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ABSTRACT

Public health voluntary licensing of intellectual property
has successfully been applied to increase access to
medicines in certain disease areas, producing health
benefits and economic savings, particularly in low-income
and middle-income countries. There is however limited
understanding of the intricacies of the approach, the
modalities by which it works in practice, its levers and
the trade-offs made. Such knowledge may be critical in
deciding what role licensing should have in pandemic
preparedness and equitable access to health technologies
more broadly. This paper examines the case for licensing,
the considerations for balancing public health needs, the
challenges of negotiations, and the processes for validating
proposed agreements. No access mechanism is perfect,
but evidence suggests that public-health licensing has

an important role to play, although it remains underused.
Understanding some of the realities, strengths, limitations
and complexities of applying the model may help calibrate
expectations and develop incentives to expand its
applications.

INTRODUCTION

In the context of access to medical counter-
measures for pandemic preparedness and
response, many discussions have focused on
intellectual property (IP) and its role as a
driver of innovation, but also its potential to
delay access if not managed through a public
health perspective.! The recent prolonged
discussions at the World Trade Organisa-
tion around an IP waiver under the TRIPS
agreement show that there remains consid-
erable disagreement about how to balance
innovation and equitable access.” > One way
that has been tried and tested to enable
expanded access to innovative medicines
across low-income and middle-income coun-
tries (LMICs) is public health oriented
non-exclusive voluntary licensing of IP.*
This approach has been shown to lead to
stronger sustainable generic manufacturer
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competition in more countries faster, driving
medicine prices down to lower than tiered
prices, and creating both economic and
health impact.”™"*

In the 2000s, one of the most pressing
concerns for global public health was the lack
of access to affordable life-saving drugs for
the treatment of HIV in LMICs. The newer,
more effective and better tolerated antiretro-
virals, some of which were needed for second
line treatment, were patented and expensive.
To address this, Unitaid set up the Medicines
Patent Pool (MPP) in 2010.""'® The concept
proposed was for MPP to persuade patent
holding pharmaceutical companies to grant
licences covering their medicines’ IP to MPP.
MPP would then sublicense these to multiple
generic manufacturers, thereby enabling
competition around the manufacturing of
affordable, quality-assured versions of those
drugs for use in LMIGs, especially in coun-
tries where the HIV burden was highest. In
parallel, patent holding companies would
continue selling their own branded prod-
ucts in their main commercial markets. By
the end of 2021, people living in 148 coun-
tries had received close to 27billion doses
of WHO recommended HIV and hepatitis
C virus (HCV) medicines through MPP-
licensed generic manufacturers at remark-
ably low prices.'® As an example, the price
of WHO-recommended daily first-line fixed-
dose combination HIV treatment (tenofovir/
lamivudine/dolutegravir) is now less than
US$50 per person per year: less than US$1
per week.

In light of this success, MPP has progres-
sively expanded its mandate from HIV
medicines, to medicines for hepatitis C and
tuberculosis, followed by a broader expan-
sion into medicines either on the WHO
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SUMMARY BOX

= Public-health voluntary licensing of intellectual property rights
has been highly effective in supporting the scale up of WHO-
recommended HIV and hepatitis C virus treatments in low-income
and middle-income countries, saving both money and lives.

= Despite the success and establishment of public health voluntary
licensing through the Medicines Patent Pool (MPP) as the gold
standard for large-scale access to medicines, there are recurring
demands for these licences to be even better, for example, encom-
passing greater geographic territories.

= Observers have also raised concerns that voluntary licences may
entrench intellectual property rights, be used as a mechanism to
manage competition, collect royalties and segment markets (in-
stead of supporting access) in the absence of patent rights.

= MPP licences are generally more access friendly and include less
restrictive terms than licences negotiated bilaterally between pat-
ent holders and generic manufacturers.

= They are also publicly available, which has helped establish global
norms for public health licensing.

= Evidence suggests that MPP public health licences lead to stronger
sustainable generic manufacturer competition in more countries
faster, driving medicine prices down to lower than tiered prices,
creating both economic and health impact.

= This Analysis discusses the case for public-health voluntary licens-
ing; the considerations for balancing key public health needs; the
challenges, negotiation complexities and compromises at play; and
the processes for assessing the value of and externally validating
proposed licensing agreements in the context of a strategic, agile
and voluntary mechanism.

= Contextualising MPP’s work from a perspective of internal under-
standing of the intricacies of the mechanism, in light of its strengths
and limitations, managing expectations, identifying where the mod-
el may provide the most added value, and building the necessary
support for its sustainable application may help calibrate expecta-
tions, develop incentives to expand applications and overall rein-
force the approach.

= Public-health licensing has an important role to play in improving
access to medicines, although it remains underused,; this is partic-
ularly relevant to ongoing discussions that are taking place at the
WHO, Intergovernmental Negotiating Body and G20, to name a few.

Model List of Essential Medicines or with strong poten-
tial for future inclusion, and since 2020, COVID-19
health technologies, long-acting technologies and drug
formulations, and biotherapeutics (such as monoclonal
antibodies).* > ' ¥ The MPP network of generic manu-
facturers now encompasses more than 50 companies in
16 countries across all continents.”” Through HIV and
HCV treatments alone, the estimated impact of this work
should reach US$3.5billion saved and 160000 deaths
averted by 2030.%

A recent independent Lancet viewpoint suggested this
model should be further promoted and incentivised,
including in contexts of pandemics.”’ However, beyond
MPP’s impact, there is limited understanding of the intri-
cacies of the model, the modalities by which it works in
practice, the levers involved and the trade-offs made.
Such knowledge may be critical in framing the value of
public-health voluntary licensing in ongoing discussions

on pandemic preparedness and equitable access taking
place at the WHO, Intergovernmental Negotiating
Body and G20. This article presents an inside perspec-
tive on negotiating public-health voluntary IP licensing
agreements to increase access to health technologies.
Other mechanisms to facilitate access to medicines exist,
some of which also focus on IP, and are discussed else-
where 892227

THE CASE FOR PUBLIC-HEALTH VOLUNTARY LICENSING

Before approaching a patent holder to discuss in-licensing

of a patented medicine, MPP does a careful assessment

of the public health need for the medicine in question,
analysing the burden, needs of affected communities,
clinical data, normative guidance, regulatory pathway
and other information, in addition to holding conver-
sations with clinical experts, government and United
Nations officials, and affected community groups.”® The
case for licensing may then include elements like disease
burden, unmet need/demand, equity concerns, public
opinion (both positive and negative), geographic reach,
licence management (which MPP undertakes pro bono),
cost/benefit analysis and, increasingly, investor prefer-
ences, including intersections with environmental, social
and governance (ESG) frameworks. It can sometimes
take several years to persuade a patent holder to give

MPP a licence—and in-licensing is only one part of the

voluntary licensing life cycle (figure 1A).

