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Submission of Text Proposal on the Annex on Pathogen Access and 
Benefits-Sharing (PABS Annex) of the WHO Pandemic Agreement 

 
Submitted by: Government of Malaysia 

Date: [ 10 August 2025 ] 
 

Note: this submission presents elements as requested, however it is without prejudice 
to any additional proposals on elements or textual suggestions as the discussion 
progresses. 
 

SECTION 1: OBJECTIVE, SCOPE, AND USE OF TERMS 

Article 1: Objective 
 
To establish a safe, transparent and accountable multilateral WHO Pathogen Access 
and Benefit Sharing System pursuant to Article 12 of the Pandemic Agreement. 
 
Article 2: Scope  
 
The Annex applies to the rapid and timely sharing of “materials and sequence 
information on pathogens with pandemic potential” (hereinafter “PABS Materials and 
Sequence Information”) and, on an equal footing, the rapid, timely, fair and equitable 
sharing of benefits arising from the sharing and/or utilization of PABS Materials and 
Sequence Information. 
 
Article 3: Use of Terms 
 
For the purposes of the Annex: 
 

a. “Competent National Authorities (CNAs)” are government ministries, 
agencies, or other entities formally designated by each State, in accordance 
with its national laws and regulations, to exercise regulatory, supervisory, and 
enforcement functions with respect to the implementation of this Annex. CNAs 
shall be responsible for granting necessary authorizations, overseeing 
compliance with biosafety, biosecurity, and benefit-sharing requirements, 
coordinating with the National Focal Point (NFP) and the WHO, and ensuring 
that all activities involving PABS Materials and Sequence Information within 
their jurisdiction are conducted in conformity with this Annex, applicable 
international obligations, and domestic legal frameworks. 

 
b. “Cybersecurity” refers to [placeholder]  

 
c. “Cyberbiosecurity” refers to [placeholder]  



 

2 
 

d. “Data Access Agreements (DAAs)” refer to legally binding or standardized 
contractual instruments) from all users of database intending to access PABS 
Sequence Information established under the PABS System to govern the 
access, use, sharing, and management of PABS Sequence Information 
provided by Member States, laboratories, or other authorized entities. DAAs set 
out the rights, obligations, and conditions for recipients, including safeguards 
for data security, confidentiality, integrity, availability, and conditions relating to 
intellectual property; obligations to ensure rapid and transparent sharing of 
results; and mechanisms for equitable benefit-sharing.  
 

e. “Digital Object Identifiers (DOIs)” are unique, persistent alphanumeric string 
assigned to a specific digital object, such as a dataset, sequence, publication, 
or other electronic record, which provides a permanent link to its location on the 
internet and enables reliable identification, citation, and tracking of the object 
over time, even if its underlying location or metadata changes. 
 

f. “National Focal Point (NFPs)” are entities designated by each Provider State, 
in accordance with national laws and/or domestic laws, policies and regulations, 
to act as the primary authority responsible for authorizing, coordinating, and 
monitoring the release, transfer, and reporting of PABS Materials and 
Sequence Information. NFPs shall serve as the official liaison between the 
Provider State, WHO, and other relevant stakeholders, ensuring that all 
transfers and uses of PABS Materials and Sequence Information are conducted 
in compliance with the provisions of this Annex, applicable international 
obligations, and national legal requirements. 
 

g. “Pathogen Access and Benefit Sharing System” refers to [placeholder] 
 

h. “Pathogens with pandemic potential” is any pathogen that is novel (not yet 
characterized) or known (including a variant of a known pathogen), is highly 
transmissible human to human and can cause a pandemic emergency as 
defined in the IHR. 
 

i. “PABS Materials and Sequence Information” 
 

i. “PABS Materials” refers to live isolates of pathogens with pandemic 
potential, and parts thereof, modified pathogens, and any other materials 
derived from, generated or prepared using the PABS Materials. 
 

ii. “PABS Sequence Information” shall include genetic, genomic, and 
proteomic data, including full or partial sequences, annotations, synthetic 
data, and digital sequence information (DSI), necessary for scientific 
utility.  
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j. “Participating manufacturer” means public or private entities including 
academic institutions, government owned or government subsidized entities, 
non-profit organizations or commercial entities that develop and/or produce 
vaccines, therapeutics and diagnostics for pathogens with pandemic potential 
and has entered into legally binding contracts with WHO for accessing PABS 
Material or Sequence Information. 
 

