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l. Institutional/Structural Elements of PABS
1.1. Conference of Parties

The Conference of Parties (COP) to the World Health Organisation (WHO) Pandemic
Agreement is the ultimate decision-making authority with respect to the Pathogen Access
and Benefit Sharing (PABS) system. WHO coordinates and administers the PABS System
under the authority and guidance of the COP.

The COP adopts, amends and periodically reviews the instruments and agreements used
to implement the PABS System, including SMTAs/DAAs, Technical Standards (e.g., lab
safety, transport of biological materials, cyber-biosecurity and persistent identifiers), a
Revenue Calculation Annex and a Procurement Policy. The COP may complement, amend
or replace instruments to improve implementation.

For legal certainty, the PABS Instrument forms an integral part of the Agreement and shall
not weaken essential elements, namely: scope including DSI/derivatives; conditional access
via standard agreements with flow-down obligations; minimum non-monetary and monetary
benefit-sharing floors; transparency; and compliance/enforcement. The COP establishes
and oversees a PABS Equity Fund.

I.2. WHO Secretariat serving as PABS Secretariat [PIP Framework Model]

Just as in the case of the PIP framework model, the WHO Secretariat acts as the PABS
Secretariat. The staffing and other resources are to scaled up stage by stage, taking into
account the development and unfolding of functionalities within the PABS system, as well
as the scale of transactions and the revenue available for such purposes.

Core operational functions include: (a) coordinating the WHO Laboratory Network and
operating the WHO Repository for PABS Sequence Information (WHO PSI Repository) with
a first-deposition rule and controlled mirroring; (b) maintaining public dashboards on set-
asides, deliveries, prices and monetary contributions, and a public roster of participating
manufacturers; (c) administering standard SMTAs/DAAs and ensuring flow-down to
affiliates and contractors; (d) implementing the Procurement Policy; (e) arranging shipment
and last-mile logistics support for deliveries to developing countries as approved by the
COP; (f) conducting independent/regular monitoring and evaluation and supporting an
operational simulation exercise for continuous improvement;

1 This submission is without prejudice to any further elements and textual proposals and/or modifications that may be
placed from time to time.



1.3. WHO Laboratory Network accountable to COP

Currently, various WHO-coordinated networks are addressing different aspects of infectious
pathogens. Some of these networks entail the sharing of clinical specimens and pathogens,
subject to acceptance of specific Terms of Reference and principles that set out the specific
purposes and uses of the biological materials by the receiving laboratory. They also accept
terms and conditions contained in a material transfer agreement that contains the terms and
conditions for the handling and use of such materials.

The GISRS network of laboratories under Pandemic Influenza Preparedness Framework
(PIP Framework) use a “Standard Material Transfer Agreement (SMTA 1)”. They also have
terms of reference and guiding principles that set out the specific tasks to be conducted with
respect to PIP biological materials. Similarly, in the case of Biohub, Standard Material
Transfer Agreements (SMTAs) govern the transfer of biological materials, accompanied by
guiding principles. The SMTA has to be signed by the Provider, WHO Biohub facility and
the WHO. In the case of WHO Coronavirus Network (CoViNet), to be a part of the reference
laboratory, the laboratory has to meet certain criteria and accept specific Terms of
Reference that list the various tasks of the laboratory and the uses of materials received.

From these approaches, and especially that of the PIP Framework, an instrument negotiated
by Member States, a laboratory has to meet specific criteria, accept specific terms of
reference detailing specific tasks and accept the terms and conditions that sets out the rights
and responsibilities of the laboratories in the network, as providers and recipients in order
to become part of WHO. At the same time dealing with pathogens, including transporting
them outside the borders has serious implications for national sovereignty and security, and
therefore only authorized laboratories become part of such international network.

Accordingly, it is proposed that a network of national laboratories authorised by their
governments or by their Competent National Authority (CNA) be set up for the sharing of
pathogens with pandemic potential (PPP), coordinated by WHO. To be a part of the WHO-
coordinated laboratory network (WHO lab network), national authorised laboratories shall
meet COP-adopted criteria, accept specific Terms of Reference detailing tasks, and execute
the standard WHO-Lab SMTA (and the DAA where PSI| access is sought) as a pre-condition
to access, with flow-down to affiliates, contractors, CROs/CMOs and any downstream
recipients (one-time execution unless a Party requires a signed agreement). PS| generated
shall be deposited first in the WHO PSI Repository pursuant to the DAA; onward sharing
within the Network is recorded in a COP-mandated tracking system using persistent
identifiers.