There are a number of reasons why patent holders may
want to consider public health voluntary licensing and
this can impact the length and complexity of negotia-
tions. Those four main reasons are:

1. Improving reputation. Access to medicine advocates,
affected communities and even governments have
been very active, publicly calling out companies that
fail to ensure broad access to life-saving treatments.*
Recently highlighted during the COVID-19 pandemic,
vaccine inequity has also dramatically increased the fo-
cus on equitable access.”® Originator companies lack-
ing an access programme for critical health products
may be exposed to widespread public criticism, while
having a good access programme may conversely at-
tract praise.gl %2 The Access To Medicine Index (ATMI)
provides a formal tool to assess some of the largest
pharmaceutical companies according to the quality of
their LMIC access programmes. ATMI ratings, which
attract increasing attention, consider MPP licences as
gold standards for large-scale access to medicines, of-
fering ‘advantages from a global health perspective’,
including ‘access-friendly terms’.”!

2. Operational capacities. Even where originator compa-
nies genuinely want their products to make the biggest
impact, they often have little presence or experience
in many LMICs. Moreover, companies’ ability to en-
gage with public stakeholders to support scale-up and
overcome access barriers may be limited, partly due
to frameworks aimed at mitigating potential conflicts
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Figure 1 The context and key features of voluntary licensing for public health. (A) Complementary voluntary licensing areas
of work and the medicine development to access life cycle. While this paper focuses on in-licensing as the central and most
scrutinised element of MPP’s voluntary licensing work, there are other critical areas of contribution for MPP both upstream

(ie, identification of suitable candidate medicines through prioritisation and development of an enabling environment for in-
licensing) and downstream (ie, out-licensing, licence management, technology transfer and support for access). As mentioned
in MPP’s strategy for 2023-2025, MPP in-licensing activities have generally started around late product development,
regulatory approval and early market entry.?® In some cases, in-licensing efforts have begun after an approved product was
prioritised by a global health mechanism (such as the WHO Model List of Essential Medicines). Moving forward, MPP in-
licensing efforts will take place more upstream to embed access considerations earlier in the innovation process, support
product development, and shorten the time from product approval to affordable access in LMICs. MPP will also increase its
work further downstream to support affordable access to licensed products and, in exceptional circumstances, continue to
work on licensed products beyond patent expiry if that can help pave the way for future priority products. (B) Key features

of voluntary licensing agreements aimed at maximising the public health impact of priority products. Insights on how these
features have been implemented across different licences are available in online supplemental appendix. EAG, Expert Advisory
Group; MPP, Medicines Patent Pool.
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of interest, while MPP, as a not-for-profit independent
public-health organisation founded by Unitaid, is ide-
ally placed to work with global health stakeholders and
Support access across LMICs.*

3. Meeting large-scale demand. Some originator com-
panies may have limited capacity for manufacturing a
given product at the scale needed. And there may be
little interest for them to invest into increased capac-
ity to match the demand of what may be considered
low-margin markets outside of their commercial prior-
ities. As such, licensing to generic companies geared
towards maximising economies of scale is a mutually
beneficial compromise.*®

4. Financial efficiency and returns. There are significant
costs associated to registration and distribution of a
product in each individual country, and MPP-licensed
generic companies usually cover those. Furthermore,
even in the case of bilateral agreements between an
originator and generic companies, the originator
must commit human and financial resources to man-
age a licence, whereas MPP undertakes this pro bono
as a standard part of its work. MPP licences can also in-
clude royalties, which can be significant. Moreover, as
investors in originator companies become increasingly
engaged with ESG issues, there can be a tangible ben-
efit in having a good—early, broad, effective—access
programme and a substantial cost in failing to have
one. For example, 133 major asset managers, collec-
tively handling more than US$21 trillion, have signed
up to use the ATMI in their investment decisions, and
some pharmaceutical companies have issued bonds
that cost them lower interest rates when access is en-
sured across LMICs.* * * Finally, voluntary licensing
to generic manufacturers can help overcome the chal-
lenge of external reference pricing that pharmaceu-
tical companies face for their commercial markets in
higher-income countries when exploring discounted
pricing options for LMICs.* %

STRIKING A BALANCE TO MEET PUBLIC HEALTH NEEDS

One major feature of the MPP model is that it requires
carefully balancing the often-different needs of inno-
vators (patent holders), generic companies and other
global health stakeholders, including affected commu-
nities, civil society organisations, international funding
and procurement agencies, and national governments.
Those stakeholder needs, and their effects on expressed
preferences and concerns when it comes to IP manage-
ment and access, can vary across time depending on the
environment, disease and medicine. The model should
be win-win-win for all stakeholders directly and indirectly
involved. However, competing interests unsurprisingly
arise and concessions from all parties are often required.
In a 2020 report, the Médecins Sans Frontiéres (MSF)
Access Campaign highlighted 11 key issues and concerns
with regards to the use of voluntary licensing to expand
access to medicines in LMICs, most notably: the lack of

transparency; geographic scope limitations; restrictions
on the source and production of active pharmaceutical
ingredients; and antidiversion requirements.26 Public
health being of paramount importance, MPP strives to
adhere to certain key elements in its licences (figure 1B),
some of which address challenges and opportunities
highlighted by MSF and other observers.®® ** # For
example, MPP licences are transparent (published on
MPP’s website) and are generally more access friendly
and include less restrictive terms than licences negotiated
bilaterally between patent holders and generic manufac-
turers, without the contribution of MPP as a broker.*!