k. “Standard Material Transfer Agreements (SMTAs)” are standardized, 
legally binding contracts adopted under the PABS System to regulate the 
transfer, receipt, and use of Pathogen Materials (including clinical specimens, 
isolates, and derivatives) between providing entities (such as Member States, 
laboratories, or biorepositories) and receiving parties (including manufacturers, 
research institutions, or public health agencies). SMTAs specify the rights and 
obligations of all parties, including conditions for use, restrictions on onward 
transfer, intellectual property considerations, requirements for transparency, 
and benefit-sharing commitments (monetary and non-monetary).  

 
SECTION 2 – MODALITIES, TERMS AND CONDITIONS ON ACCESS TO PABS 
SYSTEM AND BENEFIT SHARING 

  

Article 4: Access to PABS System 
 
1. Access to the PABS System shall be governed by Standard Material Transfer 
Agreements (SMTAs) and Data Access Agreements (DAAs). These agreements 
ensure traceability, transparency, biosafety and biosecurity, legal certainty, 
compliance with national laws and/or domestics laws and policies, and fair and 
equitable benefit-sharing. All access shall be guided by the principles of Prior Informed 
Consent (PIC) and Mutually Agreed Terms (MAT) to respect national sovereignty and 
ensure fairness.  Signed SMTAs and DAAs imply PIC and MAT with respect to specific 
resources covered under PABS System for PABS purposes specified in those 
agreements. For PIC and MAT for any other use beyond those specified purposes, 
the recipients have to approach provider country’s competent national authority. 

2. Each State Party shall designate National Focal Point (NFP) or other competent 
national authorities, as appropriate, to authorize the release and facilitate the transfer 
of PABS Materials and Sequence Information in accordance with the provisions of this 
Annex. Each State Party shall conduct risk assessment prior to any sharing of PABS 
Materials and Sequence Information. 

3. Access to PABS System shall be subject to the following structure, whereby: 

a. Nationally authorized laboratories forming a network coordinated by WHO 
to provide and access PABS Materials after signing SMTA1.  
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b. Entities/Persons outside this network of national authorized laboratories 
may seek access to PABS materials by signing an SMTA2 with WHO. Such 
SMTAs should specify PABS Materials, purposes and benefits arising 
therefrom.  

c. Access to WHO sequence database shall be available to all registered 
users, on a non-discriminatory basis subject to acceptance of DAA. 

4.       WHO Collaborating Centres and designated National Reference Laboratories 
within a WHO coordinated laboratory network for sharing PABS Material and 
Sequence Information shall serve as the primary hubs for the receipt, storage, and 
redistribution of such materials. Sequence Information shall be deposited, managed, 
and disseminated exclusively through a WHO database, which shall maintain secure, 
transparent, and auditable systems for access and use, ensuring that such sharing is 
conducted in a manner that is consistent with the PABS system and traceable. 
 
5. Only authorised national laboratories that agrees to accept the Terms of 
Reference (ToR), shall be authorized to share PABS Materials under this Annex.  
 
6. PABS Sequence Information shall only be deposited in and accessed through 
WHO database, operating under governance rules designed to uphold transparency, 
equity, and the rights of State Parties. Such rules shall include, at a minimum:  

 
a. Mechanisms to protect provider country rights, including acknowledgment 

and tracking of all downstream uses of the Sequence Information;  
 

b. Mandatory user registration and acceptance of legally binding Data Access 
Agreement (DAA), including provisions on benefit-sharing obligations 
arising from the sharing/utilization of the Sequence Information; and 

 
c. Digital traceability through the assignment of persistent identifiers, such as 

Digital Object Identifiers (DOIs), for each uploaded sequence to ensure 
accountability and auditable use. Users should be under an obligation not 
to remove such identifiers.   

 

Article 5: Responsibility of WHO and COP 
 
1. WHO under the guidance and authority of Conference of Parties to the WHO 
Pandemic Agreement shall provide the infrastructure for the PABS System, ensuring 
it is functional, transparent, and accessible to all Parties.  
 