Existing WHO networks or laboratories from networks may also become part of the WHO
network, provided the laboratories have authorization from their respective governments. In
doing this, establishment of a PABS system also provides an opportunity to streamline and
standardise existing approaches that currently exist with respect to handling of pathogens
with pandemic potential by laboratories coordinated by WHO.

The WHO lab network may also have laboratories with different capacities such as WHO
Collaborating Centres and WHO Reference laboratories with specific terms of reference,
although the same SMTA shall apply. It is important to ensure that each region and sub-
region has sufficient laboratory capacity to undertake the needed assessments and activities
for prevention, preparedness and response of a health emergency. The COP and
Secretariat shall support regional capacity development and periodic operational
simulations to validate timelines, logistics and data workflows.



1.4. WHO PSI Repository and other authorised repositories (databases) accountable
to COP

Another crucial issue in the PABS system is the sharing of PABS Sequence Information
(PSI) generated from PABS Materials. Under the Convention on Biological Diversity and
the Nagoya Protocol on Access and Benefit Sharing, sequence information generated from
the genetic materials shall be regulated by the respective national legislations. There is also
recognition of the need to share fair and equitable benefit sharing arising from the use of
sequences.

In the case of the PABS system, there are five important pressing requirements: (i) to ensure
that there is transparency and accountability to Parties providing the PSI and thus to the
CORP; (ii) to ensure PSI is made accessible without any form of discrimination, consistent
with eligibility conditions and data-protection requirements; (iii) entities or persons accessing
PSI have to agree (prior to access), to identify themselves and to use the PSI based on
terms and conditions set out including to provide fair and equitable benefit-sharing; (iv) PSI
remains comprehensively accessible via a WHO-designated point of first deposition with
controlled mirroring (WHO PSI repository) and (v) to ensure PSI is not used in violation of
national ABS laws, PABS instruments or for purposes beyond the PABS system, including
by prohibiting removal of provenance tags and re-upload to non-authorised repositories.

To achieve these objectives, it is essential to establish a WHO PSI Repository and authorise
other repositories or databases to host and disseminate PSI, under contracts with WHO and
accountable to the COP.

The WHO PSI Repository shall ensure that PSI generated from PABS Materials is shared
through a single WHO-designated point of first deposition and made accessible in
accordance with COP-adopted instruments, rather than at the discretion of individual
repositories or databases. Accessibility is provided through registered user accounts subject
to a COP-approved Data Access Agreement (DAA). The WHO PSI Repository and
authorised repositories shall implement certain requirements in particular user registration,
acceptance of the DAA (See 1l11.3 below) as well as ensure the PSl is sufficiently labelled as
PABS sequence information, using persistent unique identifiers (e.g., DOIs), which shall be
tracked via audit logs.

Authorised repositories or databases may mirror PSI from the WHO PSI Repository only
under WHO contracts that enforce the DAA, preserve provenance tagging, prohibit de-
tagging and re-upload to non-authorised databases, and ensure interoperability via WHO-
brokered connectors to external registries (e.g., IP, regulatory and clinical-trial registries).
The COP shall adopt the mandatory fields with respect to the metadata, including any
provenance data such as origin or source etc. mentioned above and minimum cyber-
biosecurity controls and audit requirements;

I.5. Advisory Group

Advisory group comprising experts from Parties (fair representation from developed and
developing countries) shall be established to advise WHO regarding the operations of the
PABS System and make recommendations for decision-making by the COP. The Advisory
Group shall have a mix of relevant expertise and operate in an open and transparent
manner. Members shall disclose and manage conflicts of interest; meetings and
recommendations shall be published. Terms of reference on the functions of the advisory
group shall be established by the COP.



To align with operational needs, the Advisory Group shall: (a) review and advise on technical
standards for PSI stewardship (first deposition, controlled mirroring, persistent identifiers,
cyber-biosecurity); (b) review and recommend updates to SMTAs/DAAs and to the
Procurement Policy; (c) review and advise on metadata schemas and interoperability
connectors; and (d) review findings from independent M&E and operational simulations,
making recommendations to the COP.