The essential parts of MPP licences cover: the territory
where the generic product can be manufactured and/or
sold; what the licensees can do (eg, which active ingre-
dient or formulations they can manufacture and sell);
what the product can be used for; quality requirements;
compliance monitoring and sublicensee management
aspects, including sales reporting; royalties, if applicable;
technology transfer, when required; and compatibility
and complementarity with other access mechanisms.
Each agreement is bespoke, meaning there is no stan-
dard agreement, although MPP has created precedents
around some key terms that are habitually adhered
to (and which have in some cases helped improve pre-
existing bilateral agreements, thereby addressing some of
the challenges highlighted by access to medicine advo-
cates).” MPP’s commitment to transparency by putting
its licences into the public domain has been instrumental
in creating these precedents and, more generally, in
establishing global norms for public health licensing
(based on the most effective licence clauses, as per MPP’s
experience and learnings).*

The territory covered by the licence, which is what
often attracts most scrutiny, needs to be sufficiently large
to make a significant positive impact on public health and
be financially attractive to generic companies, ensuring
a sustainable market with economies of scale to drive
prices down. This must be balanced against the origi-
nators’ commercial aspirations, not just for the product
under discussion but for their overall portfolio (eg,
broad considerations around establishing precedents,
or country-specific considerations in light of companies’
in-country presence in certain markets). Some observers
have noted that MPP licences often do not cover many
upper-middle-income countries (UMICs), including
some with high disease burden.”® While this has often
been true for certain large UMICs where pharmaceutical
companies have substantial commercial interests, it must
also be said that many smaller and mid-size UMICs have
also benefitted from MPP licences, most of which would
not have had access to innovative products in generic
versions until patent expiry."’ For example, approxi-
mately 50% of both health and economic impact of MPP
licences for DTG-based HIV treatment regimens has
been shown to arise from access in UMICs (34 by the end

of 2022) .}
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In the context of efforts to maximise the allowed terri-
tory, MPP has used segmentation around target popula-
tions (eg, this has been used to allow a larger territory
for paediatric use—see online supplemental appendix)
and markets (eg, this has been used to include the public
market for some countries that would otherwise have
been excluded given commercial interests of the patent
holder in the private market—see online supplemental
appendix). Low-level royalties have also been used to
broaden allowed territories (including for coverage
of additional UMICs), as discussed later.*! And some
clauses (discussed later and in online supplemental
appendix) have also enabled, under certain condi-
tions, supply outside the nominal territory of countries
listed in a licensing agreement. As is possible for other
clauses, improvements regarding the licensed territory
can be—and sometimes are—pursued following initial
signature of the licensing agreement (ie, efforts can be
made to expand the covered territory, as has happened
for many, but not all, licences—see online supplemental
appendix). However, expansions of the licence territory
are challenging, as they often relate to countries where
the innovator may have commercial interests and may
sometimes not materialise despite MPP’s efforts and, at
times, advocacy from other stakeholders.*

Beyond access to the finished products, some licences
have allowed manufacturing but not sales in certain
countries. These are countries with significant manufac-
turing capacity (eg, China and South Korea) where the
patent holder intends to supply the innovator product,
but where it agrees to allow manufacturing as a way to
support more diverse and secure supply capacity for
other markets, the importance of which the COVID-19
crisis highlighted. Unfortunately, while the focus of
this approach may be on the benefit it brings, it is also
recognised that this at times can create challenges for
manufacturers vis-a-vis their local populations.*

Quality assurance (eg, by stringent regulatory authori-
ties, SRA) is essential and details of how this is achieved
are often the subject of discussion with originators and
generic companies. For COVID-19 products there has
been a need to balance speed to market against strict
quality assurance. For example, one of MPP’s recent
licences, rather than requiring the product to achieve
SRA approval or WHO Prequalification (PQ) before sales
could take place, as is usual, waived that requirement and
only required application for PQ, provided the product
was approved in the countries of manufacture and
sale, and that PQ was subsequently achieved within 12
months.* While the fastest HIV and HCV MPP-licensed
generic development-to-market timelines had taken 3-4
years, the COVID-19 crisis showed us that it is possible
to accelerate timelines substantially, with MPP-licensed
COVID-19 antivirals molnupiravir and nirmatrelvir being
developed in less than a year following the signature
of licences (which were negotiated in under 6 months,
which is also faster than most negotiations for previously
licensed MPP products).**® A more detailed analysis of

MPP’s experience during the COVID-19 pandemic will

be presented elsewhere.

MPP licences generally bear no or limited royalties
payable by generic companies to originators, and MPP
has generally avoided royalties on paediatric products,
for low-income countries, and on countermeasures for
a Public Health Emergency of International Concern.
However, to broaden the scope of a licence to include
additional markets (eg, private markets) or countries
which would otherwise be excluded by an originator
wanting a commercial return, MPP has been willing to
negotiate royalties that could be tiered (eg, according
to country per capita income levels). For example, one
MPP licence for four UMICs includes royalties which are
commercially interesting for the originator and enable a
sufficiently low price such that the governments involved
can afford to significantly scale up access.*' Royalties can
also be intended for reinvestment into public health
initiatives.*’

At times, advocates have raised concerns that volun-
tary licences may entrench IP rights and be used as a
mechanism to manage competition or segment markets
(rather than to support access) and to collect royalties in
the absence of sufficient patent rights to ensure exclu-
sivity. This is why MPP has insisted on a key principle: that
licences should not create contractual barriers where no
IP rights exist.” Indeed, no country should be worse
off because of an MPP licence that should, at the same
time, improve access in many countries. As part of MPP’s
public health approach, licences must also be compatible
with the application of other access to medicine mecha-
nisms, such as TRIPS flexibilities.*® As a result, MPP has
pioneered the following concepts, and through the publi-
cation of its licences has supported their broad adoption:
1. Commitments on the part of originators to waive data

exclusivity for relevant markets, as such exclusivity can

prevent generic companies from selling in a country.