2. WHO shall be responsible for managing and maintaining global registries of 
PABS Materials and Sequence Information; coordinating the collection, allocation, and 
disbursement of monetary and non-monetary benefit-sharing contributions; and 
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overseeing and verifying compliance with Standard Material Transfer Agreements 
(SMTAs), Data Access Agreements (DAAs), and benefit-sharing commitments.  
 
3. WHO shall record and monitor all accesses, transfers and uses of PABS 
Materials and Sequence Information, tracking each item from its source through to 
final use and disposition. Each material sample and data entry shall be assigned a 
unique identifier, such as a barcode or Digital Object Identifier (DOI), to enable full 
traceability.  
 
Article 6: Safe Transfer of PABS Materials 
 
1. All transfers of PABS Materials shall be undertaken in strict compliance with 
biosafety and biosecurity protocols approved by the WHO, utilizing couriers certified 
to handle materials at Biosafety Level 2 or 3, as appropriate. Prior to any transfer, the 
transferring entity shall ensure the use of tamper-proof and secure packaging, and 
maintain a complete chain-of-custody record to guarantee the integrity and traceability 
of the materials. The provider and the WHO Collaborating Centre shall be notified, in 
a timely manner, of the receipt and final disposal of such materials to ensure 
transparency, oversight, and compliance with applicable provisions of this Annex.  
 
2. All parties involved in the transfer, including the sender, transporter, and 
recipient, shall maintain adequate liability coverage to address any incidents, 
accidents, or damages that may arise during the transfer process. 
 
3. WHO should cover the costs of shipment incurred by developing countries. 
 
Article 7: Rapid and Timely Sharing of Benefits 
 
1. Benefits arising from the use of PABS Materials and Sequence Information 
shall be shared without undue delay at three key stages: 
 

a. At the onset of a disease outbreak having potential to become a pandemic 
emergency or Public Health Emergency of International Concern (PHEIC): 
Through the rapid deployment of vaccines, therapeutics, and diagnostics 
(VTD), accompanied by immediate financial and technical support to 
affected developing countries to ensure equitable access and timely 
response as well as licensing for diversification of manufacturing to 
developing countries, to address shortage of supplies;  

 
b. At all times: regular building and management of national, regional or 

international stockpiles, and support for strengthening health systems, 
laboratory capacity and research and development infrastructure, and 
manufacturing readiness, particularly in developing countries; and 
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c. Post-pandemic period: Through sustained financial and other support to be 
identified aimed at building resilient health systems diversifying production 
and replenishing regional and global stockpiles of VTDs. 

 
2. WHO shall coordinate and oversee the establishment of transparent timelines 
and mechanisms to track the provision, allocation, and delivery of such benefits, 
including VTDs, in accordance with this Annex. 
 
3. All recipients of PABS Materials and Sequence Information shall agree to contribute 
to monetary and non-monetary benefits as detailed in the respective SMTAs and 
DAAs they sign, depending upon their type of use of PABS Materials and Sequence 
Information. SMTAs and DAAs should detail out operational aspects of these benefits, 
for instance, set-asides of VTDs to be shared during Pandemic Emergencies and 
PHEICs and triggers for such benefit sharing. 
 
Article 8: Monetary Contributions to the PABS System 
 
1. Monetary contributions to the PABS Fund shall be made by recipients of PABS 
Materials and Sequence Information engaged in generating revenue from the direct 
and indirect use of PABS Materials and Sequence Information, including laboratories, 
institutions, researchers, developers and manufacturers of vaccines, therapeutics, and 
diagnostics (VTDs). They shall commit to provide such contributions by signing 
SMTAs and DAAs. 

 
2. Annual monetary contribution is based on the revenue generated from the 
commercialization of products and services, directly or indirectly, from using the PABS 
system, in accordance with rates and thresholds to be determined and set out in 
implementing arrangements. 
 
3. Funds collected pursuant to this Article shall be allocated, in a transparent and 
equitable manner, based on public health risk and need, with priority to countries most 
severely affected by the pandemic, to developing countries lacking domestic 
manufacturing capacity, and to WHO-coordinated mechanisms for stockpiling, 
logistics, and the equitable global distribution of vaccines, therapeutics, and 
diagnostics (VTDs) and as further determined. 
 
