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Instrument Negotiations
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M embers of the World Health Organization set the
ambitious target to negotiate and conclude a
WHO convention, agreement or other international
instrument on pandemic prevention, preparedness and
response (hereafter ‘the pandemic instrument'), by
2024. It has been agreed that the instrument should be
legally binding, while elements of the text may vary
between legally binding and non-legally binding. The
instrument will be adopted under Article 19 or 211 of
the WHO Constitution. In parallel to this process, con-
ducted by the Intergovernmental Negotiating Body
(INB) established in December 2021, negotiations are
on-going to make targeted amendments to the Interna-
tional Health Regulations (IHR) as last revised in 2005.
The IHR (2005) is currently the only binding instrument
related to pandemic preparedness and response; how-
ever, it does not regulate the development and distribu-
tion of medical products necessary to address pandem-
ics. The IHR (2005) negotiations, which are conducted
through the Working Group on Amendments to the
International Health Regulations (2005) (WGIHR), also

This Policy Brief focuses on the negotiations of the pan-
demic instrument by the INB, which has met in five ses-
sions in Geneva, the latest held on 12-16 June 2023.3

The Plenary of the INB at times accepts participation of
non-state actors, but formal negotiations in the Drafting
Group are closed, and there is no public record of its de-
liberations.* The Bureau’ of the INB was entrusted to de-
velop with support from the WHO Secretariat, a
“conceptual zero draft” of the pandemic instrument
(WHO CA+), as a basis for commencing negotiations at
the 4th session of the INB.¢ Moving into the fifth INB ses-
sion (INB5), the Zero Draft was extensively commented
on by Member States, which took the form of a
“Consolidated text” reflecting the proposals submitted by
them.” For the INB5 session that was held on 12-16 June
2023, the Bureau prepared a second version of the Zero
Draft WHO CA+.8

In the run up to the INB5, it was unclear what would
be the textual basis for the work of the INB and the Draft-
ing Group, whether the Bureau WHO CA+ or the Consoli-

aim to conclude by 2024 .2 dated Text. The second version of the Bureau’s Zero Draft

Abstract

This Policy Brief discusses the state of play of the negotiations of the pandemic instrument at the World Health Organi-
zation. The Intergovernmental Negotiating Body (INB) is increasing its meetings as the target deadline for completion in
the first half of 2024 draws closer. To advance, the political will needs to be scaled up in the next months. The expecta-
tions should not be lowered to focus on the lowest common denominator. Real progress needs to be made in priority
areas of concern for developing countries to keep momentum.

*k%

Ce rapport sur les politiques examine 1'état d'avancement des négociations sur l'instrument relatif aux pandémies a I' Organisation
mondiale de la Santé. L'Organe interqouvernemental de négociation (OIN) multiplie les réunions a mesure que se rapproche
I'échéance fixée pour I'achévement de l'instrument au premier semestre 2024. Pour avancer, la volonté politique doit étre renforcée
dans les prochains mois. Les attentes ne doivent pas étre réduites pour se concentrer sur le plus petit dénominateur commun. De
réels progres doivent étre réalisés dans les domaines prioritaires pour les pays en développement afin de maintenir ['élan.

*k%

Este informe sobre politicas analiza la situacion de las negociaciones del instrumento sobre pandemias en la Organizacion Mundial
de la Salud. El Organo Intergubernamental de Negociacion (ONI) estd aumentando sus reuniones a medida que se acerca el plazo
previsto para su finalizacion en el primer semestre de 2024. Para avanzar, es necesario aumentar la voluntad politica en los proximos
meses. No deben rebajarse las expectativas para centrarse en el minimo comin denominador. Es necesario lograr avances reales en
las dreas prioritarias que preocupan a los paises en desarrollo para mantener el impulso generado.

* Viviana Mufioz Tellez is Coordinator of the Health, Intellectual Property and Biodiversity Programme (HIPB) of the South
Centre.



Assessing the State of Play in the WHO Pandemic Instrument Negotiations

WHO CA+ received mixed reactions, with Member
States generally welcoming the text as a basis for fur-
ther negotiations but some pointing to many omissions
of proposals that were previously incorporated in the
Consolidated text or shared prior to the reconvened
INB5 session. Member States also had different sugges-
tions for how to organise the work, such as to start with
the selection of a limited set of articles that deal with
issues of most importance or contention.

The INB5 agreed to focus discussion of the Drafting
Group on the second Bureau text of the Zero Draft
WHO CA+. It was also agreed that the INB could con-
tinue to refer to the Consolidated text. The Drafting
Group took up the Bureau’s text Chapter II, addressing
Articles 9 (Research and development), 10 (Liability
risk management), 11 (Co-development and transfer of
technology and know-how), 12 (Access and benefit-
sharing), 13 (Supply chain and logistics), and 14
(Regulatory strengthening).

