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THE MEDICINES PATENT POOL (MPP)
•

MPP is a public health organization established in 2010
to accelerate access to new health technologies and
facilitate the development of new formulations
needed in Low- and Middle-Income Countries (LMICs)

•

Operates through voluntary licences to facilitate early
market entry of generics in LMICs

•

Initially focused on HIV medicines, but mandate was
expanded to include hepatitis C and tuberculosis in
2016, and other patented essential medicines in 2018

•

In response to the COVID-19 pandemic, MPP has been
working to facilitate access to new treatments and
supporting the development of vaccine manufacturing
capacity in LMICs

•

As of Dec 2021, 15 patent holders and 25 generic
manufacturers had signed agreements with MPP, 148
countries had benefited from nearly 27 billion doses
of MPP-facilitated generic products, $1.2 billion dollars
have been saved and thousands of deaths have been
averted

The MPP is funded by:

THE MPP OPERATING MODEL
How we work
MPP licences enable multiple manufacturers to supply LMICs before patent
expiry, facilitating competition, price reductions and supply security

1. Identify medicines
needed in LMICs where
licensing can improve
access

2. Negotiate licences with
patent holders from a
public health perspective

4. Support development
and work with partners to
facilitate access in LMICs

3. Sublicense to qualified
generic companies
committed to supplying
LMICs

In Oct-Nov 2021, MPP signs licences with Merck
and Pfizer on COVID-19 antivirals
Key Terms of the Licences:
- Licences allow MPP to grant sub-licences to
manufacturers anywhere in the world
- Include transfer confidential know-how
- Royalty-free during the WHO Public Health Emergency
of International Concern (PHEIC)
- Licensees can supply 105 or 95 countries respectively
(approx. 4.1 billion people covered)
- Require approval by WHO Prequalification or Stringent
Regulatory Authority, including emergency use
- Do not set a price, but competition among
manufacturers to ensure affordability
- Licensee has right to terminate at any time
- Licences are fully transparent, available on MPP
website
[In addition to MPP licences on molnupiravir, there are eight Indian
manufacturers with bilateral licences directly with Merck]
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COVID-19 Antivirals
Timelines and progress
April-Oct 2021:
Merck Licenses to
generics/MPP

Dec 2021: Merck
product granted
Emergency Use
Authorization by
FDA (EUA)

Sept 2022:
Expected WHO
Prequalification of
some of the
generic products

Molnupiravir
(Lagevrio®)

2021

2022

Nirmatrelvir
(Paxlovid ®)

Nov 2021:
Pfizer licenses
to MPP

Dec 2021:
Pfizer product
granted EUA
by FDA

Q4 2022:
Expected WHO
Prequalification of
first generics

Following MPP call for applications, with over 150 companies applying, MPP
applied rigorous blinded process and selected:
23 licensees for molnupiravir that will be manufacturing in 10 countries who will
be able to supply 105 licence-covered LMICs
38 licensees for nirmatrelvir/ritonavir: manufacture in 13 countries who will be
able to supply 95 licence-covered LMICs

COVID-19 Antivirals
Geographical distribution of MPP’s licensees

Q4 ‘22.

COVID-19 Antivirals
Lessons learnt from the work of MPP
• Significant interest among countries in having local sustainable capacity for the manufacturing
of health products to address health emergencies and improve equity in access
• Licensing of antivirals prior to regulatory approval of originator products helped to reduce time
to regulatory filing from the date of EUA by generic manufacturers
• The availability of technology transfer packages created an opportunity for accelerated
product development for manufacturers that needed it
• Expediting access to reference listed drug (RLD) as soon as licence is signed was important to
ensure faster development of generics, especially during pandemics, when RLDs are not
freely available to be procured from public/private markets
• Implementation of criteria for selection of licensees that enabled recruitment of licensees from
a broader range of jurisdictions expanded manufacturing base to improve supply security
• Demand uncertainties due to the unpredictable nature of the pandemic risk discouraging
investment in development/production by some manufacturers
• MPP believes that under emergency conditions, IP and technology transfer could enable
development of generic versions within 100 days from approval of innovator products
Molnupiravir – Lagevrio®

Nirmatrelvir/ritonavir – Paxlovid®
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Possible future timeline for development of generic medicines
for LMICs during a pandemic

COVID-19 Antivirals
Aligning manufacturer capacities to meet licensing requirements
• Manufacturers wishing to obtain a medicine licence from MPP need to submit an
application to the Expression of Interest that is issued along with licence announcement
• The application needs to respond to a range of questions relating to the company, its
technical capabilities and its plans with respect to the product in question
• MPP licences require manufacturers to have the capacity to meet requirements of
WHO Prequalification Programme or Stringent Regulatory Authorities and to commit
to meeting those requirements for the licensed product
• MPP increasingly interested in expanding the geographical diversity of its
manufacturing partners and manufacturers focusing on regional markets or a limited
number of countries may also participate and be selected
• MPP’s has developed a rigorous selection process that is blinded to ensure objectivity
• Unfortunately, very few applications received from certain regions of the world
• Governments/regional bodies’ commitment to supporting manufacturers can be important
in providing a sustainable market for local/regional manufacturers
• Technical/financial support to companies to meet standards may be critical
Details on MPP’s Expression of Interest process available at: www.medicinespatentpool.org
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COVID-19
mRNA Technology Transfer Hub Programme
•

MPP co-leads the mRNA technology transfer hub with WHO, a programme established
to enhance sustainable mRNA vaccine manufacturing capacity in LMICs

•

Currently includes a South African hub,15 manufacturing partners (spokes) across
LMICs, and one biomanufacturing workforce training hub

•

At least 11 G20 members are involved in the programme,
manufacturing
Q4 including
‘22.
partners in 5 G20 countries (Argentina, Brazil, India, Indonesia and South Africa),
funding from another 4 G20 members (Canada, European Union, France and
Germany), technical support from one (US) and training support from one (S Korea).

Countries/companies currently involved in the
mRNA Technology Transfer Hub Programme

COVID-19
Lessons learnt from the work of MPP (contd.)
• Access to ready-made mRNA vaccine technology has not been possible,
requiring the programme to engage in its own technological development,
with increasing support from organizations/companies willing to support
• For the mRNA technology transfer hub, political will at country level and
support by global and regional stakeholders are crucial for successful
implementation
• In particular, future sustainability of the companies involved in the programme
will require commitments from governments/regional bodies
• Viability of the programme will depend on not only working on COVID-19 but
on mRNA vaccines to address other priority diseases
• Technological developments in mRNA are moving at rapid pace, reflected in a
complex patent landscape, including for 2nd generation mRNA vaccines

Conclusions
While innovation for COVID-19 products took place in record time, equitable access was
delayed partly due to limited or late licensing/technology transfer to manufacturers in LMICs
Over past year, MPP and partners have established two networks with manufacturers
across all WHO regions
Medicines manufacturers (MPP licensees)

mRNA vaccine manufacturers (Hub/spokes)

These networks could be leveraged to improve equitable access for future
pandemics/heath emergencies and/or for improving access to other priority products
Rapid/early licensing and technology transfer to these manufacturers (even before
regulatory approval of innovator product) could enable rapid availability of countermeasures
While important efforts have focused on rapid development of countermeasures in 100 days, a
Second 100 days could focus on ensuring new products are rapidly licensed/transferred to
support equitable access
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