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Abstract  

 The paper analyses the agreement on pandemic prevention, preparedness and 
response promoted by the World Health Organization (WHO) to enable countries around the 
globe to strengthen national, regional and global capacities and resilience to future 
pandemics. The global agreement was presented for consideration by the 77th World Health 
Assembly (WHA) on May 2024 and then approved by the following 78th WHA on 20th May 
2025. The instrument was negotiated by WHO countries to better protect people, communities 
and countries against future pandemics, bearing in mind that COVID-19 showed that no 
government or institution can address the threat of future pandemics alone. So, its content is 
examined analyzing its strengths and weaknesses in a critical way. Then its impact on the 
existing WHO system is enlightened, putting it in relation with the already existing 
instruments. Finally, bearing in mind that the European Union Council adopted on 3 March 
2022, a decision to authorise the opening of negotiations for an international agreement on 
pandemic and actively participated in the following process, the emerging relationship 
between the WHO and the European Union legal frameworks is taken into account too. Final 
remarks enlighten the main challenges and perspectives related to the implementation of the 
new treaty. 
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1. Introduction  
 
The World Health Organization (WHO) promoted an agreement on pandemic 

prevention, preparedness and response to enable countries around the globe to 
strengthen national, regional and global capacities and resilience to future pandemics.  
It is rooted in the WHO constitution, since COVID-19 showed that no government or 
institution alone can address the threat of future pandemics.2 

 
1 Valeria Eboli - professor of international law, Italian Naval Academy and University of Pisa, Italy, 
eboli.valeria@ddp.unipi.it. 
2 Grogan, Joelle, and Alice Donald, eds. Routledge Handbook of Law and the COVID-19 Pandemic. 
Abingdon, Oxon: Routledge, 2022. 
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Between 29 November and 1 December 2021, the World Health Assembly 
(WHA) met in a special session to discuss the proposal and the way forward. This was 
the second ever special session of its kind in the history of the Assembly.3 In 
December 2021, the World Health Assembly established an Intergovernmental 
Negotiating Body (INB) to draft and negotiate such convention.4 

This became meant to “kickstart a worldwide process”5 to draft and negotiate 
a revolutionary device below the WHO Constitution.  

The Zero Draft of the treaty6, referred to as the Zero Draft of WHO CA+, 
became posted on 1 February 2023, and mentioned on the Intergovernmental 
Negotiating Body's fourth assembly among 27 February 2023 and 3 March 2023.7  

The following public version of the negotiating textual content was posted on 
22 April 20248. In May 2024 the proposed global agreement was presented for 
consideration by the 77th World Health Assembly, but the negotiations failed to reach 
a conclusion.9 

States agreed to continue discussing the next steps for negotiations, with the 
aim of agreeing the timing, format and process to conclude the pandemic agreement. 

On the 14th of February 2025, the Government of the United States of 
America communicated the WHO its decision to withdraw from the 
intergovernmental process.10 So the thirteenth meeting of the INB was held from 17–