Il. Definitions and The Scope

I1.1. Definition of PABS Materials

The scope of PABS System as per Article 12 of WHO PA shall remain pathogens of
pandemic potential i.e. pathogens that can cause a pandemic emergency. Further criteria
for determination of pathogen with pandemic potential may be defined by COP.

PABS Materials means isolates of PPP, parts thereof, and any materials derived from,
generated or prepared using such pathogens or their parts, including attenuated strains,
vectors, cell lines, reference standards, and synthetic or computationally-generated
constructs arising from PABS inputs, shared by laboratories authorised by the Competent
National Authority (CNA) within the WHO Laboratory Network.

If clinical specimens are being shared, their use is limited to isolation of PPP necessary for
public-health response covered under the SMTA. Any other use requires prior written
consent of the Provider Party’s CNA, and compliance with national law, ethics approvals
and privacy protections.

11.2. Definition of PABS Sequence Information

PABS Sequence Information means digital sequence information and related data derived
from PABS Materials or PSI, including information generated from the PABS Materials by
using sequencing technologies, such as nucleotide (DNA/RNA) and amino-acid sequences,
multi-omics (transcriptomic/proteomic), annotations, variant calls, consensus sequences,
design files and associated metadata (including provenance), together with any
computational outputs based on PABS inputs. Access to PSI is non-discriminatory but
conditional on registration and execution of a Data Access Agreement (DAA); PSl is subject
to first deposition in the WHO PSI Repository, controlled mirroring under WHO contracts,
use of persistent identifiers (e.g., DOIs), and prohibitions on de-tagging and re-upload to
non-authorised repositories.

11.3. Other definitions necessary for operational certainty interalia

“‘Competent National Authority (CNA)” — the national authority designated to implement
PABS, authorise participation in the WHO Laboratory Network, and liaise with WHO.

“‘Data Access Agreement (DAA)” — the COP-approved agreement governing access to and
use of PSI, including user identification, traceability, preservation of provenance tags, flow-
down obligations and benefit-sharing.

“Digital Object Identifier (DOI)” — a globally unique persistent identifier assigned to PSI
records to enable interoperable traceability across repositories and registries.



“Cyber-biosecurity” — technical and organisational measures to protect the integrity,
confidentiality and availability of biological data/systems; minimum controls adopted by the
COP.

“Vaccines, therapeutics, and diagnostics for the pathogen causing the pandemic
emergency,” includes repositioned medicines, and related ancillary supplies used for
prevention, preparedness and response

Clarify ‘Participating manufacturer’: include any entity that accesses or benefits from PABS
inputs, directly or indirectly (affiliates, CROs/CMOs, licensees) involved in research,
development or manufacturing VTDs, to close the “voluntary” loophole.

1.4. Scope of the PABS system

The scope of the PABS system covers PPP and their PABS Materials and sequence
information as defined above.

PABS Materials and PSI are governed under the PABS system for the specific purposes set
out in the standard agreements SMTA/DAA, i.e. for pandemic prevention, preparedness and
response. Access is conditional on execution of the applicable SMTA/DAA with flow-down
to affiliates, contractors, CROs/CMOs and downstream recipients (“no access without
obligations”), and on compliance with first deposition, traceability and transparency
requirements. Minimum benefit-sharing floors (real-time set-asides and revenue-linked
contributions) apply as provided elsewhere in this submission. For any purposes beyond
PABS or outside the specified scope, national laws and regulations of the Provider Party
shall apply.

lll. Access to PABS Materials and Sequence Information
lll.1. Transfer of PABS Materials with and within WHO Lab Network
lll.1.1. Events Triggering Transfers

Nationally authorised laboratory within the WHO Lab Network may share PABS Materials
with the WHO Lab Network, with immediate notification to the Provider CNA and the WHO
Secretariat, based on its risk assessment of a disease causing pathogen as to whether such
pathogen is of pandemic potential as defined.

