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The Parties to the WHO Pandemic Agreement,

[1bis. Recognizing that individuals, having duties to other individuals and to the community to which
they belong, and that the relevant stakeholders, are under responsibility to strive for the observance of
the objective of the present Agreement,]

5. [Recalling that the Convention on the Elimination of All Forms of Discrimination against
Women, adopted by the United Nations General Assembly on 18 December 1979, provides that States
Parties to that Convention shall take appropriate measures to eliminate discrimination against women in
the field of health care, and that Sustainable Development Goal 5 aims “to achieve gender equality and
empower all women and girls”,]

7. Deeply concerned by the inequities at national and international levels that hindered timely and
equitable access to [coronavirus disease (COVID-19) pandemic-related (DEL)] health products [during
PHEIC and pandemic time], and the serious shortcomings in [global] pandemic prevention,
preparedness and response,

including through a [0]©ne H[h]ealth approach,

~
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11. Recognizing the importance of rapid and unimpeded access of humanitarian relief [in accordance
(DEL)] [consistent] with international law, including international human rights law and international
humanitarian law, [and the provision of humanitarian assistance in line with resolution A./RES46/182.]
[and the respect of the [humanitarian (DEL)] principles of [sovereign equality,] humanity, neutrality,
impartiality and independence for the provision of humanitarian assistance [with the consent of the
affected country and in principle on the basis of an appeal by the affected country] (DEL)],

[and equitable access to health products]

14. Recognizing that intellectual property protection is important for the development of new
medicines and recognizing the concerns about its effects on prices, and recalling that the Agreement on
Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement) [and its flexibilities] does
not, and should not, prevent Member States

15.  from taking measures to protect public health,
NOTE: Subject to consistency with related articles in this Agreement.

[(New para. 14 bis) Emphasizing the need to improve access to quality, safe, effective and affordable
medicines and other health technologies, inter alia, through building capacity for local production,
especially in developing countries [and notably least developed countries and small island developing
states], technology transfer [on voluntary and mutually agreed terms] and cooperation, and other
initiatives,

16. [Recalling the sovereign right of States over their biological resources and the importance of
collective action to mitigate public health risks, and underscoring the importance of promoting the
timely, safe, transparent, accountable and rapid sharing of materials and information on pathogens with
pandemic potential for public health purposes, and, on an equal footing, the timely, fair and equitable
sharing of benefits [arising therefrom (DEL)], taking into account relevant national, domestic, and
international laws, (DEL / RETAIN)] NOTE: Upon finalization of Art 12.1

Chapter I. Introduction

a. “One Health Approach” for pandemic prevention, preparedness and response
integrated multisectoral and transdisciplinary

;
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including by addressing
various social, economic and environmental determinants of health in an equitable

3
>
5
5
@

NOTE: footnote 1: pursuant to the definition in the amended IHR (2005).

‘lT

or people]

_, as provided in these Regulationsl
NOTE: footnote2: pursant o theldefinition in
[gter “public health risk” means a likelihood of an event that may affect adversely the health of human

populations, with an emphasis on one which may spread internationally or may present a serious and
direct danger;]
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[gbis “relevant health products” means those health products needed to respond to public health
emergencies of international concern, including pandemic emergencies, which may include medicines,
vaccines, diagnostics, medical devices, vector control products, personal protective equipment,
decontamination products, assistive products, antidotes, cell- and gene-based therapies, and other health
technologies;]

pending consultation

including WHQO?’s principles for engagement with non-state actors; ]

The terms “transfer of technology” and “know-how” are pending discussions under Article 11
and the preambular section.

, as well as the right to
development personsiif

Note: The term “persons” is subject to further consultation under “Article 1. Use of terms”

! Where appropriate, “national” will refer equally to regional economic integration organizations.
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Chapter 1. The world together equitably: Achieving equity in, for and through
pandemic prevention, preparedness and response

2. Each Party shall, in accordance with its national [and/or domestic] laws [and policies,] and subject
to the availability of resources, develop [or] strengthen and implement, comprehensive multisectoral
national pandemic prevention and surveillance plans', programmes and/or other actions, that are
consistent with the IHR and that cover, inter alia:

(€)
(f)
(9)

prevention of the emergence and re-emergence of infectious diseases;
coordinated multi-sectoral surveillance and risk assessment;

early detection and control measures including at community level,
water, sanitation and hygiene;

routine immunization;

infection prevention and control;

prevention of infectious disease transmission between animals and humans, including

zoonotic disease spill-over;

(h)
(i)

vector-borne disease surveillance and prevention;

laboratory biological risk management;

L Cross reference to be provide in Article 17.4

[ee]



Date: 14 November 2024 at 20:00 CET
(3  prevention of antimicrobial resistance

2bis. The Parties recognize that a range of environmental, climatic, social, anthropogenic and economic
factors, including hunger and poverty, may increase the risk of pandemics, and shall endeavour to
consider these factors in the development and implementation of relevant policies, strategies, plans,
and/or measures, at the international, regional and national levels as appropriate, in accordance with
national law and [subject to] applicable international law.