2. Where there are royalties payable, an agreement that
these are only due in countries with relevant patents.

3. The ability for sublicensees to sell outside a licensed
territory in circumstances in which there is no patent
infringement, including in the case where TRIPS flex-
ibilities have been used for the granting of a compul-
sory licence, a patent opposition has been validated,
or a patent has been rejected following thorough ex-
amination or withdrawn by the patent holder or appli-
cant.* This means that the effective territory for some
licences may in fact end up being much larger than
the nominal territory set out in the licence.”

4. The ability of sublicensees to terminate agreements
unilaterally when circumstances change, such as when
they no longer need a licence because remaining pat-
ents are not considered to be blocking.

Additional details on various ways that the key features
of MPP licences discussed above are implemented (in
addition to other elements, such as how licences have
included the provision of technology transfer documen-
tation) are available as online supplemental appendix.
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THE NEGOTIATION PROCESS AND SOME OF ITS COMPLEXITIES
Perhaps not surprisingly, negotiating these elements can
be complex, especially since negotiations cover not only
the licence between the originator company and MPP
(the head licence) but also the sublicence that MPP will
sign with generic companies, which will be the same
across all sublicensees, owing to the necessity of treating
sublicensees equally. Negotiations can be complicated by
differences of opinion within originator companies (eg,
between the legal team, which is often very cautious, and
the commercial and access teams, which may see access
from different perspectives). Historically, negotiating
MPP licences has taken anywhere from Gweeks to 18
months; and some negotiations have been dropped or
have failed.

This is important to keep in mind as MPP has
limited leverage per se, and levers are primarily
external, for example, coming from treatment advo-
cates, governments, investors, media, public opinion
and other stakeholders who might ask for access to
specific products by direct or indirect interactions
with patent holding companies developing and
marketing those medicines. In some cases, country
requests or public discussions on how to improve
affordability of a given product in a given country
may have played a role in tipping a company’s
interest towards voluntary licensing as a proactive
way to address the issue.

While licence agreements themselves are fully
public (with one exception), negotiations are almost
always covered by a confidentiality agreement, and
it is therefore not possible to inform stakeholders
in real time on progress. However, MPP seeks
inputs from various stakeholders and takes those
into consideration during talks; and feedback is
obtained from members of MPP’s Expert Advisory
Group (EAG), Scientific Advisory Panel (SAP) and
the new Community Advisory Panel (CAP), but also
more broadly from partners across various organisa-
tions working in the global health space, including
at times governments, which in some occasions have
specifically requested the negotiation of a given
licence.” *

Sometimes MPP has walked away if satisfactory
terms could not be agreed. As such situations are
covered by confidentiality agreements, no one typi-
cally knows that MPP has walked away and certainly
no one knows the reasons. And there are occasions
in which negotiations may stop, stall, or pause, and
later reopen, with the potential to eventually lead to
a successful agreement. But, again, details of those
negotiations are rarely public knowledge, even if the
final agreement is public. Finally, and very impor-
tantly, some patent holders do not want to engage
with MPP at all, or are ready to do so in relation to
certain (relatively small) territories, or only for some
indications or disease areas.

EXTERNAL VALIDATION OF PROPOSED LICENSING
AGREEMENTS
Once MPP management is convinced that it has achieved
the best licence possible under the circumstances, and
that moving forward would make a significant improve-
ment to public health (or could have strategic signifi-
cance leading to a change in paradigm—as did the first
MPP licence, with the US National Institute of Health,
that contributed to giving credibility to MPP as a new
mechanism), the potential licence is sent for assess-
ment by MPP’s independent EAG, which is supported by
members of the SAP and CAP.”'™® The EAG is asked two
questions:

1. Does the licence offer sufficient added value over the
status quo?

2. Does the licence sufficiently meet the requirements of
MPP Statutes (eg, quality requirements, compatibility
with TRIPS flexibilities, anti-diversion mechanisms as
essential measures to ensure that licences are imple-
mented properly, which is key for MPP to be able to
conclude additional licences in the future)?54
The EAG reviews the proposed licence and captures

its assessment in a report to the MPP Governance Board,

recommending for or against the licence. If the Govern-
ance Board approves the licence and the Executive

Director signs it, the report of the EAG becomes a public

document too.” But the process does not necessarily end

there, and MPP has had the ability to improve several
licences subsequently through amendments regarding
the covered territory or other terms and conditions

(online supplemental appendix).

CONCLUSION
MPP is a unique organisation that has built distinctive
expertise and experience in public-health licensing of IP.
The model is not perfect—no access mechanism is.*? **-*°
However, its impact to date suggests it has an important
role to play in conjunction with other access to medicines
mechanisms and that, in many disease areas, it remains
underused, to the detriment of people in LMICs needing
access to key health technologies as urgently as anyone
in high-income countries.” '* ' Understanding some of
the complexities of its model may be useful in calibrating
expectations and developing incentives and supportive
policies to expand its applications, in addition to MPP
learning from past experiences, in terms of under-
standing which provisions can be most impactful and
how to best cater for public health needs in the context
of complex negotiations.21 %40 This paper focuses on
in-licensing aspects. However, in-licensing is only part of
the process, and the work of many partners (including
MPP for sub-licensing to, and managing, generic manu-
facturers) is needed for implementation of a licence to
result in affordable access to medicines on the ground, as
a licence on its own does not lead to access.

As part of its new strategy for 2023-2025, MPP will
continue addressing the access challenges made highly
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visible during the COVID-19 pandemic.”® Beyond infec-
tious diseases, where MPP has had most of its experience,
the access model will be applied to non-communicable
diseases, for small molecules—including more complex
formulation technology applications—and biologics.
MPP will also expand its contribution to a more diver-
sified and sustainable manufacturing capacity, with new
efforts focused on local/regional production and tech-

nology transfer, particularly for more complex prod-

1819
ucts.'

