WHAT78.[X] WHO Pandemic Agreement

Initial assessment of the draft resolution text as circulated by the
WHO on 29 April (version of 7 May BIS)

The EU assessment, comments or explanations are provided in red.

Comments appear in the comment boxes, while drafting suggestions (highlighted in yellow) appear either
directly in the text or in the comment boxes. In addition:

- blaekstrikethroughtext means EU proposal to delete parts of the proposed text;

- red means an alternative drafting proposal from the EU, calling for important, necessary redrafting.

The Seventy-eighth World Health Assembly,

PP1 Recalling decision SSA2(5) of December 2021, which established the Intergovernmental Negotiating
Body to draft and negotiate a WHO convention, agreement or other international instrument on pandemic
prevention, preparedness and response (the Intergovernmental Negotiating Body), with a view to adoption
under Article 19, or under other provisions of the WHO Constitution (the WHO Pandemic Agreement);PP2
Further recalling decision WHA77(20), which called on the Intergovernmental Negotiating Body to finish its
work as soon as possible, and submit its outcome for consideration by the Seventy-eighth World Health
Assembly in 2025, or earlier by a special session of the World Health Assembly if possible in 2024 with only
one agenda item dedicated to this outcome;

PP3 Expressing appreciation for the work of the Intergovernmental Negotiating Body, including the report
contained in document WHA78/[X], and acknowledging with appreciation the leadership of its Bureau;

PP4 Reaffirming the need for a legally binding international instrument on pandemic prevention, preparedness
and response, in line with decisions SSA2(5) and WHA77(20); /reference: WHA77.17 PP5 (please note that
throughout this draft, the “references’ provided are not verbatim quotations, but rather reference text / points
of departure, all or in part, for text provided)]

PPS Emphasizing the role of the International Health Regulations (2005), adopted through resolution
WHAS8.3(2005), and subsequently amended through resolutions WHA67.13 (2014), WHA75.12 (2022), and
WHA77.17 (2024), in pandemic prevention, preparedness and response, and the need for coherence and
complementarity in the implementation of the International Health Regulations (2005) and the WHO Pandemic
Agreement;

1. ADOPTS, pursuant to Article 19 of the Constitution of the World Health Organization, the WHO
Pandemic Agreement attached to this resolution; /reference: WHA56.1 OP1]



2. RECOGNIZES that the adoption of the WHO Pandemic Agreement by this Health Assembly does not
prejudice the sovereign prerogative of each State to consider the WHO Pandemic Agreement in accordance
with its national and/or domestic law and policy relative to its acceptance of the WHO Pandemic Agreement;
[reference: Constitution of the World Health Organization, Article 20]

3. NOTES, in accordance with Article [31] of the WHO Pandemic Agreement, that the WHO Pandemic
Agreement shall be open for signature after adoption of the Annex described in Article 12.2 of the Agreement
by the Health Assembly, at the World Health Organization headquarters in Geneva, and thereafter at United
Nations Headquarters in New York;

4. CALLS UPON all States and regional economic integration organizations entitled to do so, to consider
signing, ratifying, accepting, approving, formally confirming or acceding to the WHO Pandemic Agreement at
the earliest opportunity in line with Articles 31 and 32 of the Agreement, with a view to bringing the WHO
Pandemic Agreement, including the Annex described in Article 12.2, into force as soon as possible; /reference:
WHAS56.1 OP3]

5. URGES all States and regional economic integration organizations to take all appropriate measures,
pending the entry into force of the WHO Pandemic Agreement, to further its objective and eventual
implementation, guided by equity and the principle of solidarity with all people and countries in the context of
health emergencres to prevent prepare for and respond to pandemlc emergenc1es—and—te—refram—frem—aets

3 3 ment; [reference: WHA58.3 OP5(4)

and VCLT Article 8]

Comment: the last part of OP5 (highlighted in yellow) should be deleted as it does not conforms with the
VCLT Article 18, which applies to agreements after their signature or ratification but pending entry into force.

6. URGES all Member States, regional economic integration organizations, relevant stakeholders and other
interested parties to support the preparatory activities referred to in this resolution and to effectively encourage
prompt entry into force and implementation of the WHO Pandemic Agreement; /reference: WHA56.1 OP4]

7. CALLS UPON the United Nations and invites other relevant international organizations to
continue to provide support for strengthening pandemic prevention, preparedness and response; /reference:
WHAS56.1 OP6]

8. DECIDES, in accordance with Rule 41 of its Rules of Procedure, to establish an open-ended
Intergovernmental Working Group (IGWG) to: /reference: WHAS56.1 OP(1)]

(1) as a priority, negotiate the Annex to the WHO Pandemic Agreement described in Article [12] of the
WHO Pandemic Agreement, and submit its outcome in that regard to the Seventy-ninth World Health
Assembly for its consideration; /reference: WHA77(20) OP(1)]