3. The provisions of this Article shall be further developed and agreed in an Annex in accordance
with Chapter |11, consistent with the provisions of the amended IHR (2005) and taking into consideration
a One Health approach, with full consideration to the national circumstances and the different capacities
and capabilities of Parties, as well as the need for capacity building and implementation support for
developing country Parties.

4. The Annex referred to in paragraph 3 shall contain provisions regarding, inter alia, the following:

a. specific measures and operational dimensions that Parties shall consider including in their
comprehensive multisectoral national pandemic prevention and surveillance plans, programs
and/or actions, as appropriate, pursuant to sub-paragraphs 2 (a) through (j) of this article;

b. cooperation to implement the provisions of this article, in particular through technical assistance,
capacity building, technology transfer and financing, and in support of global, regional and
national initiatives aimed at preventing public health emergencies of international concern
including pandemic emergencies, with particular consideration given to the specific needs and
special circumstances of developing country parties; and

c. technical support to the Parties, as appropriate and upon request, in implementing the provisions
of this article to be facilitated by WHO, in coordination with relevant intergovernmental
organizations and stakeholders.

5. The Conference of the Parties may also adopt, as necessary, guidelines, recommendations and
other non-binding measures, including in relation to pandemic prevention capacities, to support the
implementation of this Article.

Article 5. One Health approach for Pandemic Prevention, Preparedness and
Response

1. The Parties shall promote a One Health approach for pandemic prevention, preparedness and
response, recognizing the interconnection between the health of people, animals and the environment,
that is coherent, integrated, coordinated and collaborative among all relevant organizations, sectors and
actors, as appropriate, in accordance with national and/or domestic law, and applicable international
law, and taking into account national circumstances.

2. The Parties shall take measures, as appropriate aimed at identifying and addressing, in
accordance with national and/or domestic law, and applicable international law, the drivers of
pandemics and the emergence and re-emergence of infectious disease at the human-animal-
environment interface, through the introduction and integration of interventions into relevant
pandemic prevention, preparedness and response plans subject to the availability of resources.

3. Each Party shall, in accordance with national or domestic law and taking into account national
and regional contexts, and subject to the availability of resources, take [measures, as
appropriate,] [measures that it considers appropriate] [appropriate measures] aimed at
promoting human, animal and environmental health, with support, as necessary and upon
request, from WHO and other relevant intergovernmental organizations, including by:
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a. Developing, implementing and reviewing relevant national policies and strategies that
reflect a One Health approach as it relates to pandemic prevention, preparedness and
response, including promoting engagement of communities, in accordance with 17.3(a);
and

b. Promoting or establishing joint training and continuing education programmes for the
workforce at the human, animal and environmental interface to build relevant and
complementary skills, capacities and capabilities, in accordance with a One Health
approach.

(NOTE: Relevant intergovernmental organizations to be identified in the WHA resolution)
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[NOTE: Subject to confirmation]

Note: relevant stakeholders will be considered in the preambular paragraphs

[promoting]
, including their communities.
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[NOTE: Pending final discussion of Article 11 regarding
licensing and tech transfer] [NOTE: Agreement subject to further consultation with Capital]
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Article 11. Transfer of technology and know-how for the production of
pandemic-related health products

Article 1, Use of terms: Transfer of Technolo

Article 1, Use of terms: know-how

transfer of technology and know-ho

(b) Make available licences on a non-exclusive, worldwide and transparent basis and for the
benefit of developing countries for government-owned pandemic-related health technologies, in
accordance with national or domestic, and international law and encourage private rights holders
to do the same;
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and related knowledge and skills

Note: pending resolution of discussion on transfer of technology and ‘know-how’ in the use of
terms.

(f) Urge manufacturers within its jurisdiction to voluntarily share information, in accordance with
national laws and policies, during pandemic emergencies, relevant to the production of pandemic-
related health products.

3. Each Party shall, within the framework of relevant international and regional organizations,

[consider supporting] {adopts] [consider adopting] [review and consider] [endeavour to undertake]

[support, as] appropriate, time-bound measures to accelerate or scale up the manufacturing of pandemic-
related health products, to the extent necessary to increase the availability, accessibility and affordability
of pandemic-related health products during pandemic emergencies.