The Drafting Group during INB5 mostly engaged in
exchange of views. It broke into an informal meeting
for article 9 on “research and development” to keep
dialogue going and help build trust, given the wariness
showed by Member States in entering into textual ne-
gotiations. The agreed working principle for the negoti-
ations is that “nothing is agreed until everything is
agreed”.

Informal meetings of the Drafting Group continued
in June and July, in the run up to the 6t session of the
INB (INB6) that will be held from 17-21 July 2023.9 This
session will address Article 9 (Research and develop-
ment), Article 12 (Access and benefit-sharing) and Arti-
cle 13 (Supply chain and logistics). During INB6, the
Drafting Group will work in plenary on these articles
based on the second version of the Bureau’s text, fol-
lowed by the remaining articles of Chapter II and there-
after Chapters III and I, as time permits.1

The future of the INB process is still clouded by deep
uncertainty. The Bureau’s second Zero Draft WHO
CA+ will be the basis for discussion but it does not con-
stitute a formal negotiation document. A new revised
Bureau text is likely to be produced in the next months.
The fate of negotiations in the formal Drafting Group
will depend on progress in informal meetings
(“informals”). These are, however, in a “trial” phase, as
its clear that not all delegations are able to participate
fully and actively in these meetings and have a double
burden of back-to-back meetings of the WGIHR and
the INB.

The procedures up to the next INB6 also need to be
further finetuned and agreed upon. At the closing of
the INBS Member States requested the Bureau to pro-
vide greater predictability on the modalities for the
intersessional informals and INB6; to provide infor-
mation in a timely manner on articles to be taken up so
delegations are adequately prepared; to make available
interpretation facilities during informals; and to keep
the formal Drafting Group meeting as the platform for
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negotiations.!

A joint plenary session of the INB and the WGIHR!2
will be held on 21 July and 24 July 2023. The next session
of the WGIHR will be held from 24 to 28 July. Discussions
in the WGIHR are directly relevant to that of the INB, as
the IHR (2005) underpins the future pandemic instrument.
The two global health instruments must be mutually sup-
portive and will need to be implemented concurrently by
WHO Member States. Some of the issues proposed for
IHR amendments in the WGIHR are also under discus-
sion in the INB. This includes new obligations to expand
the scope of information that countries must share under
the IHR to include biological material and genomic data,
conditioned to sharing of benefits, and introducing new
obligations aimed at ensuring equitable access and distri-
bution of medical products including building national
capacities for research and development (R&D) and man-
ufacturing.

Coalitions

The need for a pandemic treaty was first advanced by the
Council of the European Union, and subsequently sup-
ported by a select group of leaders from various countries
as well as from the WHO Director General. This group
evolved into the “Group of Friends of the Treaty” that
were the main advocates for a new international instru-
ment. Once the decision to negotiate was adopted by the
World Health Assembly, the coalition broke away given
the different interests in the substantive elements of the
possible instrument.

Coalitions in the INB for the most part take the form of
regional groupings. The African Group has remarkably
kept a united stance among the 47 countries in advancing
proposals and in discussions in a coordinated manner in
the INB and WGIHR. During INB5, countries of the Carib-
bean and Latin American made group interventions,
which is infrequent in the WHO, more so as they are part
of the regional Pan American Health Organization
(PAHO) that also includes the United States.

A new inter-regional coalition was announced during
the reconvened INB5 session as the “Group for Equity”
uniting numerous developing countries from Africa, Latin
America and the Caribbean and Asial® around the vision
that the INB process should result in a WHO CA+ that is
just, fair and cognisant of the circumstances of developing
countries, which can only be achieved through concrete
provisions in the text that effectively operationalize equi-
ty. The Group of 77 and China has also increased its coor-
dination with regards to the WHO INB process.

Facade of engagement?

The value of a new pandemic instrument will essentially
depend on its ability to enhance effective coordination of
State policies and actions, increase cooperation among
States on an equitable basis and enhance all countries ca-
pacities, including through adequate financial and techno-
logical support for developing countries. Indeed, the pur-
ported motivating factor for the pandemic instrument
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negotiations is the “catastrophic failure of the interna-
tional community in showing solidarity and equity in
response to the Covid-19 pandemic.”14

This calls for negotiating binding rules that institu-
tionalise solidarity and equity, helping to build more
just systems that increase global preparedness and re-
sponse to pandemics. The current state of negotiations
brings into question whether there is real political will
from powerful countries to build new international
rules to avoid repeating the past mistakes. A question
may be posed as to whether the fanfare for a new inter-
national instrument focused on strengthening multilat-
eral cooperation was merely a distraction to deflate and
respond to criticism of vaccine inequity and public dis-
content expressed through strong activism from citi-
zens demanding greater government accountability.

