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GENERAL PROPOSAL AND OUTLINE SUBMITTED BY BRAZIL TO THE PABS ANNEX PURSUANT
TO ARTICLE 12 OF THE PANDEMIC AGREEMENT, AS APPROVED BY RESOLUTION WHA78.1

Pathogen Access and Benefit-Sharing System (PABS) Annex

Recalling Resolution WHA78.1, which adopted, pursuant to Article 19 of the Constitution of the
World Health Organization, the WHO Pandemic Agreement and decided to establish an open-
ended Intergovernmental Working Group (IGWG);

Emphasizing the role of the International Health Regulations (2005), adopted through resolution
WHAS58.3 (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;

Recognizing the continuing threat of pathogens with pandemic potential which calls for
enhancing pandemic prevention, preparedness and response and for refraining from taking
measures that adversely affect it;

Reaffirming that States have sovereign rights over their own biological resources, as well as the
sovereign right to legislate and implement laws, including national access and benefit-sharing
legislation;

Recalling the importance of ensuring access to human pathogens for public health preparedness
and response purposes,

Considering 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, which states that where a specialized international access and benefit-sharing
instrument applies that is consistent with, and does not run counter to the objectives of the
Convention and this Protocol, this Protocol does not apply for the Party or Parties to the
specialized instrument in respect of the specific genetic resource covered by and for the purpose
of the specialized instrument,

Bearing in mind the parameters established by Article 12 and other applicable provisions of the
Pandemic Agreement,

Have agreed as follows:
ARTICLE 1: OBJECTIVE

This Annex is developed pursuant to Article 12 of the Pandemic Agreement and establishes the
modalities for the implementation of the multilateral system for access and benefit sharing of
pathogen materials and sequence information (“PABS System”), in order to render functional a
fair, transparent, and accountable multilateral system for the sharing of pathogens and
sequence information. The system aims to facilitate rapid access, equitable sharing, and benefit-
sharing related to pandemic pathogens.

ARTICLE 2: SCOPE

Paragraph 1: This annex applies to the timely and equitable sharing of “Materials and Sequence
Information on Pathogens with Pandemic Potential” (hereinafter referred to as “PABS Materials
and Sequence Information”). It also covers the sharing of benefits derived from the use or
sharing of such materials and information.



Paragraph 2: For purposes of this annex, “pathogen with pandemic potential” shall be defined
as any pathogen that has been identified to infect a human and that is: novel (not yet
characterized) or known (including a variant of a known pathogen), potentially highly
transmissible and/or highly virulent with the potential to cause a public health emergency of
international concern that may develop into a pandemic emergency; in addition to the high
potential for transmissibility and severity, it can also be taken into consideration the capacity for
severe socioeconomic impact, overloading health systems, and disproportionately affecting
vulnerable populations. The WHO Secretariat will make available non-exhaustive list of
pathogens with pandemic potential based on its global pathogen prioritization process, which
can serve as an initial indication.

Paragraph 3: The PABS System shall operate in complementarity with the Pandemic Influenza
Preparedness (PIP) Framework, and shall not, hence, regulate the sharing of influenza virus
material or sequence information.

Paragraph 4: All elements of the PABS System shall enter into force simultaneously.

ARTICLE 3: DEFINITIONS

Paragraph 1: PABS Materials and Sequence Information: includes data, metadata or information
derived from biological or genetic materials. This definition is operational and may be revised by
the Conference of the Parties of this instrument, taking into account changing circumstances.

[OR SEPARATE MATERIALS FROM SEQUENCE INFORMATION]

PABS Materials: isolated wild-type pathogens with pandemic potential, and parts thereof,
modified pathogens, and any other materials derived from, generated or prepared using the
PABS Materials.

PABS Sequence Information: any data or information generated from PABS Materials
through the application of sequencing technologies

Paragraph 3: “Authorized National Laboratories” are laboratories authorized and designated by
a Party, recognized within the WHO Coordinated Laboratory Network, to provide PABS Materials
and Sequence Information.

Paragraph 4: “Clinical Specimens” include samples obtained from humans, such as respiratory
specimens (e.g., swabs, aspirates), blood, serum, plasma, feces, and tissues.

Paragraph 5: “Originating Laboratory” is the authorized national laboratory that first sent the
clinical specimen or the isolated pathogen with pandemic potential.

Paragraph 6: “Participating Manufacturer” refers to public or private entities, including
academic institutions, government-owned [or government subsidized entities], or nonprofit
organizations, involved in developing or manufacturing vaccines, therapeutics, and diagnostics
for pathogens with pandemic potential.

Paragraph 7: WHO Coordinated Laboratory Network is an international network of authorized
laboratories managed by WHO, governed by the PABS System under the supervision of the
Conference of the Parties (COP). Membership requires meeting designated criteria and
compliance with contractual terms.



Paragraph 8: "Pandemic related health products" means those relevant health products that
may be needed for prevention, preparedness and response to pandemic emergencies (from HIR)

ARTICLE 4: SYSTEM STRUCTURE
Section 4.1: WHO Coordinated Laboratory Network (WCLN)

Paragraph 1: The WCLN will be established under WHO coordination, linking authorized national
laboratories that meet the criteria and agree to abide by the Terms of Reference (ToR), which
are legally binding.

Paragraph 2: WHO shall facilitate the funding required for transportation of PABS Materials
among laboratories within the network, supported by developing country Parties.

Section 4.2: Legally Binding Contracts

Paragraph 1: All transfers of PABS Materials within the network are subject to Standard Contract
1, which establishes the terms and conditions for sharing.