Comment:

As currently drafted, OP8(1) appears to be too restrictive with regards to the timeframe in particular
recalling expert opinions about the estimated time needed to finalize such a system. We would suggest
to (i) redraft OP8(1) to allow for more flexibility, and (ii) to move the last part of our proposal as a
new 8(3pis) in order to cover the process leading to the opening for signature, etc, to reflect the
discussions during the informal session of 6 May (see below):

(1) as a priority, negotiate the Annex to the WHO Pandemic Agreement described in Article [12] of
the WHO Pandemic Agreement, and submit its outcome with respect to the said Annex [as soon as
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possible and]| preferably, in—that—regard to the Seventy-ninth World Health Assembly for its

consideration;,

(2) commence the preparations for the operationalization and governance of the Coordinating Financial
Mechanism addressed in Article [20.3] of the WHO Pandemic Agreement, and in this regard to
cooperate with the States Parties Committee for the Implementation of the International Health
Regulations (2005) and with its preparatory process;

Comment: A drafting suggestion to allow for the preparatory work on the CFM to start during the<
coming year, while building a link to the IHR Committee. This new paragraph OP8(2) would replace

the previous subparagraph OP8(2)(e) below.

3

=

following completion of the activities in paragraph (1), above, consider and prepare proposals on those
issues identified in the WHO Pandemic Agreement for consideration and adoption, as appropriate, by
the first  session, of the Conference of the Parties, and to submit these proposals repert-direetly to the

first Conference of the Parties in that regard, noting that such issues should include: /reference: |

WHA56.1 OP7]

\

Comment: We may want to encompass the preparatory work related to the implementation
mechanism, which is meant to be adopted by the second COP. See a related proposal for a new

OP8(2)(f) below.

(a) rules of procedure for the Conference of the Parties, including criteria for participation of observers
at sessions of the Conference of the Parties (Article [21.7]); [reference: WHAS56.1 OP7(1)]

®

~

financial rules for the Conference of the Parties and its subsidiary bodies (Article [21.8]);
[reference: WHAS56.1 OP7(3)]

(c

~

a draft budget for the first financial period (Article [21.8]); /reference: WHAS56.1 OP7(4)]

d

=

the structure, functions and modalities of the Global Supply Chain and Logistics Network (Article
[13.2]); [comment: Article [13] states that this shall be “defined” by the COP at its first meeting,
thus preparatory work seems advisable]

Comment: As per explanation under a new paragraph OP(8)(2), we suggest deleting the previous

subparagraph OP8(2)(e).,

(e) proposals regarding the information, frequency and format of the reports required under Article

23.1];

<+

Comment: We may wish to support the AUS proposal to insert a new subparagraph OP8(2)(e)
(as set out above) to cover the reporting issue in a holistic way, as opposed to OP12 referring

explicitly to Article 11.
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<

(f) a mechanism to facilitate and strengthen effective implementation of the provisions of the WHO
Pandemic Agreement, including rules of procedure/terms of reference for this mechanism (Article
[21.5 and 6]).

(3bis) oversee and conclude the process leading to the opening for signature, ratification, acceptance,
approval, accession or formal confirmation of the WHO Pandemic Agreement.

Comment: the suggestion as explained in the comment under OP8(1) above, reflecting the informal <
discussions of 6 May,

<
A

(4) oversee pther preparations, as necessary, for the first session of the Conference of the Parties, and
report directly to it in that regard; /reference: WHAS56.1 OPS§]

9. FURTHER DECIDES that the IGWG shall hold its first meeting no later than 30 September 2025 to elect
two co-Chairs, reflecting a balance of developed and developing countries; be open to all Member States and
Asseei—ates—MembefslA and regional economic integration organisations; and follow the working methods and
modalities of engagement for relevant stakeholders of the Intergovernmental Negotiating Body, mutatis
mutandis; [reference: WHASS2(5) OP1(2)]

\

Comment: by analogy with OP5,,

]

10. FURTHER DECIDES to establish an expert committee,
Expert Advisory Panels and Committees, to inform the work of the IGWG regarding the annex to the WHO
Pandemic Agreement described in Article [12] of the WHO Pandemic Agreement, and that the expert
committee shall prepare proposals for the first meeting of the IGWG, and be available thereafter to provide
advice to the IGWG if so requested; /reference: WHA75(9)OP(2)(b)]

in accordance with the WHO Regulations for

Comment: We may want to reflect on alternatives to ‘proposals’ such as ‘input’. In particular considering a
very short period (only 3 months) foreseen between the first meeting of the expert committee (as per OP15(3)),
and the first meeting of the IGWG (as per OP9 and OP15(2)), which might not allow sufficient time to prepare
meaningful/workable/useful proposals and hence might lead to reducing the IGWG’s effectiveness.