[and shall not

exercise any direct or indirect pressure [to that effect] [to discourage the use of such flexibilities].

the transfer of technolog

equitable / equal

*Transfer of technology is in yellow pending agreement on use of terms)

it i 1 0 T3 1 1l T AT 1 07 v
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. [Note: pending further discussions]

the terms for the administration fand-coerdination} of the PABS System [, including those elements
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. [The PABS
Instrument shall constitute an Annex to the Pandemic Agreement and shall enter into force
simultaneously with the Pandemic Agreement.]

The instrument shall also define the terms for the administration of the PABS System, including

5. Having regard to Article 4.4 of the Nagoya Protocol, the PABS Instrument shall be developed to be

o

consistent with, and not run counter to, the objectives of the Nagoya Protocol. For the avoidance of
doubt, nothing in this subparagraph creates obligations for non-parties to the Nagoya Protocol.

annual monetary contributions, and
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PABS Materials and Sequence Information for public health purposes, as well as other
benefits;

(b) modalities, terms and conditions on access and benefit sharing that provide legal certainty;
(c) implementation in a manner to strengthen, facilitate and accelerate research and innovation,
as well as the fair and equitable sharing and distribution of benefits;

(d) development and implementation in a manner, complementary to, and not duplicative of,
the Pandemic Influenza Preparedness Framework and other relevant access and benefit sharing
instruments where applicable, and to prevent duplicative application of relevant national and
multilateral access and benefit sharing measures and obligations;

(e) implementation in accordance with national, domestic, and applicable international law,
regulations, and standards, including as related to export control, biosafety and biosecurity of
pathogens, and data protection;

(f) implementation in a manner to facilitate the manufacture and export of vaccines, therapeutics
and/or diagnostics for pathogens covered by the PABS Instrument.

7. The PABS System, as set out in the Instrument referred to in paragraph 2, shall provide, inter alia,
that in the event of a pandemic emergency, as determined in accordance with Article 12 of the
International Health Regulations, rapid access to 20% of real-time production of safe, quality and
effective vaccines, therapeutics, and diagnostics for the pathogen causing the pandemic emergency,
at [not-for-profit prices DEL] [equity-based tiered prices], and/or free of charge basis', [shall be
made available by participating manufacturers to WHO through the PABS system pursuant to
legally-binding contractual arrangements, DEL] for distribution, including through the GSCL
network referred to in Article 13, on the basis of public health risk and need, with particular attention
to the needs of developing countries. [The benefits shall be set out in legally binding contract(s)
with WHO applicable to manufacturers when accessing PABS materials and/or sequence
information.]

Footnote . Recognizing that flexibility is important in negotiating with all manufacturers
participating in the system, in such a way that each participating manufacturer commits to a
threshold [for access to] [of DEL] at least 5% [10%] of real-time production free-of-charge [or made
available for procurement at equity-based tiered price][.][, and that the combined level of
commitment (free-of-charge basis or [made available for procurement at equity-based tiered prices]
[at not-for-profit prices DEL]) from each participating manufacturer will not be below 10%. DEL]

7 ALT: The PABS System, as set out in the Annex referred to in paragraph 2, shall provide, inter
alia, that in the event of a pandemic emergency, as determined in accordance with Article 12 of
the International Health Regulations:

a) each participating manufacturer shall make available to WHO, pursuant to legally binding
contracts signed with WHO, rapid access to 20% of their real-time production of safe, quality and
effective vaccines, therapeutics, and diagnostics for the pathogen causing the pandemic
emergency, with flexibility, provided that a threshold of at least 10% of the mentioned production
is made available to WHO free-of-charge and the remaining percentage to fulfill the 20%
commitment at affordable/production prices or reserved for WHO ; and

b) the distribution of these vaccines, therapeutics, and diagnostics shall be on the basis of public
health risk and need, with particular attention to the needs of developing countries, and the GSCL
network referred to in Article 13 may be used to this end.

17
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unimpeded

[NOTE: Discussion on the term “relevant stakeholders” is ongoing]

[4bis. The Parties of the Agreement shall not apply any unilateral economic, financial or trade
measures

not in accordance with international law and the Charter of the United Nations that impede supply,
distribution or procurement of any medical or health related goods [, including medicine, medical
equipment, spare parts, raw materials, software, access codes etc.]]

IS

[The GSCL Network may consider developing recommendations, for the consideration of the
Conference of the Parties, [for a possible no-fault compensation mechanism] frultHateral
mechanism-for-liability risk-management]-for novel pandemic vaccines allocated through the
GSCL Network, with particular regard for persons in humanitarian settings.]