I11.1.2. Legally Binding Obligations applicable to transfer of PABS Materials with and within
WHO Lab Network and Benefit-Sharing (signing of WHO-Lab Network SMTA required once)

The transfer of PABS Materials to a laboratory within the WHO Lab Network is subject to
the standard WHO-Lab SMTA terms and conditions accepted upon enrolment and as
updated by the COP/WHO. Execution of the WHO-Lab SMTA (and, where PSI access is
sought, the DAA) is a pre-condition to access and applies with flow-down to affiliates,
contractors, CROs/CMOs and any downstream recipients.

Compliance of the WHO Lab Network with the SMTA shall be monitored by the Director-
General. In the event of non-compliance with the SMTA and the relevant ToR, appropriate
action will be taken, including suspension or revocation of the WHO designation from the
laboratory.



The WHO-Lab SMTA shall contain legally binding provisions including the following:

= compliance with the tasks and activities set out in the laboratory ToR; uses beyond the
ToR are prohibited and the national laws of the Provider Country shall apply in such
cases.

= benefit-sharing appropriate to laboratory functions, including non-monetary benefits
(e.g., access to results, reference materials, training and technology packages) for
Provider Countries, and cooperation to enable downstream monetary benefit-sharing
where commercialisation occurs through the PABS Equity Fund.

= clarity that any further sharing of PABS Materials within the Network is subject to the
same terms and conditions as applicable to WHO Lab Network and recorded in the
tracking system described below.

= commitment not to share PABS Materials outside of the Network, unless the prospective
recipient has signed the applicable material transfer agreement and, where PSI access
is sought, the DAA; no onward transfer without flow-down of obligations.

= commitment to share sequence information only through the WHO PSI Repository with
first deposition in that repository; agreement to comply with the Data Access Agreement
(DAA) (see element 111.3), including preservation of provenance tags, prohibition of de-
tagging and re-upload to non-authorised databases, and use of persistent identifiers
(e.g., DOls) for traceability.

= commitments with regard to intellectual property i.e. that there will be no IP claims on the
shared materials, or on any other modified forms or uses of the materials as well as any
of the outcomes

= commitment to record the receipt and any onward transfer of the PABS Materials in a
tracking mechanism to be established. The tracking system shall use persistent
identifiers and audit logs, and be interoperable with WHO-brokered connectors to
external registries, as applicable.

= to abide by any additional requirements of the PABS system, including WHO cyber-
biosecurity and biosafety standards, reporting obligations and audit rights as adopted by
the COP.

I1l.2. Transfer of PABS Materials to entities outside the Network

[11.2.1. All prospective recipients (persons/entities) seeking access to PABS Materials,
including for research and/or for development, manufacture, authorisation or supply of
vaccines, therapeutics and diagnostics (VTDs) shall execute a WHO Standard Material
Transfer Agreement (SMTA) approved by the COP as a pre-condition to access (“no access
without obligations”). The SMTA flows down to affiliates, contractors, CROs/CMOs,
collaborators and sublicensees. Obligations cover handling and use of PABS Materials and
PSI, traceability, transparency and benefit-sharing arising from sharing/utilisation of PABS
inputs.

The Standard Template for the Material Transfer Agreement shall, at a minimum,contain
legally binding provisions on:

= permitted specific uses of PABS Materials and PSI. These uses shall be only for
pandemic prevention, preparedness and response (PPR) purposes. Uses beyond the
SMTA scope require prior written authorisation by the Provider Country (via CNA) and
compliance with national law, ethics and privacy requirements;

= prohibition of onward transfer outside the PABS system without mandatory flow-down:
no transfer to partners, collaborators, CROs/CMOs or any third party unless such party



is registered and has executed the applicable SMTA (and, where applicable, DAA); all
onward transfers are recorded in the COP-mandated tracking system;

= commitment to generate and share PSI with first deposition in the WHO PSI Repository,
with controlled mirroring only under WHO contracts; compliance with the DAA,
preservation of provenance tags, use of persistent identifiers (e.g., DOIs), and a
prohibition on de-tagging or re-upload to non-authorised repositories;

= commitments with regard to intellectual property i.e. that there will be no IP claims on the
shared materials, or on any other modified forms or uses of the materials as well as on
any of the outcomes.

= biosafety, biosecurity and cyber-biosecurity: prohibition/regulation of research of concern
(e.g., enhanced PPP/GoF/DURC) consistent with WHO guidance and national law; prior
review/authorisation where applicable; adherence to COP-adopted technical standards.