The WHO INB is proceeding in parallel to discus-
sions in other fora regarding pandemics, such as the G-
7 and G-20, which could help build consensus towards
specific commitments and rules in the INB to support
development, timely equitable access and distribution
of vaccines, therapeutics and diagnostics globally, but
this is not the case so far. The G-7 vision is “a strength-
ened sustainable, equitable, effective and efficient "end-
to-end" medical countermeasures global ecosystem that
is based on voluntary cooperation”,!5> which echoes the
pharmaceutical industry approach.1¢ The G-20 efforts in
2021-22 focused on reaching agreement on the estab-
lishment of a Pandemic Fund housed at the World
Bank, to support building developing country capaci-
ties.1” The Pandemic Fund is distinct from the financing
mechanism and provisions that are being discussed as
part of the Pandemic Instrument. This year, the G-20
has committed to support the work of the INB and em-
phasised the need to work to promote equitable access
to timely, safe, quality and affordable medical counter-
measures for all, but no new commitments have been
agreed.’® India has proposed the establishment of a
global research and development network as part of a
future global medical countermeasures platform to sup-
port pandemic preparedness and response.?®

In parallel to the INB discussing rules and mecha-
nisms to help ensure timely access to medical products
for all countries, the WHO with external partners is
continuing to advance a medical countermeasures plat-
form built on the experience of the ACT-A accelerator
including the COVAX vaccine initiative, that may roll
out by September 2023.20 This could undermine the INB
process, if the INB does not accelerate its discussion on
the ground rules for the platform, together with provi-
sions for increasing developing countries self-
sufficiency to produce and procure medical products
needed to address pandemics. The WHO should brief
the INB in plenary on the initiative, as part of the INB
discussion on relevant provisions of the pandemic in-
strument.

In the current context, the real purpose of the WHO
INB process may be brought into question, unless there
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is a shift in political momentum in developed countries to
show real willingness to negotiate new multilateral rules
and inclusive governance for equitable access to medical
products during pandemics and providing means for en-
hancing the strained capacities of developing countries to
prepare and respond to pandemics. The recent agreement
of the European Commission with Pfizer and several Euro-
pean drugmakers to reserve capacity to make up to 325
million vaccines for a future pandemic?! seems to indicate,
however, an entirely different direction. If negotiations in
the INB do not advance, the focus will likely shift towards
an enhanced IHR amendment process.

The political will for the pandemic instrument needs to
be scaled up in the next months. The General Assembly of
the United Nations is hosting a High-Level Meeting on
Pandemic, Preparedness and Response in September 2023
that is meant to enhance the political momentum towards
mobilizing political will for pandemic prevention, prepar-
edness and response. It does not bode well that the current
draft is underwhelming. Co-chairs of the former Inde-
pendent Panel for Pandemic Preparedness and Response
observe that “the current draft of the political declaration
does not express the commitments required of Heads of
State and Government to transform the international sys-
tem of pandemic preparedness and response. Instead, it
reads as a health resolution.”2

There is little time left to change course. For the INB
negotiations to succeed, the objective of the pandemic in-
strument should remain ambitious to deliver binding rules
that, as noted, institutionalise solidarity and equity among
States and in countries, helping to build more just systems
that increase global preparedness and response to pan-
demics.

Substantive issues

The wording of the provisions in the Bureau’s text of the
WHO CA+ of June 2023 (second version of the Zero Draft)
varies substantially as compared to the first Zero Draft in
the nature of the provisions (i.e. legally binding and not
legally binding) and, particularly, in respect of the extent
to which the provisions define concrete legally binding
obligations on critical issues for a pandemic instrument to
be effective. A few of the provisions drafted as “shall” pro-
vide concrete mandates; most of them just aim to
“promote”, “encourage”, “incentivize”, “urge”, “make all
possible efforts” “endeavour to”, “consider implement-
ing.” Overall, the WHO CA+ now resembles more a decla-
ration, a statement of intention and loose commitments,
rather than a legally binding instrument.

The second version of the Bureau text of the WHO CA+
does include provisions concerning areas for which cur-
rently there is a dire need for rules and enhanced coordi-
nation, such as leveraging public financing for research
and development to enhance access to medical products
by defining contractual terms, facilitating access to tech-
nology and know-how, building regional production ca-
pacities and emergency stockpiles, capacity building and
financing. However, these priorities of developing coun-
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tries are not well articulated in terms of concrete legal
obligations, for the most part described as objectives.
The Consolidated text of Member State proposals from
February 2023 provided ample options for inclusion of
concrete legal provisions in these areas. Also missing
from the WHO CA+ are rules for the set up and opera-
tion of any multilateral procurement mechanism fol-
lowing the ACT-A, and rules for State contracts for
funding research and development and purchase of
vaccines and other medical products? The failure of
COVAX to ensure timely and equitable access to and
delivery of vaccines during the Covid-19 pandemic in
developing countries remains as a major problem with-
out focused discussions for a concrete solution in the
INB.