More than 20 years into the 2Ist century, it seems
unconscionable that where one lives can still determine
whether one has access to healthcare and therefore lives
or is denied a healthy life. COVID-19 has placed the
public health spotlight on equity and access, and, with
other efforts to facilitate uptake of essential medicines,

public-health voluntary licensing has a role in addressing
ongoing access to medicine inequity.”” *°

Twitter Charles Gore @CharlieGore, Sébastien Morin @Seb_Morin_GVA, John-Arne
Rettingen @jarottingen and Marie Paule Kieny @mpkieny

Acknowledgements The authors thank Amina Larbi, Chan Park, Esteban Burrone,
Gelise McCullough, Lobna Gaayeb,Nataliya Omelchuk, Sophie Thievenaz and
Valentina Ndibalema for their support informing the review and finalisation of

this paper. The authors also thank members of MPP’s Governance Board, Expert
Advisory Group, Community Advisory Panel and Scientific Advisory Panel, as well
as MPP staff and many partners, including patent holders, generic manufacturers,
procurement agencies, funders, governments, civil society and the various
communities of people affected by diseases across low-income and middle-
income countries. Finally, the authors also acknowledge Unitaid, the Swiss Agency
for Development and Cooperation, the French Ministry for Europe and Foreign
Affairs, the Ministry of Foreign Affairs of Japan, the German Agency for International
Cooperation, and the Wellcome Trust for their past and/or ongoing financial support
of MPP’s work on voluntary licensing of intellectual property. Funders did not have
arole in the development of this paper.

Contributors MPK and J-AR provided strategic guidance on the project. CG and
SM planned, designed, wrote and finalised the paper.

Funding The work of MPP is funded by Unitaid, the Swiss Agency for Development
and Cooperation, the French Ministry for Europe and Foreign Affairs, and the
German Agency for International Cooperation.

Competing interests CG and SM are employees of MPP and declare no
competing interests. MPK and J-AR are MPP Governance Board Members and
declare no competing interests.

Patient consent for publication Not applicable.
Provenance and peer review Not commissioned; externally peer reviewed.

Data availability statement All data relevant to the study are included in the
article or uploaded as supplementary information.

Supplemental material This content has been supplied by the author(s). It

has not been vetted by BMJ Publishing Group Limited (BMJ) and may not have
been peer-reviewed. Any opinions or recommendations discussed are solely
those of the author(s) and are not endorsed by BMJ. BMJ disclaims all liability
and responsibility arising from any reliance placed on the content. Where the
content includes any translated material, BMJ does not warrant the accuracy and
reliability of the translations (including but not limited to local regulations, clinical
guidelines, terminology, drug names and drug dosages), and is not responsible
for any error and/or omissions arising from translation and adaptation or
otherwise.

Open access This is an open access article distributed in accordance with the
Creative Commons Attribution Non Commercial (CC BY-NC 4.0) license, which
permits others to distribute, remix, adapt, build upon this work non-commercially,
and license their derivative works on different terms, provided the original work is
properly cited, appropriate credit is given, any changes made indicated, and the
use is non-commercial. See: http://creativecommons.org/licenses/by-nc/4.0/.

ORCID iDs

Charles Gore http://orcid.org/0000-0002-4315-9113
Sébastien Morin http://orcid.org/0000-0003-4426-326X
John-Arne Rottingen http://orcid.org/0000-0002-5587-4296
Marie Paule Kieny http://orcid.org/0000-0002-5943-6488

REFERENCES

1 World Health Organization, World Intellectual Property Organization,
World Trade Organization. Promoting access to medical
technologies and innovation: intersections between public health,
intellectual property, and trade, 2nd edn. 2020. Available: https://
www.wipo.int/publications/en/details.jsp?id=4511

2 World Trade Organization. Waiver from certain provisions of the
TRIPS agreement for the prevention, containment and treatment of
COVID-19 - communication from India and South Africa (IP/
C/W/669). 2020. Available: https://docs.wto.org/dol2fe/Pages/SS/
directdoc.aspx?filename=q:/IP/C/W669.pdf&0Open=True

3 Chaudhary T, Chaudhary A. TRIPS waiver of COVID-19 vaccines:
impact on pharmaceutical industry and what it means to developing
countries. J World Intellect Prop 2021;24:447-54.

4 Burrone E, Gotham D, Gray A, et al. Patent pooling to increase
access to essential medicines. Bull World Health Organ
2019;97:575-7.

5 Morin S, Moak HB, Bubb-Humfryes O, et al. The economic and
public health impact of intellectual property licensing of medicines
for low-income and middle-income countries: a Modelling study.
Lancet Public Health 2022;7:e169-76.

6 Juneja S, Gupta A, Moon S, et al. Projected savings through public
health voluntary licences of HIV drugs negotiated by the medicines
patent pool (MPP). PLoS One 2017;12:e0177770.

7 Simmons B, Cooke GS, Miraldo M. Effect of voluntary licences
for hepatitis C medicines on access to treatment: a difference-in-
differences analysis. Lancet Glob Health 2019;7:e1189-96.

8 Beck EJ, Mandalia S, DongmoNguimfack B, et al. Does the political
will exist to bring quality-assured and affordable drugs to Low- and
middle-income countries Glob Health Action 2019;12:1586317.

9 Raju KD. Compulsory V voluntary licensing: A legitimate way to
enhance access to essential medicines in developing countries.
2017. Available: www.manupatra.com

10 Wang LX. Global drug diffusion and innovation with the medicines
patent pool. J Health Econ 2022;85:S0167-6296(22)00086-8.

11 Waning B, Diedrichsen E, Moon S. A lifeline to treatment: the role of
Indian generic manufacturers in supplying antiretroviral medicines to
developing countries. J Int AIDS Soc 2010;13:35.

12 Dave CV, Hartzema A, Kesselheim AS. Prices of generic drugs
associated with numbers of manufacturers. N Engl J Med
2017;377:2597-8.

13 Berger J, Calmy A, et al. Driving a decade of change: HIV/AIDS,
patents and access to medicines for all. J Int AIDS Soc 2011;14:15.

14 Childs M. Towards a patent pool for HIV medicines: the background.
Open AIDS J 2010;4:33-6.

15 Bermudez J, 't Hoen E. The UNITAID patent pool initiative: bringing
patents together for the common good. Open AIDS J 2010;4:37-40.