» Benefit Sharing obligations of the participating manufacturer:

(i) Annual Monetary contributions to the PABS Equity Fund calculated on global revenues
from PABS-enabled products/services: [XX%] during a PHEIC/Pandemic and [YY %] inter-
pandemic, as defined in the Revenue Calculation Annex;

(i) 20% or more set aside of real-time production for WHO allocation by public-health need
(with at least 10% donation and the balance at affordable prices) during pandemic
emergency, with delivery commencing <30 days after WHO EUL or first national
authorisation;

(iii) 15% or more set aside of real time production for WHO allocation by public-health need
(with at least half as donation and the balance at affordable prices) during PHIEC, with
delivery commencing < 30 days after WHO EUL or first national authorisation

(iv) Supply to WHO stockpiles and outbreak response on request; WHO may arrange and,
where appropriate, cover shipment and last-mile logistics for deliveries to developing
countries;

(v) Pandemic emergency and PHEIC set-asides may be updated consistent with Article 12
and COP decisions; floors may be raised by COP but not lowered;

(vi) Licence to WHO (worldwide, non-exclusive, royalty-free) with sub-licensing to
developing countries manufacturers covering background/foreground IP, regulatory data
waivers/sharing, cell lines/seeds, process parameters and tacit know-how; time-bound
transfers (30-day package; 60—-90-day on-site support);

» Benefit Sharing obligations of all other recipients

(i) Annual Monetary contributions: where revenues arise from PABS-enabled services/tools,
apply the inter-pandemic rate above; otherwise, provide non-monetary benefits (reference
materials, training, method transfer, data/tools) as specified by COP;

(i) Other fit-for-purpose benefits according to recipient type (e.g., sharing validated methods,
QC panels, analytics scripts), as well as cooperation to enable downstream monetary
benefit-sharing where commercialisation later occurs;

= Other contractual terms including duration of the agreement, termination, dispute
resolution etc.; transparency (publication of SMTA; public dashboards on PABS usage,



benefit sharing, deliveries and contributions); monitoring and implementation, consistent
with national law and COP-adopted policies.

lll.3. Access to PABS Sequence Information

l.3.1. User Registration and Data Access Agreement (DAA) signed as a part of
Registration, as a pre-condition to access.

WHO PSI Repository and other authorised databases/repositories provide access only to
users with verified identities, who have registered and have signed the DAA, as part of
registration. Access is non-discriminatory but conditional on eligibility, user identification,
and acceptance of COP-approved terms (including flow-down to affiliates, contractors,
CROs/CMOs and downstream recipients), and on compliance with minimum cyber-
biosecurity controls and audit requirements.

11.3.2. The DAA is legally binding between WHO and each PSI user and commits users to
at least the following terms:

= PSI may be used only for specified PPR purposes; any other use requires prior written
authorisation of the Provider Country (via CNA/NFP) and compliance with applicable
national law, ethics and privacy protections.

= commitments with regard to intellectual property i.e. that no IP to be claimed on the
sequence information in any form and use as well as on the outcomes of the research
activities.

= Dbiosafety, biosecurity and cyber-biosecurity requirements, including
prohibition/regulation of research of concern (e.g., enhanced PPP/GoF/DURC)
consistent with WHO guidance and national law; prior review/authorisation where
applicable.

= commitment with regard to persistent unique identifiers including the use of persistent
identifiers (e.g., DOIs), preservation of provenance metadata/tags, and a prohibition on
removal or alteration of such identifiers;

= no onward sharing of PSI with any person or entity that has not executed a DAA and
been registered by WHO; all onward access is recorded in repository audit logs;

= commitment not to upload PSI to non-authorised repositories and not to re-upload
mirrored PSI; interoperability with external registries (e.g., IP, regulatory and clinical-trial)
shall occur only via WHO-brokered connectors that preserve PABS tagging and
obligations;

lll.4. Benefit Sharing obligations of the participating manufacturer, accessing PSI:
(i) Annual Monetary contributions to the PABS Equity Fund based on global revenues from
PABS-enabled products/services: [XX%] during a PHEIC/Pandemic and [YY%] inter-

pandemic, as defined in the Revenue Calculation Annex;

(i) 20% or more set aside of real-time production for WHO allocation by public-health need
(with at least 10% donation and the balance at affordable prices), during pandemic



emergencies, with delivery commencing <30 days after WHO EUL or first national
authorisation;