 
Article 9: Non-Monetary Contributions 
 
1. Recipients of PABS Materials and Sequence Information shall, through legally 
binding contracts with WHO, commit to providing non-monetary contributions to 
support equitable access and pandemic preparedness, including: 

 
a. In case they develop/produce VTDs: 
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(i) [x]% of real-time production to WHO to respond to public health 
risks and events. 

(ii) [Y]% of real-time production to WHO during PHEICs. 
(iii) [10+10]% to WHO during pandemic emergencies as per Article 

12. 
(iv) Granting of non-exclusive licenses to developing country 

manufacturers through WHO. 
 

b.  In case of other users: 
(i) building new surveillance technologies – to provide affordable 

access to such technologies;  
(ii) building new prediction softwares in epidemiology – to provide 

affordable access to such softwares;  
(iii) universities that undertake cutting edge research – to provide 

partnerships and researh collaborations etc. 
 
2. Such contributions shall be monitored, enforced, and reported by WHO to 
ensure compliance with the provisions of this Annex and to facilitate equitable benefit-
sharing across all participating States. 
 
Article 10: Facilitation of Manufacture and Export 
 
WHO and Member States shall take all necessary measures to facilitate the timely 
manufacture and global availability of vaccines, therapeutics, and diagnostics (VTDs) 
produced under the PABS System, including measures that will facilitate export 
clearances on faster and priority basis. 
 
Article 11: Allocation and Distribution of VTDs 
 
1. WHO shall determine allocation and distribution of VTDs, under guidance of 
COP, including through the Global Supply Chain and Logistics (GSCL) Network, to 
ensure that donated and purchased VTDs are distributed equitably based on public 
health need. 
 
2. Decisions on the allocation and distribution of VTDs under this Article shall be 
guided by transparent and equitable criteria, including: 

 
a. Epidemiological risk, taking into account the incidence, transmissibility, and 

severity of the pathogen of concern; 
 

b. Economic vulnerability, with particular priority afforded to developing countries 
and other resource-limited or marginalized settings; and 
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c. Proximity to outbreaks and population density in affected or at-risk areas, to 
ensure timely and proportionate allocation based on public health need. 

 
 
SECTION 3: GOVERNANCE OF THE PABS SYSTEM 
 
Article 12: Governance Mechanisms 
 
1. The PABS System shall operate under a multi-tiered governance structure 
designed to ensure transparency, equity, and accountability, comprising the following 
elements: 
  
2. The Conference of the Parties (COP) to the WHO Pandemic Agreement shall 
establish a dedicated PABS Secretariat, which shall be responsible for managing and 
maintaining global registries of PABS Materials and Sequence Information; 
coordinating the collection, allocation, and disbursement of monetary and non-
monetary benefit-sharing contributions; and overseeing and verifying compliance with 
Standard Material Transfer Agreements (SMTAs), Data Access Agreements (DAAs), 
and benefit-sharing commitments. The PABS Secretariat shall exercise its functions 
in full respect of national laws, sovereignty, and applicable international obligations, 
working in partnership with the competent authorities of Provider States. 
 
3. The Conference of the Parties (COP) to the WHO Pandemic Agreement shall 
inter alia approve strategic priorities, operational policies, and budgetary allocations 
for the PABS System; ensure the timely and equitable distribution of vaccines, 
therapeutics, and diagnostics (VTDs) based on public health risk and equity 
considerations; and review and take decisions on the annual PABS implementation 
and performance report prepared by the PABS Secretariat. 
 
4. Day-to-day operations of the PABS System shall be coordinated and 
administered by the WHO, including conducted through WHO-designated 
laboratories, comprising national and regional reference laboratories responsible for 
the receipt, handling, and redistribution of PABS Materials; WHO global databases for 
the secure storage and dissemination of PABS Sequence Information; and distribution 
centres responsible for the storage and delivery of stockpiled or donated vaccines, 
therapeutics, and diagnostics (VTDs). All such operational laboratories shall, as a 
condition of designation and continued participation, comply with internationally 
recognized biosafety and biosecurity standards, transparency requirements, and 
reporting obligations as set forth in this Annex. 
 