16 KPMG. MPP impact statement 2021. n.d. Available: https://
medicinespatentpool.org/uploads/2022/09/MPP-Final-Impact-
Statement-2021.pdf

17 Global Fund. Pooled procurement mechanism reference pricing:
ARVs (version Q4 2022 — 4TH October 2022), Available: 2022.https://
www.theglobalfund.org/media/5813/ppm_arvreferencepricing_table_
en.pdf

18 Morin S, Segafredo G, Piccolis M, et al. Expanding access to
Biotherapeutics in Low- and middle-income countries through
public-health non-exclusive voluntary intellectual property licensing:
considerations, requirements, and opportunities. Lancet Glob Health
2023;11:e145-54.

19 Gaayeb L, Das A, James |, et al. Voluntary licensing of long-
acting HIV prevention and treatment regimens: using a proven
Collaboration- and competition-based mechanism to rapidly expand
at-scale, sustainable, quality-assured and affordable supplies in
Lmics. J Int AIDS Soc 2023;26.

20 Medicines Patent Pool. Impact. n.d. Available: https://
medicinespatentpool.org/progress-achievements/impact

21 Shadlen KC. Accelerating pooled licensing of medicines to enhance
global production and equitable access. Lancet 2022;400:632-4.

22 Pascual F. Intellectual property rights, market competition
and access to affordable Antiretrovirals. Antivir Ther
2014;19 Suppl 3:57-67.

Gore C, et al. BMJ Glob Health 2023;8:6012964. doi:10.1136/bmjgh-2023-012964


https://twitter.com/CharlieGore
https://twitter.com/Seb_Morin_GVA
https://twitter.com/jarottingen
https://twitter.com/mpkieny
http://creativecommons.org/licenses/by-nc/4.0/
http://orcid.org/0000-0002-4315-9113
http://orcid.org/0000-0003-4426-326X
http://orcid.org/0000-0002-5587-4296
http://orcid.org/0000-0002-5943-6488
https://www.wipo.int/publications/en/details.jsp?id=4511
https://www.wipo.int/publications/en/details.jsp?id=4511
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W669.pdf&Open=True
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W669.pdf&Open=True
http://dx.doi.org/10.1111/jwip.12198
http://dx.doi.org/10.2471/BLT.18.229179
http://dx.doi.org/10.1016/S2468-2667(21)00202-4
http://dx.doi.org/10.1371/journal.pone.0177770
http://dx.doi.org/10.1016/S2214-109X(19)30266-9
http://dx.doi.org/10.1080/16549716.2019.1586317
www.manupatra.com
http://dx.doi.org/10.1016/j.jhealeco.2022.102671
http://dx.doi.org/10.1186/1758-2652-13-35
http://dx.doi.org/10.1056/NEJMc1711899
http://dx.doi.org/10.1186/1758-2652-14-15
http://dx.doi.org/10.2174/1874613601004020033
http://dx.doi.org/10.2174/1874613601004020037
https://medicinespatentpool.org/uploads/2022/09/MPP-Final-Impact-Statement-2021.pdf
https://medicinespatentpool.org/uploads/2022/09/MPP-Final-Impact-Statement-2021.pdf
https://medicinespatentpool.org/uploads/2022/09/MPP-Final-Impact-Statement-2021.pdf
2022.https://www.theglobalfund.org/media/5813/ppm_arvreferencepricing_table_en.pdf
2022.https://www.theglobalfund.org/media/5813/ppm_arvreferencepricing_table_en.pdf
2022.https://www.theglobalfund.org/media/5813/ppm_arvreferencepricing_table_en.pdf
http://dx.doi.org/10.1016/S2214-109X(22)00460-0
http://dx.doi.org/10.1002/jia2.26092
https://medicinespatentpool.org/progress-achievements/impact
https://medicinespatentpool.org/progress-achievements/impact
http://dx.doi.org/10.1016/S0140-6736(22)01013-3
http://dx.doi.org/10.3851/IMP2901

BMJ Global Health 8

23

Moon S, Jambert E, Childs M, et al. A win-win solution?: A critical
analysis of tiered pricing to improve access to medicines in

40

Medicines Patent Pool. Licences. n.d. Available: https://
medicinespatentpool.org/progress-achievements/licences

