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The Parties to the WHO Pandemic Agreement,
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, including seienree-and-evidenee-based traditional medicine, _

16. 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), -
does not, and should not, prevent Member States from

blic health, as recognized in the Doha Declaration on the TRIPS

taking measures to protect pu

’

17. 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, technology transfer and cooperation, and other initiatives,

Chapterl. Introduction
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Note: Article 1(a) is subject to further consultation
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(i)  “Relevant stakeholders” in the context of their engagement with the World Health
Organization is understood in accordance with article 2(b) of the WHO Constitution and
WHQO'’s principles for engagement with non-state actors, as applicable.

persons
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Each Party shall

3. _ each Party shall, in accordance with its national and/or domestic laws 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:

(a) prevention of emerging and re-emerging infectious diseases, by taking measures to
promote collaboration across relevant sectors to identify and address drivers of infectious
disease at the human-animal-environment interface, with the aim of early prevention of
pandemics;

(b) prevention of infectious disease transmission between animals and humans, including
zoonotic disease spill-over

(c) coordinated multi-sectoral surveillance to detect and conduct risk assessment of

emerging or re-emerging pathogens with pandemic potential_

that may present significant risks of zoonotic spillover, as well as sharing of the

! Cf Article 17.4
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outputs of relevant surveillance and risk assessments amongst relevant sectors within its
territory to enhance early detection;

(d) early detection and control measures at community level, through strengthening
mechanisms and enhancing capacities at the community level, to prevent, detect and report
unusual public health events to relevant authorities within its territory, in order to facilitate
actions for early containment at the source;

(e) strengthening efforts to ensure access to safe water, sanitation and hygiene for all,
including in hard-to-reach areas;

(f)  measures to strengthen effective routine immunization programs and timely
supplementary vaccination to reduce public health risks;

(g) infection prevention and control measures in all health care facilities and other
relevant facilities institations, including safe management of medical wastes;

(h)  surveillance, risk assessments and prevention of vector-borne diseases that may lead
to pandemic emergencies, including by developing, strengthening and maintaining
capacities, and by monitoring changes to environmental factors that can impact vector
distribution and disease emergence;

(i)  laboratory biological risk management in order to prevent the accidental exposure,
misuse or inadvertent release of pathogens, including through biosafety and biosecurity
training and practices, and ensuring the safety and security of transportation and cross-
border transfer, in accordance with applicable international and national regulations and
standards; and

(j) measures to address public-health related risks associated with the emergence and
spread of pathogens that are resistant to antimicrobial agents, facilitating affordable and
equitable access to antimicrobials and promoting appropriate, prudent, and responsible use
across relevant sectors.

3. 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 applicable international law.

4, Each Party shall endeavour, in accordance with its national laws and subject to the
availability of resources, to promote collaboration amongst relevant stakeholders including those
in animal and wildlife sectors, environmental and climate sectors and maritime sector, to
progressively strengthen pandemic prevention and surveillance, including through a One Health
approach.

5.  The provisions of set out in paragraph 3 of this Article shall be further developed and agreed
by the Conference of the Parties, including by adopting, as necessary, guidelines,
recommendations and other non-binding measures, consistent with, and complementary to, the
provisions of the amended IHR (2005), following, as appropriate, a One Health approach, with full
consideration of the national circumstances and the different capacities and capabilities of Parties,
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as well as the need for capacity building and implementation support for developing country
Parties.

6. Ingiving effect to paragraph 5, the Conference of the Parties shall address, inter alia, specific
measures and operational dimensions of the provisions of paragraph 3, and cooperation for
implementation, in particular through technical assistance, capacity building, research
collaboration, facilitating equitable access to relevant products and tools, technology transfer and
financing in line with Articles 9, 11, 13, 19 and 20, as well as cooperation to support global,
regional and national initiatives aimed at preventing public health emergencies of international
concern including pandemic emergencies, with particular consideration given to developing
country Parties.

7. WHO shall, in coordination with other relevant intergovernmental organizations, offer
technical support in implementing the provisions of this article, in particular to developing country
Parties, as appropriate and upon request.