Note: there is suggestion to deal with this issue only under 13 bis para 8

19
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8. [Request] WHO, [working (DEL)] in collaboration with relevant entities and multilateral
organizations as appropriate, [shall (DEL)] [to] develop recommendations [for (DEL)] [and
encourage, when needed,] the establishment and implementation of national, regional and/or
global no-fault compensation mechanisms and other strategies for managing liability related to
novel pandemic vaccines during pandemic emergencies, including for the GSCL Network and
with [particular] regard to persons in vulnerable situations.] (DEL)]

[13bis.8.  The Parties shall fRrequest} WHO, [working {BEL)} in full collaboration with
relevant entities and multilateral organizations as appropriate, fshal(BEL)}} [to} develop
recommendations ffor, (BEL}}fand encourage, when needed,} the establishment and
implementation of national, regional and/or global ne-fault compensation mechanisms and
other strategies for managing liability related to novel pandemic vaccines during pandemic
emergencies, including for vaccines distributed through the PABS System and/or the GSCL

Network and with fparticular} regard to persens-in-vilnerable-situations-and individuals in
humanitarian settings. {BEL}]

[8 ALT. Each Party shall develop, as appropriate and in accordance with applicable law, national
strategies for managing liability in its territory related to pandemic vaccines, including those received
through the GSCL Network, and shall make such strategies publicly-available. Strategies may include,
inter alia, legal and administrative frameworks; no-fault compensation mechanisms, potentially funded
by private sector contributions; and policies and other approaches for the negotiation of procurement
and/or donation agreements, including circumstance-based time limitations, model contract provisions,
and building expertise in relevant agencies; and insurance policies.]

[13bis.8 ALT. Each Party shall may consider develop, as appropriate and in accordance with applicable
law, developing national strategies for managing liability in its territory related to pandemic vaccines,
including those received through the GSCL Network, and shall making such strategies publicly-
available. Strategies may include, inter alia, legal and administrative frameworks; no-fault
compensation mechanisms, including those petentially funded by private sector contributions; and

20
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policies and other approaches for the negotiation of procurement and/or donation agreements, including
circumstance-based time limitations, model contract provisions, and building expertise in relevant
agencies; and insurance policies.]
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voluntar know-how

[NOTE: pending approval of preambular

I

[NOTE: Request for deletion of the words “and concessional loans” in paragraph 2(b)]

[2.bis The Parties shall refrain from taking any measures that may adversely affect the sustainable and
predictable financing of other Parties for the purposes of this Agreement. (DEL / RETAIN)]

2
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3 bis. For the purposes of the implementation of this Agreement, and where appropriate,

by consensus]

3 ter. In giving effect to paragraph 3 [and the operation thereof and to support Parties in their efforts to

strengthen sustainable and predictable financing]

[through new or existing funds].
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~

The Conference of the Parties may establish subsidiary bodies, and determine the terms and
modalities of such bodies[.][, as well as decide upon delegating functions to bodies established under
other agreements adopted under the WHO Constitution, [including the
] as it deems necessary. [In this
regard, the Conference of the Parties shall cooperate with the States Parties Committee for the
Implementation of the International Health Regulations (2005) and shall, at its first meeting, approve
cooperative procedures and institutional mechanisms that are facilitative, transparent, non-
adversarial and non-punitive to promote the implementation of, and compliance with, this
Agreement. For this purpose, the Conference of the Parties shall make use, as relevant, of the work
of the Subcommittee provided for in Article 54bis of the amended International Health Regulations
(2005).11

5

. [The Conference of the Parties shall make every effort to reach agreement by consensus on its
decisions [, except as otherwise specified by the rules of procedure].] h

2
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[Decisions of the Conference of the Parties shall ordinarily be taken by
consensus, except as otherwise specified by the rules of procedure.]

Article 22. Right to vote

[NOTE: Leave it for later]

Article 23. Reports to the Conference of the Parties

Il

N
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I

Article 26. Relationship with other international agreements and instruments
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e

[States that are not Parties to the WHO Pandemic Agreement may be Parties to a Protocol,
provided the Protocol so provides (DEL).] [Only Parties to the WHO Pandemic Agreement may be
Parties to a protocol.]

[5 bis. Any protocol to this Agreement shall be interpreted together with this Agreement taking into
account the purpose of that protocol.]

2
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E

Any Party that withdraws from the WHO Pandemic Agreement shall be considered as also having
withdrawn from any Protocol to which it is a Party, unless the said Protocol requires its Parties to
formally withdraw in accordance with its relevant terms. NOTE: Link with Art 31 para 4.

1. This Agreement shall be open for signature by all Members of the World Health Organization
and by any States that are not Members of the World Health Organization but are Members or non-
Member Observer States of the United Nations, and by regional economic integration organizations.

1. The WHO Pandemic Agreement and any protocol thereto shall be subject to ratification,
acceptance, approval or accession by [all States] and to formal confirmation or accession by regional
economic integration organizations. This Agreement and any protocol thereto shall be open for
accession from the day after the date on which the Agreement is closed for signature. Instruments of
ratification, acceptance, approval, formal confirmation or accession shall be deposited with the
Depositary.

2
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