developing countries. Global Health 2011;7:39. 41 Medicines Patent Pool. Licence for dolutegravir for adults for AZ,
24 Hoen E ‘t, Passarelli CA. The role of intellectual property rights in BY, KZ and MY. 2020. Available: https://medicinespatentpool.org/
treatment access. Current Opinion in HIV and AIDS 2013;8:70-4. licence-post/dolutegravir-adult-dtg-for-az-by-kz-and-my
25 Grassler F, Capria MA. Patent pooling: uncorking a technology 42 Meédecins Sans Frontieres Access Campaign. MPP licence
transfer bottleneck and creating value in the biomedical research agreement with AbbVie for glecaprevir/ pibrentasvir (G/P): analysis
field. J Commer Biotechnol 2003;9:111-8. and recommendations. 2019. Available: https://msfaccess.org/sites/
26 Médecins Sans Frontieres Access Campaign. Voluntary licence and default/files/2019-03/HCV_Brief_MPP-AbbVie-Voluntary-License_
access to medicines: Médecins Sans Frontiéres technical briefing 2019.pdf
document. 2020. Available: https://msfaccess.org/sites/default/files/ 43 Merck. Notice: waiver of section 3.2 of the form Sublicense
2020-10/IP_VoluntaryLicenses_full-brief_Oct2020_ENG.pdf agreement (exhibit C) of the license agreement dated 2021. 2022.
27 Initiative for medicines access and knowledge, international Available: https://medicinespatentpool.org/uploads/2021/10/Merck-
treatment preparedness coalition. Voluntary Licenses: Optimizing Sharp-Dohme-Corp.-MPP-Waiver-of-Sublicense-Agreement-1-25-
Global Efforts and Measuring Impact 2012. Available: http://www. 20221_1.pdf
i-mak.org/wp-content/uploads/2017/10/OptimizingVoluntaryLicen 44 Medicines Patent Pool. Access to medicines Tracker. n.d. Available:
singIMAK-ITPC10Sep2012.pdf https://medicinespatentpool.org/progress-achievements/access-to-
28 Medicines Patent Pool. MPP strategy 2023-2025, Geneva. 2023. medicines-tracker/
Available: https://medicinespatentpool.org/news-publications-post/ 45 Medicines Patent Pool. Licence for nirmatrelvir. 2021. Available:
mpp-strategy-2023-2025 https://medicinespatentpool.org/licence-post/pf-07321332
29 Geffen N. The role of activists in access to HIV and tuberculosis 46 Medicines Patent Pool. Licence for molnupiravir. 2021. Available:
treatment and prevention. Curr Opin HIV AIDS 2017;12:398-402. https://medicinespatentpool.org/licence-post/molnupiravir-mol
30 Phelan AL, Eccleston-Turner M, Rourke M, et al. Legal agreements: 47 Medicines Patent Pool. Licence for atazanavir. 2013. Available:
barriers and Enablers to global equitable COVID-19 vaccine access. https://medicinespatentpool.org/licence-post/atazanavir-atv
The Lancet 2020;396:800-2. 48 World Trade Organization. Declaration on the TRIPS agreement and
31 Access to Medicine Foundation. Access to medicine index public health. 2001. Available: https://www.wto.org/english/thewto_
2022. 2022. Available: https://accesstomedicinefoundation.org/ e/minist_e/min01_e/mindecl_trips_e.htm
medialibrary/2022_access-to-medicine-index.pdf 49 Patent Opposition Database. Make medicines affordable, third
32 Investor statement: access to medicine index. 2022. Available: world network, Médecins Sans Frontieres Access Campaign. n.d.
2022.https://accesstomedicinefoundation.org/medialibrary/atm_ Available: https://www.patentoppositions.org/
investorsstatement-1666711556.pdf 50 Baker B. Beyond the obvious - direct and indirect territorial
33 Medicines Patent Pool. Partnering with MPP. n.d. Available: https:// coverage of MPP/ViiV voluntary license for dolutegravir. 2017.
medicinespatentpool.org/partners/who-we-work-with Available: https://mv.ecuo.org/en/beyond-the-obvious-direct-and-
34 World Health Assembly 69. Framework of engagement with non- indirect-territorial-coverage-of-mpp-viiv-voluntary-license-for-
state actors. 2016. Available: https://apps.who.int/gb/ebwha/pdf dolutegravir/
files/wha69/a69_r10-en.pdf 51 Medicines Patent Pool. Governance & team: advisory panels. 2023.
35 Novartis. Investor presentation: Sustainability-linked bond. n.d. Available: https://medicinespatentpool.org/who-we-are/governance-
Available: 2020.https://www.novartis.com/sites/novartis_com/files/ team#Advisory-Panels/
20200915-slb-presentation-for-investors.pdf 52 Medicines Patent Pool. Governance & team: Expert Advisory
36 Teva. Teva becomes first pharmaceutical company to execute Group. n.d. Available: https://medicinespatentpool.org/who-we-are/
Sustainability-linked bond tied to both climate and access to governance-team#Expert-Advisory-Group
medicine targets. 2021. Available: https://www.tevapharm.com/ 53 Medicines Patent Pool. US National Institutes of health (NIH) first to
news-and-media/latest-news/tevabecomes-first-pharmaceutical- share patents with Medicines Patent Pool as it opens for business.
company-to-execute-sustainability-linked-bond-tied-toboth-climate- n.d. Available: 2010.https://medicinespatentpool.org/news-
and-/ publications-post/us-national-institutes-of-health-nih-first-to-share-
37 Incze A, Kalo Z, Espin J, et al. Assessing the consequences of patents-with-medicines-patent-pool-as-it-opens-for-business
external reference pricing for global access to medicines and 54 Medicines Patent Pool Foundation. Statutes. 2020. Available:
innovation: economic analysis and policy implications. Front https://medicinespatentpool.org/uploads/2020/11/Statuts_23_
Pharmacol 2022;13:815029. novembre_2020.pdf
38 Rand LZ, Kesselheim AS. International reference pricing for 55 Schinemann HJ, Reinap M, Piggott T, et al. The ecosystem of health
prescription drugs in the United States: administrative limitations decision making: from fragmentation to synergy. Lancet Public
and collateral effects. Value Health 2021;24:473-6. Health 2022;7:€378-90.
39 Medicines Patent Pool. Policy on transparency of the Medicines 56 Perehudoff K, 't Hoen E, Mara K, et al. A pandemic treaty for
Patent Pool Foundation. n.d. Available: https://medicinespatentpool. equitable global access to medical countermeasures: seven
org/uploads/2021/11/Transparency-Policy-FINAL-approved-by- recommendations for sharing intellectual property, know-how and
Board-03.11.2021.pdf technology. BMJ Glob Health 2022;7:¢009709.
8 Gore C, et al. BMJ Glob Health 2023;8:€012964. doi:10.1136/bmjgh-2023-012964