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 that it
considers appropriate, aimed at promoting human, animal and environmental health, with
support, as necessary and upon request, from WHO and other relevant intergovernmental
organizations, including by:

(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.
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[NOTE: Pending final discussion of Article 11 regarding licensing and tech transfer]

N

—_
Q
~—

(




Proposal for the WHO Pandemic Agreement

Note: FCTC language “transfer of technology, as mutually agreed”.

transfer of technology and

(b)  Make available licences on a non-exclusive, transparent _ basis

and for the benefit of developing countries of government-owned pandemic-related health
technologies, in accordance with national or domestic, and international law and encourage
private rights holders to do the same;

(c)

(d)  Encourage holders of relevant patents or licenses for the production of pandemic-
the availability and affordability of such products to populations in need, in particular people

in vulnerable situations;

(e)

(f)_urge manufacturers to share information relevant to
the production of pandemic-related health products_
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3. The Parties shall cooperate, as appropriate, with regard to time-bound measures agreed

within the framework of relevant international and regional organizations, 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.

the transfer of technology

arising from the sharing and/or utilization

as an anne

also define the terms for the administration and coordination of the PABS System by WHO. For the

purposes of the coordination and operation of the PABS System, WHO shall collaborate with

relevant international organizations and relevant stakeholders._
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3.  Taking into account the differences in the use of PABS Materials and Sequence Information,
the development of a safe, accountable and transparent PABS System shall address traceability
measures and open access to data.

NOTE: Yellow text in paragraph 3 has been rearranged.

4.  Having regard to Article 4.4 of the Nagoya Protocol on Access to Genetic Resources and the
Fair and Equitable Sharing of Benefits arising from their utilization to the Convention on Biological
Diversity, the PABS Instrument shall be consistent with, and not run counter to, the objectives of
the Convention on Biological Diversity and the Nagoya Protocol, recognising that nothing in this
paragraph creates obligations under these instruments for non-Parties thereto. Ferthe-aveidance-

OT—GOuOtT;, 1O CropPatd aP a3 OPHEATIO v, O Pa O

(a) Sharing of, in a rapid and timely manner, and
Information, and on an equal footing, the rapid, timely ,

both monetary and non-monetary, including annual monetary contributions, vaccines,
therapeutics and diagnostics arising from the sharing and/or utilization of PABS Materials
and Sequence Information for public health purposes;

() modatistems and condiions o aces and e sharg it v gl
e

(d)  development and implementation in a manner, complementary to, and not duplicative

the access and benefit sharing measures and obligations of
national and international

(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.

6. 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 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 their real time
production is made available to WHO as a donation free-ef-charge and the remaining
percentage to fulfill the 20% commitment at affordable/preduetion prices or reserved for
WHO; and
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(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.

7.  The PABS Instrument shall also include benefit sharing provisions, in the event of a public
health emergency of international concern as determined in accordance with Article 12 of the
International Health Regulations, including options regarding access to safe, quality and effective
vaccines, therapeutics, and diagnostics for the pathogen causing the public health emergency of
international concern, pursuant to legally binding contracts signed by participating manufacturers
with WHO.

.The PABS Instrument shall also include additional benefit sharing provisions _

(b)

(c)

(d)

—
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persons in vulnerable situations,

(@)
~

(e)

w

(

(h)  initiation and facilitation of the rapid release from international stockpiles of relevant

T
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unnecessar
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people
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The Conference of the Parties shall by consensus adopt financial rules for itself as well as
governlng the funding of any subsidiary bodies it may establish as well as financial
provisions governing the functioning of the Secretariat. OR
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&

Only Parties to the WHO Pandemic Agreement may be Parties to a protocol to the WHO
Pandemic Agreement
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Article 34. Ratification, acceptance, approval, formal confirmation or accession
_
3. Regional economic integration organizations shall, in their instruments relating to formal

Article 35. Entry into force
2. For each State that ratifies, accepts or approves the WHO Pandemic Agreement or accedes
date of deposit of its instrument of ratification, acceptance, approval or accession.

3. For each regional economic integration organization depositing an instrument of formal
confirmation or an instrument of accession after the conditions set forth in paragraph 1 of this

of accession.

4. For the purposes of this Article, any instrument deposited by a regional economic integration
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