(iii) 15% or more set aside of real-time production for WHO allocation by public-health need
(with at least half as donation and the balance at affordable prices) during PHIEC, with
delivery commencing < 30 days after WHO EUL or first national authorisation

(iv) Supply to WHO stockpiles and outbreak response on request; WHO may arrange and,
where appropriate, cover shipment and last-mile logistics for deliveries to developing
countries;

(v) Pandemic emergency set-asides may be updated consistent with Article 12 and COP
decisions; floors may be raised by COP but not lowered;

(vi) Licence to WHO (worldwide, non-exclusive, royalty-free) with sub-licensing to
designated developing countries manufacturers covering background/foreground IP,
regulatory data waivers/sharing, cell lines/seeds, process parameters and tacit know-how;
time-bound transfers (30-day package; 60—90-day on-site support);

1ll.5. Benefit Sharing obligations of all other persons/entities accessing PSI:

(i) Annual Monetary contributions: where revenues arise from PABS-enabled services/tools,
apply the inter-pandemic rate above; otherwise, provide non-monetary benefits (reference
materials, training, method transfer, data/tools) as specified by COP;

(i) Other fit-for-purpose benefits according to recipient type (e.g., sharing validated methods,
QC panels, analytics scripts), as well as cooperation to enable downstream monetary
benefit-sharing where commercialisation later occurs;

= Other contractual terms including duration, termination, dispute resolution, transparency
(publication of DAA; public dashboards on PSI use, monitoring and implementation,
consistent with national law and COP-adopted policies

IV. Fair and Equitable Sharing of Benefits

IV.1. All recipients of PABS Materials and/or PSI that generate revenue (directly or indirectly)
from PABS-enabled products or services shall contribute annual monetary benefit-sharing
to the PABS Equity Fund, calculated on global revenues in accordance with a COP-adopted
Revenue Calculation Annex. Rates shall be [XX%] during a PHEIC/Pandemic and [YY %]
inter-pandemic, as applicable. Recipients shall report revenues to WHO (with audit-light
verification).

IV.2. All recipients shall provide non-monetary benefits appropriate to their role, in addition
to monetary contributions. Manufacturers accessing PABS Materials and/or PSI shall, as a
condition of the SMTA/DAA, provide at minimum: (a) set-asides of real-time pandemic
emergencies and PHEICs; (b) support to WHO stockpiles and outbreak response; (c)
licences to WHO with sub-licensing to designated developing countries manufacturers,
including transfer of cell lines/seeds, regulatory data, process parameters and tacit know-
how with time-bound milestones; and (d) training, method transfer and access to reference
standards/QC panels. Non-manufacturing recipients (e.g., academic labs, repositories,
service providers) shall provide fit-for-purpose non-monetary benefits (e.g., validated
methods, analytics scripts, data tools, training) and cooperate to enable downstream




monetary benefit-sharing where later commercialisation occurs. All obligations flow down to
affiliates, contractors, CROs/CMOs and sublicensees and are recorded in COP-mandated
tracking systems.

IV.3. The distribution and use of monetary and non-monetary benefits shall occur under
COP direction, administered by the WHO Secretariat. The COP establishes allocation
principles prioritising public-health needs with particular attention to developing countries,
regional balance and surge capacity.

IV.4. PABS Compliance should be taken into account when Parties promote or incentivize
R&D activities or manufacturing.

V. Accountability

The governance chain—from COP to the WHO Secretariat, and Advisory Group, to
providers, repositories, laboratories and participating manufacturers—shall be established
and published, including roles, reporting lines and escalation paths.

Any issues of non-performance of obligations, and infringements of rights, should be
addressed promptly through various dispute settlement processes, including negotiations,
mediations and arbitration. Pending disputes settlement processes should not hinder the
delivery of committed VTDs during the time of outbreaks or emergencies.

VI. Transparency

Mechanisms are established to ensure full transparency in the functioning of the PABS
system. This includes for:

= recording all transfers of PABS Materials as well as clinical specimens;

= identifying and making available the list of registered users of PABS Sequence Information;

= making available all signed SMTAs especially with entities outside the WHO Lab Network

= making available all information with respect to benefit sharing received.