5. Under the authority of COP, WHO acting as PABS Secretariat, shall ensure the 
PABS System is functional, transparent, accountable to all Parties. WHO’s role will 
typically include: 
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a. Establish and maintain the central governance and coordination platform for the 
PABS System, including oversight of registries, data standards, and 
compliance mechanisms. 
 

b. Act as the neutral intermediary between Provider (who share PABS Materials 
and Sequence Information) and Recipients (e.g., manufacturers, research 
institutions) to ensure equitable access and benefit-sharing. 
 

c. Develop, host, and maintain the WHO PABS Sequence Information Database 
– a secure, standardized global database for PABS Sequence Information, 
accessible to Parties and registered users that have accepted DAAs. 
 

d. Manage digital registries and traceability systems, including Digital Object 
Identifiers (DOIs) for samples and sequence information, to track material and 
sequence use and enforce benefit-sharing obligations. 
 

e. Provide secure digital platforms for Standard Material Transfer Agreements 
(SMTAs) and Data Access Agreements (DAAs). 
 

f. Coordinate WHO-led global stockpiling and distribution mechanisms for 
vaccines, diagnostics, and therapeutics (VTDs) during pandemic emergency or 
PHEICs and to prevent such occurrences. 
 

g. Support rapid and secure shipment logistics for PABS Materials, especially for 
emergency response and R&D needs. 
 

h. Provide training, infrastructure funding, and technical support to national 
laboratories, sequencing centres, and manufacturing hubs (particularly in 
developing countries). 
 

i. Facilitate technology transfer and local production capacity-building to promote 
equitable access and self-reliance. 
 

6. WHO shall establish and maintain a publicly accessible roster of all 
manufacturers participating in the PABS System. This roster shall include, at a 
minimum: 
 

a. Information on each manufacturer’s production capacity for vaccines, 
therapeutics, and diagnostics (VTDs); 
 

b. Details of their monetary and in-kind contributions, including dose donations 
and licensing arrangements; and 
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c. Records of their compliance with the obligations set forth in this Annex, 
including adherence to benefit-sharing, licensing, and reporting requirements. 
 

7. The PABS System shall undergo independent and periodic monitoring and 
evaluation to assess the effectiveness and functionality of access and benefit-sharing 
mechanisms, the equity and timeliness of monetary and non-monetary benefit 
delivery, and the compliance of all participating manufacturers, laboratories, and 
databases with the obligations set forth in this Annex. Findings of such evaluations 
shall be compiled in public reports and shared with all WHO Member States to ensure 
transparency, accountability and continuous system improvement. 
 

SMTAs and DAAs 
 

1. Ensure compliance with all applicable biosafety and biosecurity standards, and 
fulfil mandatory reporting obligations, including the notification of the source, 
characteristics, and movements of PABS Materials and Sequence Information,  

 
2. Cooperate fully with WHO, PABS Secretariat and the National Focal Point 

(NFP) to ensure the traceability of PABS Materials and Sequence Information, 
and to facilitate the monitoring, enforcement, including the use of registries, 
digital object identifiers (DOIs), and other mechanisms for tracking and 
verification. 
 

3. Ensure full compliance with cyberbiosecurity standards, and fulfil mandatory 
reporting obligations, including disclosure of utilization, and downstream 
development of PABS Materials and Sequence Information in accordance with 
the procedures established under the PABS System; 
 

4. Cooperate fully with WHO to fulfil all monetary and non-monetary benefit-
sharing requirements as stipulated in Standard Material Transfer Agreements 
(SMTAs), Data Access Agreements (DAAs), or other legally binding 
instruments under the PABS System. 
 

5. Submit summary reports to WHO detailing their use, transfer, and disposition 
of such materials and data as specified in SMTAs and DAA, including reports 
on analysis, risk assessment and other test results. Non-compliance with 
reporting or traceability obligations shall trigger enforcement measures as 
specified under this Annex. 

 
6. Not be used in any activity that may lead to the development, or production of 

biological agents, toxins, weapons, equipment, or means of delivery specified 
in Biological Weapons Convention; 
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7. Acknowledge the contributions of the persons and institutions who submitted 
the PABS Sequence Information as well as the originating laboratories that 
first collected the clinical specimen and isolated the pathogen with pandemic 
potential; 
 

8. Not seek or assert intellectual property over PABS Sequence Information and 
PABS Materials, or parts thereof, in any form, including any modified forms or 
for any use; 
 

9. Share full regulatory data for accelerating regulatory approvals in at risk 
countries. 


