been forged in supply chain
arrangements.

2 In India, 95% of prescribed medicines are generics, which contributes substantially to patient access and expenditure
savings. In Australia, the genericized medicine market accounts for just over 84% of the volume of subsidized medicines
but only 28.7% of the cost. During the period 2016 to 2019, the reimbursed script rate by volume increased by 7%, the
cost fell by 12%. This demonstrates the significant savings that generics have provided to the Pharmaceutical Benefit
Scheme. In Europe, off-patent medicines account almost 70% of prescribed medicines by contributing only for 2-3% of
the total healthcare budget. They doubled access to therapy for hypertension, diabetes, cardiovascular, epilepsy and
mental health over 10 years in Europe (2007-2017).



G20 leaders now have an opportunity to strengthen global health synergies and so ensure equitable access,
affordability and availability in the production and supply of tests, therapeutics and vaccines to urgently deal
with COVID-19 today while going way beyond the current crisis.

4. The proposal: towards equitable access to diagnostics, medicines and vaccines for COVID-19 for all

The pandemic demonstrated that supply and production capacities are wholly insufficient to deliver large
quantities of health products quickly, and that generic production, patent pools and voluntary licensing
mechanisms have not enabled the huge supplies of products required to confront COVID-19. Low and middle
income countries are poorly served, and the African region in particular has few production capabilities able
to provide for their own citizens.

Under the auspices of the G20, the world’s major economies have a once-in-a-generation opportunity to
transform this unequal situation by launching new initiatives that deliver more robust public health,
healthcare and industrial production systems. Such initiatives and systems would ensure:

e A people centered approach worldwide

e Enhanced prepradeness and preventative action to limit transmission sooner and deal with new viruses
and variants rapidly and equitably

e Worldwide equitable access for all people to diagnostics, vaccines and off-patent medicines.

e New arrangements to accelerate access for all people to on-patent medicines, vaccines and equipment
- including price controls, licensing, enhanced public and private sector production, limited time
approvals.

e Enhanced production capacity in LMICs and especially Africa where present capacities and investments
are unacceptably limited.

e C(Clarity on role played to improve access through strategic use of public, non-profit, or public-private
arrangements in regional R&D, trials, and manufacturing plans.

e Globally resilient supply chains achieved through robust manufacturing networks and access to raw
materials.

4.1 We call on G20 leaders to support manufacturing initiatives regionally with a special focus on Africa.

This will boost capabilities to produce diagnostics, therapeutics and vaccines for COVID-19 and create a global
network of public and private manufacturing to enable a faster response to COVID-19 and future pandemics,
enhancing global preparedness and long-term supply chain resilience for health-related products and the
raw materials required.

Resilient supply chains need to be built globally via more robust manufacturing: the pandemic had a dramatic
impact on demand surges that in some cases doubled or tripled relative to normal annual consumption.
Demand is also expected to increase for new medicines being developed and vaccines for new variants. A
central lesson from this crisis is the need to build trust in the security of global and regional supply chains by
removing trade barriers while encouraging regional diversification with permanent solutions that look
beyond COVID-19.



The smarter and more sustainable way to speed up testing, vaccines and treatments everywhere in the
world, today and beyond COVID-19, is to expand and diversify manufacturing regionally, and to ensure the
supply chains of essential raw material and finished dosage forms. G20 leaders should therefore focus on
short, medium and long term robust industrial and trade policy measures to address vulnerabilities in
manufacturing value chains while enhancing manufacturing resilience.

Moving fast is essential. Existing infrastructure should be upscaled and new infrastructure built. Technology
and knowledge transfer needs to be accelerated and better targeted to boost innovation and production in
public and private entities. This activity needs to emphasize commercial opportunities to ensure
sustainability and resilience. Closer proximity between purchasers and suppliers will reduce transport needs
and shorten lead times, reducing carbon impacts and lowering transaction costs, while creating new jobs and
promoting economic growth.

Public and private investments should therefore be facilitated in companies in Africa as well as other regions
when they have some capabilities, political will and readiness to act as regional providers. This will bring
essential supplies closer to the point-of-need in faster and lower cost ways, through diversified and scaled-
up production and supply chains.

4.2 We call on G20 leaders to invest in scaling up manufacturing capacities and in collaborative networks
by adopting supportive industrial and health policies and investments.

We are calling on global leaders to:

e Facilitate technology transfer and sharing technical know-how to build the capacities where they are
most needed.

e Facilitate voluntary and compulsory licencing agreements and the full use of the flexibilities under TRIPS,
and consider waiving protection of IP rights when and where it is useful. This includes speeding the
transfer to generic drug status and limited patent timelines for critical clinical areas.

e Provide foresight and planning for decentralized industrial capabilities: to speed up processes and co-
ordinate updated mapping of production sites, supply channels of raw materials, finished dosage form,
and other measures needed to make access to tests, therapeutics and vaccines rapidly available and
affordable.

e Review and update business models, market authorizations and pricing conditionalities when large
amounts of taxpayer and philanthropic funds are utilized for clinical research, and advanced purchasing
agreements of diagnostics, medicines and vaccines.

e Promote measures that enhance the security of medicines supply, such as reciprocal commitments to
limit export restrictions.

e Adopt regulatory flexibilities and increase collaboration initiatives, to ensure the harmonization of
medical regulation throughout the African Union (AU) and the implementation of international
standards for medicines in line with the Pan-AU creations such as the African Medicines Regulatory
Harmonization (AMRH) initiative and African Vaccines Regulatory Forum (AVAREF) - until the African
Medicines Agency Treaty is ratified and the agency is operational.

e Strengthen Good Manufacturing Practice (GMP), inspections and supporting mutual recognition.

e Press manufacturers to co-operate and set up helpdesks to quickly and pre-emptively fix
bottlenecks when they are encountered.


https://en.wikipedia.org/w/index.php?title=African_Medicines_Regulatory_Harmonization&action=edit&redlink=1
https://en.wikipedia.org/w/index.php?title=African_Medicines_Regulatory_Harmonization&action=edit&redlink=1
https://en.wikipedia.org/w/index.php?title=African_Vaccines_Regulatory_Forum&action=edit&redlink=1

e Set up a global co-operation network for raw materials and vaccine manufacturing to help diversify the
supply of essential raw materials.

4.3 We call on G20 leaders to invest in a common health agenda that is focused on a more equitable and
effective global and regional institutional architecture.

We are calling on global leaders to:

e Foster co-ordination to ensure equitable access, affordability and availability, as well as adequate
production and supply.

e Ensure strengthened public health systems and sustainable access to health products and immunization.

e  Further support the World Health Organization (WHO), World Trade Organization (WTO) and relevant
regional organizations to ensure equitable access to COVID-19 diagnostics, therapeutics and vaccines,
including through financing of COVAX.

e Support policies that accelerate the uptake of generic, biosimilar and value-added medicines and
vaccines.

e Remove access restrictions including tariffs and anti-competitive marketing strategies that delay the
entrance of health-related products, also after expiry of patents.
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