Paragraph 2: By providing Materials, Parties consent to onward sharing under Standard Contract
2, restricting transfers outside the network unless formal agreements are in place.

Paragraph 3: Both contracts include terms on storage, sharing, and use of Sequence Information
generated from Materials.

Section 4.3: Sequence Information & Traceability

Paragraph 1: Sharing of Sequence Information occurs viaa WHO-managed database, which may
host or coordinate with existing databases, ensuring transparency and accountability.

Paragraph 2: Access to the Sequence Database and Participating Databases requires
registration, adherence to data access agreements, and verification of user identity.

Paragraph 3: Sequence data must be labeled with identifiers linking the information to the
originating country.

Paragraph 4: Users must report their analyses and publications to WHO, and agree to terms
ensuring compliance and benefit-sharing, including contributions from revenue.

ARTICLE 5: BENEFIT SHARING

Paragraph 1: Access to PABS Materials and Sequence Information is contingent upon agreement
to share benefits. Those benefits will be listed in the legally binding contracts as alternatives for
different categories of users, and will include:

a) Annual financial contributions by commercial users based on revenues generated from
pandemic-related health products developed using PABS Materials or Sequence Information;

b) Capacity-building and technical assistance;
c) Research and development cooperation;

d) Open and timely access to research data and results. Includes scientific findings, analyses, and
outcomes derived from PABS use.

e) The granting of non-exclusive licenses to manufacturers in developing countries, for the
effective production and delivery of vaccines, therapeutics and diagnostics; and



f) Other forms of transfer of technology as mutually agreed, including transfer of relevant
knowledge, skills and technical expertise.

Paragraph 2: When revenue arises from commercialization of products which were developed
thanks to the sharing or utilization of Materials or Sequence Information, participating
manufacturers shall contribute a percentage of the income to benefit-sharing;

Paragraph 3: In the event of a pandemic emergency, each participating manufacturer shall make
available to the World Health Organization, pursuant to legally binding contracts signed with the
World Health Organization, rapid access targeting 20% of their real time production of safe,
quality and effective vaccines, therapeutics, and diagnostics for the pathogen causing the
pandemic emergency, provided that a minimum threshold of 10% of their real time production
is made available to the World Health Organization as a donation, and the remaining percentage,
with flexibility based on the nature and capacity of each participating manufacturer, is reserved
at affordable prices to the World Health Organization.

ARTICLE 6: TRANSPARENCY, TRACEABILITY AND REPORTING

Paragraph 1: Access to PABS Materials and Sequence Information shall be subject to prior
informed consent of the providing Party, and mutually agreed terms between providers and
users.

Paragraph 2: WHO shall establish a PABS tracking mechanism to record all transfers of Materials
and Sequence Information within the system.

Paragraph 3: WHO shall publicly disclose:

a) the list of registered recipients of Sequence Information;

b) the list of laboratories within the WHO Coordinated Laboratory Network (WCLN);
c) monetary contributions received from each recipient and their utilization;

d) the contracts (Standard Contracts 2 and 3) concluded with each recipient.

ARTICLE 7: GOVERNANCE OF THE SYSTEM

Paragraph 1: The PABS System shall be coordinated and administered by WHO, under the
authority of the Conference of Parties (COP), ensuring fair, transparent, and effective
implementation.

Paragraph 2: An independent, conflict-of-interest-free oversight “PABS Advisory Group” shall be
established to monitor the system’s functioning and provide guidance. The Group shall submit
annual evaluations to the COP.

Paragraph 3: The Director-General, in consultation with Member States, shall ensure that the
Advisory Group has balanced regional representation, including experts and stakeholders from
developing countries.

Paragraph 4: In cases of breaches—by laboratories, databases, or recipients—the Director-
General shall review and, if necessary, suspend or revoke recognition or designation.

Paragraph 5: Parties shall facilitate the rapid manufacture and export of vaccines, therapeutics,
and diagnostics, and ensure compliance with benefit-sharing obligations.

ARTICLE 8: STANDARD LEGALLY BINDING CONTRACTS



Section 8.1: Contract 1 — Between the provider (national authorized laboratory) and WCLN
recipient

a) The provider agrees to supply Materials and Information strictly for public health, non-profit
purposes.

b) Transfers are recorded, and onward transfers only occur under Contract 2.

c) Recipients shall acknowledge origin and contributions, and agree not to claim intellectual
property rights over Materials or Sequence Information.

d) All results and analyses must be reported back, and Sequence Information must be shared via
the WHO database.

Section 8.2: Contract 2 — Between WHO and external entities outside WCLN

a) Use of Materials and Sequence Information is strictly for research related to pathogens with
pandemic potential.

b) Use outside scope requires prior WHO approval.
c) Transfers must be reported and follow the agreed data formats.

d) No intellectual property claims; benefits from use must contribute to benefit-sharing
obligations.

Section 8.3: Contract 3 — Data Access Agreement
a) Users agree to use Sequence Information solely for research in accordance with system rules.

b) Access is conditional on registration, signing the agreement, and compliance with
confidentiality, rights acknowledgment, and benefit-sharing.

ARTICLE 9: DISPUTE RESOLUTIONS

Standard legally binding contracts in the PABS System shall contain dispute resolution clauses
which determine that if a dispute cannot be resolved through negotiations or other non-binding
means of the parties’ choice, it shall be subject to binding arbitration on conditions that are
mutually agreed by the parties.