Developed countries do not seem to want to commit
to obligations in these areas beyond voluntary
measures, while appearing to engage substantially in
the negotiations. The most substantive proposal on eq-
uity arises from the European Union for Parties which
are high income countries to “make all possible efforts”
set out the availability and affordability commitments
which will apply to the countermeasure manufacturer
in any purchase agreement that they conclude with
such manufacturer. In case the countermeasure is in
short supply, the Parties would “make all possible ef-
forts” to ensure that countermeasure manufacturers
reserve a percent of production (to be determined) for
sale to low-income countries and for middle-income
countries where most of the world population lives
(presumably a lesser percentage than for the former)
and tiered pricing.24

The expression of willingness to negotiate conditions
for access in State purchase contracts with manufactur-
ers is welcome. However, this is a limited proposal. The
EU proposal on access to medical products is also un-
dermined by its recent agreement, mentioned above, to
unilaterally secure vaccine doses in case of future pub-
lic health emergencies that do not include requirements
for manufacturers to reserve doses for developing
countries.

Developing countries are asking developed coun-
tries to substantially engage with their proposals in the
INB to set commitments to coordinate their supply con-
tracts with manufacturers based on an international fair
allocation framework guided by WHO; to facilitate ac-
cess to technology and know-how and avoid patent
and trade-secret barriers in order to facilitate a rapid
increase in manufacturing capacity across regions; to
increase transparency of contractual terms with manu-
facturers including prices; to establish mechanisms to
strengthen regional supply chains and keep stockpiles
of vaccines and other medical products to be quickly
deployed in case of a pandemic, and to provide finan-
cial means to increase capacities for overall pandemic
prevention, preparedness and response.

In the view of the INB Bureau, “although the INB
shares the same goal of equity, there are divergent
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views on the pathways and legal texts that support
achievement of equity.”? In other areas, however, such as
surveillance, monitoring, reporting and rapid sharing of
certain data and information, in which developed coun-
tries are pressing for binding commitments, the text under
negotiation of the WHO CA+ includes well-crafted bind-
ing obligations. In contrast, a carve out to a whole existing
international legal regime for access and benefit sharing
from genetic resources, derivatives and digital sequence
information is being proposed in exchange for purported
benefits that would derive from being Party to the new
instrument.

Outlook

Significant resources are being placed in the success of the
INB negotiations. The INB is meant to deliver an interna-
tional instrument that reduces systemic inequities, to al-
low all countries to be better prepared, respond to and
recover from pandemics. The expectations should not be
lowered to focus on the lowest common denominator.
Real progress needs to be made in the next months in pri-
ority areas of concern for developing countries before mo-
mentum is lost. The negotiations on amendments to the
IHR (2005) should be given as much priority as those in
the INB, given the relationship between both processes,
and the uncertainty of the INB outcomes in light of the
frail political will for binding commitments needed to
ensure that the proposed pandemic instrument effectively
prevents a new catastrophic failure of the international
community in addressing future pandemics.

Endnotes:

1 Article 19 of the WHO Constitution states that “the Health As-
sembly shall have authority to adopt conventions or agreements
with respect to any matter within the competence of the Organi-
zation. A two-thirds vote of the Health Assembly shall be re-
quired for the adoption of such conventions or agreements,
which shall come into force for each Member when accepted by
it in accordance with its constitutional processes.” Article 21 of
the WHO Constitution states that “The Health Assembly shall
have authority to adopt regulations concerning: (a) sanitary and
quarantine requirements and other procedures designed to pre-
vent the international spread of disease; (b) nomenclatures with
respect to diseases, causes of death and public health practices;
(c) standards with respect to diagnostic procedures for interna-
tional use; (d) standards with respect to the safety, purity and
potency of biological, pharmaceutical and similar products mov-
ing in international commerce; (e) advertising and labelling of
biological, pharmaceutical and similar products moving in inter-
national commerce”. The IHR were negotiated under Article 21.
The WHO Framework Convention on Tobacco Control is the sole
instrument to date negotiated under article 19.

2The IHR (2005) were adopted at the 58th World Health Assem-
bly on 23 May 2005 and entered into force on 15 June 2007. The
regulations are legally binding on all WHO Member States. Their
purpose is “to prevent, protect against, control and provide a
public health response to the international spread of disease in
ways that are commensurate with and restricted to public health
risks, and which avoid unnecessary interference with interna-
tional traffic and trade”, Article 2, World Health Organization,
2008. International health regulations (2005). World Health Organi-
zation.
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