If the expert committee is not accepted, the current INB modalities for engagement with stakeholders may need
to be further clarified to facilitate their inputs. To this end, the last part of OP9 (highlighted in yellow) might
need to be adjusted.

11. RECOGNIZES that, for the purposes of paragraph 5.3 of Article 5 of the WHO Pandemic Agreement,
“other relevant intergovernmental organizations” include the following: United Nations Environment
Programme, Food and Agriculture Organization and World Organization for Animal Health; /reference:
WHA58.3 OP(4)]

12. INVITES the Conference of the Parties, following its establishment, to consider, in line with Article 21,
regular reporting by States Parties on their implementation of the provisions outlined in Article 11.1(a);

And regional economic integration organizations, as appropriate.
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Comment: instead of focusing on the reporting on the implementation of one article, it might be worth
considering an overall reporting as provided for in several articles of the WHO Pandemic Agreement.
However, if this operative paragraph needs to be redrafted to cover reporting in a more holistic manner, then
the operative verb used should also be stronger. To this regard, AUS proposal to cover reporting under the new
subparagraph OP8(2)(e) above is useful and could be supported.

13. AFFIRMS that all three p111ars of pandemlc prevent1on preparedness and response Astiele12;-and-the
f; are fundamental to the object and purpose of

the WHO Pandemlc Agreement atre—a g a
[reference: INB Drafting Group negotiations ()f 15-16 Ap/ il 202 5]

Comment: As currently drafted, OP13 essentially modifies Article 27 of the WHO PA and therefore cannot be
accepted. It should be worded in a neutral way.

As a fallback solution, we can consider adding at the end ... are fundamental to the object and purpose of the
WHO Pandemic Agreement and encourages all future Parties to the agreement not to make reservations. ”

14. REAFFIRMS that States have sovereign rights over their own biological resources, and in that regard
emphasizing that the development and implementation of the PABS System will be established in a manner
that fully respects the sovereign right of States to legislate and to implement legislation in pursuance of their

health policies;
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‘ Comment: The meaning of the last part of the sentence is not entirely clear, but it appears harmless.

15. REQUESTS the Director-General:

(1) to provide the IGWG with the necessary services and facilities for the performance of its work,
including complete, relevant and timely information and advice; /reference: WHASS2(5) OP2(4)]

(2) to convene the first meeting of the IGWG no later than 30 September 2025, and subsequent meetings
as frequently as necessary; /references: WHA56.1 OP10(3) and WHASS2(5) OP2(1)]

Comment: by analogy with OP15(3), subsequent meetings should be mentioned. See a suggestion
highlighted in yellow.

(3) to convene the first meeting of the expert committee no later than 30 June 2025, and subsequent
meetings as frequently as necessary, and to provide necessary services and facilities for the
performance of its work;

| Comment: the first expert committee meeting date appears to be very ambitious.

(4) to provide secretariat functions under the WHO Pandemic Agreement; /[reference: WHAS6.1
OoP10(1)]

(5) to take appropriate steps, following the opening of the WHO Pandemic Agreement for signature, to
provide support to Member States, in particular developing countries in preparation for entry into
force of the WHO Pandemic Agreement; /reference: WHAS56.1 OP10(2)]
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(6)

(N

®)

©

to commence preparatory activities with a view to prompt, implementation of the-aetivitiesunder the
WHO Pandemic Agreement pnce it is open for signature, which are addressed or mandated to the
WHO Secretariat} in a phased manner, as appropriate and subject to availability of resources;
[reference: WHAS58.3 OP6(7)-(10)]

Comment: while we are supportive of the prompt implementation of the WHO Pandemic Agreement,
the resolution should clarify that the implementation cannot start before its entry into force (see
highlighted in yellow). In addition, we have one editorial suggestion — delete a square bracket (see
highlighted in yellow).

to keep the Health Assembly informed of progress made towards the entry into force of the

Agreemeny, including progress of the IGWG as appropriate, and of preparations under way for the first \
session of the Conference of the Parties , with the first report to be provided to the Eightieth World |
Health Assembly; /reference: WHAS56.1 OP10(5)] '

to invite the Conference of the Parties to direct the secretariat to provide a report on the outcomes of
each future session of the Conference to the following session of the Health Assembly, for information
purposes; [reference: WHA70(20)OP2]

to provide regular reports for information purposes to the Conference of the Parties to the WHO
Pandemic Agreement on resolutions and decisions of the Health Assembly relevant to the
implementation of the Agreement. /reference: WHA70(20)OP3]

(10) to work in full collaboration with Member States, Associates Members and regional economic

integration organizations, relevant entities and multilateral organizations, as appropriate, to develop
recommendations fer, and prganize support when needed, for policies for managing legal risks related

to novel pandemic vaccines during pandemic emergencies, with particular regard to humanitarian

settings.

Comment: additions in yellow |

NOTE: certain articles numbers are subject to changes
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