http://dx.doi.org/10.1186/1744-8603-7-39
http://dx.doi.org/10.1097/COH.0b013e32835b6e5a
http://dx.doi.org/10.1057/palgrave.jcb.3040016
https://msfaccess.org/sites/default/files/2020-10/IP_VoluntaryLicenses_full-brief_Oct2020_ENG.pdf
https://msfaccess.org/sites/default/files/2020-10/IP_VoluntaryLicenses_full-brief_Oct2020_ENG.pdf
http://www.i-mak.org/wp-content/uploads/2017/10/OptimizingVoluntaryLicensingIMAK-ITPC10Sep2012.pdf
http://www.i-mak.org/wp-content/uploads/2017/10/OptimizingVoluntaryLicensingIMAK-ITPC10Sep2012.pdf
http://www.i-mak.org/wp-content/uploads/2017/10/OptimizingVoluntaryLicensingIMAK-ITPC10Sep2012.pdf
https://medicinespatentpool.org/news-publications-post/mpp-strategy-2023-2025
https://medicinespatentpool.org/news-publications-post/mpp-strategy-2023-2025
http://dx.doi.org/10.1097/COH.0000000000000381
http://dx.doi.org/10.1016/S0140-6736(20)31873-0
https://accesstomedicinefoundation.org/medialibrary/2022_access-to-medicine-index.pdf
https://accesstomedicinefoundation.org/medialibrary/2022_access-to-medicine-index.pdf
2022.https://accesstomedicinefoundation.org/medialibrary/atm_investorsstatement-1666711556.pdf
2022.https://accesstomedicinefoundation.org/medialibrary/atm_investorsstatement-1666711556.pdf
2022.https://accesstomedicinefoundation.org/medialibrary/atm_investorsstatement-1666711556.pdf
https://medicinespatentpool.org/partners/who-we-work-with
https://medicinespatentpool.org/partners/who-we-work-with
https://apps.who.int/gb/ebwha/pdf_files/wha69/a69_r10-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/wha69/a69_r10-en.pdf
2020.https://www.novartis.com/sites/novartis_com/files/20200915-slb-presentation-for-investors.pdf
2020.https://www.novartis.com/sites/novartis_com/files/20200915-slb-presentation-for-investors.pdf
https://www.tevapharm.com/news-and-media/latest-news/tevabecomes-first-pharmaceutical-company-to-execute-sustainability-linked-bond-tied-toboth-climate-and-/
https://www.tevapharm.com/news-and-media/latest-news/tevabecomes-first-pharmaceutical-company-to-execute-sustainability-linked-bond-tied-toboth-climate-and-/
https://www.tevapharm.com/news-and-media/latest-news/tevabecomes-first-pharmaceutical-company-to-execute-sustainability-linked-bond-tied-toboth-climate-and-/
https://www.tevapharm.com/news-and-media/latest-news/tevabecomes-first-pharmaceutical-company-to-execute-sustainability-linked-bond-tied-toboth-climate-and-/
http://dx.doi.org/10.3389/fphar.2022.815029
http://dx.doi.org/10.3389/fphar.2022.815029
http://dx.doi.org/10.1016/j.jval.2020.11.009
https://medicinespatentpool.org/uploads/2021/11/Transparency-Policy-FINAL-approved-by-Board-03.11.2021.pdf
https://medicinespatentpool.org/uploads/2021/11/Transparency-Policy-FINAL-approved-by-Board-03.11.2021.pdf
https://medicinespatentpool.org/uploads/2021/11/Transparency-Policy-FINAL-approved-by-Board-03.11.2021.pdf
https://medicinespatentpool.org/progress-achievements/licences
https://medicinespatentpool.org/progress-achievements/licences
https://medicinespatentpool.org/licence-post/dolutegravir-adult-dtg-for-az-by-kz-and-my
https://medicinespatentpool.org/licence-post/dolutegravir-adult-dtg-for-az-by-kz-and-my
https://msfaccess.org/sites/default/files/2019-03/HCV_Brief_MPP-AbbVie-Voluntary-License_2019.pdf
https://msfaccess.org/sites/default/files/2019-03/HCV_Brief_MPP-AbbVie-Voluntary-License_2019.pdf
https://msfaccess.org/sites/default/files/2019-03/HCV_Brief_MPP-AbbVie-Voluntary-License_2019.pdf
https://medicinespatentpool.org/uploads/2021/10/Merck-Sharp-Dohme-Corp.-MPP-Waiver-of-Sublicense-Agreement-1-25-20221_1.pdf
https://medicinespatentpool.org/uploads/2021/10/Merck-Sharp-Dohme-Corp.-MPP-Waiver-of-Sublicense-Agreement-1-25-20221_1.pdf
https://medicinespatentpool.org/uploads/2021/10/Merck-Sharp-Dohme-Corp.-MPP-Waiver-of-Sublicense-Agreement-1-25-20221_1.pdf
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker/
https://medicinespatentpool.org/progress-achievements/access-to-medicines-tracker/
https://medicinespatentpool.org/licence-post/pf-07321332
https://medicinespatentpool.org/licence-post/molnupiravir-mol
https://medicinespatentpool.org/licence-post/atazanavir-atv
https://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm
https://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm
https://www.patentoppositions.org/
https://mv.ecuo.org/en/beyond-the-obvious-direct-and-indirect-territorial-coverage-of-mpp-viiv-voluntary-license-for-dolutegravir/
https://mv.ecuo.org/en/beyond-the-obvious-direct-and-indirect-territorial-coverage-of-mpp-viiv-voluntary-license-for-dolutegravir/
https://mv.ecuo.org/en/beyond-the-obvious-direct-and-indirect-territorial-coverage-of-mpp-viiv-voluntary-license-for-dolutegravir/
https://medicinespatentpool.org/who-we-are/governance-team#Advisory-Panels/
https://medicinespatentpool.org/who-we-are/governance-team#Advisory-Panels/
https://medicinespatentpool.org/who-we-are/governance-team#Expert-Advisory-Group
https://medicinespatentpool.org/who-we-are/governance-team#Expert-Advisory-Group
2010.https://medicinespatentpool.org/news-publications-post/us-national-institutes-of-health-nih-first-to-share-patents-with-medicines-patent-pool-as-it-opens-for-business
2010.https://medicinespatentpool.org/news-publications-post/us-national-institutes-of-health-nih-first-to-share-patents-with-medicines-patent-pool-as-it-opens-for-business
2010.https://medicinespatentpool.org/news-publications-post/us-national-institutes-of-health-nih-first-to-share-patents-with-medicines-patent-pool-as-it-opens-for-business
https://medicinespatentpool.org/uploads/2020/11/Statuts_23_novembre_2020.pdf
https://medicinespatentpool.org/uploads/2020/11/Statuts_23_novembre_2020.pdf
http://dx.doi.org/10.1016/S2468-2667(22)00057-3
http://dx.doi.org/10.1016/S2468-2667(22)00057-3
http://dx.doi.org/10.1136/bmjgh-2022-009709

	Negotiating public-­health intellectual property licensing agreements to increase access to health technologies: an insider’s story
	Abstract
	Introduction﻿﻿
	﻿The case for public-health voluntary licensing﻿
	Striking a balance to meet public health needs
	The negotiation process and some of its complexities
	﻿External validation of proposed licensing agreements﻿
	Conclusion
	References