 
3 For a full record of the Session and the decisions adopted, see: WHO, World Health Assembly Second 
Special Session, 29 November – 1 December 2021, WHO Doc WHASS2/2021/REC/1.   
4 WHO, World Health Assembly Second Special Session, 29 November – 1 December 2021, WHO Doc 
WHASS2/2021/REC/1, Decision SSA2(5) The World Together: Establishment of an intergovernmental 
negotiating body to strengthen pandemic prevention, preparedness and response, p. 20-21.   
5 WHO Press Release, World Health Assembly agrees to launch process to develop historic global accord 
on pandemic prevention, preparedness and response, 1 December 2021.   
6 https://apps.who.int/gb/inb/pdf_files/inb4/A_INB4_3-en.pdf, accessed on 1.09.2025. 
7 The INB has had several documents relating to the substantive content of the proposed Treaty including 
a Working Draft, from the INB’s second meeting in July 2022, as an initial basis for discussions, a 
Conceptual Zero Draft, from the INB’s third meeting in November 2022, to act as a bridge between the 
Working Draft and a future Zero Draft of the proposed Treaty, a Zero Draft of the proposed treaty, 
known currently as “WHO CA+”, a new proposed negotiating text was ready for discussion at the INB’s 
seventh meeting in December 2023, a further revised draft of the negotiating text was available on 13 
March 2024. See WHO INB, Working draft, presented on the basis of progress achieved, for the 
consideration of the Intergovernmental Negotiating Body at its second meeting, A/INB/2/3, 13 July 
2023;  WHO INB, Conceptual zero draft for the consideration of the Intergovernmental Negotiating 
Body at its third meeting, A/INB/3/3, 25 November 2023;  WHO INB, Zero draft of the WHO CA+ for 
the consideration of the Intergovernmental Negotiating Body at its fourth meeting, A/INB/4/3, 1 
February 2023;  WHO INB, Proposal for negotiating text of the WHO Pandemic Agreement, A/INB/7/3, 
30 October 2023;  WHO INB, Revised draft of the negotiating text of the WHO Pandemic Agreement, 
A/INB/9/3, 13 March 2024.   
8 WHO INB, Proposal for the WHO Pandemic Agreement, A/INB/9/3 Rev.1, 22 April 2024, https://apps. 
who.int/gb/inb/pdf_files/inb9/A_inb9_3Rev1-en.pdf 
9 Villarreal, Pedro A, Aeyal Gross, and Alexandra Phelan. “The Proposed Pandemic Agreement: A 
Pivotal Moment for Global Health Law.” The Journal of Law, Medicine & Ethics: A Journal of the 
American Society of Law, Medicine & Ethics 53, no. S1 (2025): 55–58. https://doi.org/10.1017/jme.20 
25.22. 
10 Berman Ayelet and Dewi Kantiana Indira, The Pandemic Agreement: A Milestone in Global Health, 
but Will it Work? EJIL Talks June 12, 2025, https://www.ejiltalk.org/the-pandemic-agreement-a-mi 



541                                                 Juridical Tribune – Review of Comparative and International Law 
 
21 February 2025, in the aftermath of such decision.11 

Then, the agreement itself was adopted in May 2025 and now it is pending 
further negotiations on its annexes, including one on Pathogen Access and Benefit 
Sharing, the so called PABS Annex.  

Before entering into force, it will need to be ratified by at least 60 countries 
and only afterwards it can become legally binding. 

After some introductory remarks concerning the agreement and its content, 
the article will focus on the pathogen access and benefit sharing system (PABS), that 
proved to be one of the most controversial issues during the negotiations and is still 
discussed in the framework of the ongoing negotiations for the PABS Annex. It will 
be explored in comparison with the already existing legal regime as provided by the 
Convention on biodiversity and its additional 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 study is conducted taking into account the debates around the issue, even 
if this in-depth study is one of the first ones on such subject matter, due to its novelty. 

Finally, a critical outlook on the specific elements of the new legal regime on 
PABS proposed in the negotiations of the pandemic agreement and its Annex will be 
provided. 

 
 2. The Pandemic Agreement 
 
 2.1. Aims 

 
 Some of the substantive provisions and content of the treaty were set forth in 

the Zero Draft. Then, the parties continued to negotiate on issues such as the 
definition, means, and procedure for declaring a pandemic, and what this actually 
means in practice for states, the key international principles to inspire the treaty, such 
as equity, solidarity, transparency, human rights, sovereignty, accountability and 
more. 

Core points are how the treaty would work alongside the International Health 
Regulations and how to achieve equity in the global supply chain for pandemic-
related products, and access to relevant technologies.12  

Additionally, strengthening the resilience and responsiveness of health 
systems, as well as the coordination and cooperation between states and the WHO in 
pandemic preparedness and response, are also important topics. The financing of 
pandemic preparedness and response projects is another key area of concern. They 
include, for example, improving global co-operation to enhance alert systems, data-

 
lestone-in-global-health-but-will-it-work/. 
11 https://www.who.int/director-general/speeches/detail/who-director-general-s-opening-remarks-at-the-t 
hirteenth-meeting-of-the-intergovernmental-negotiating-body-on-a-who-pandemic-agreement-17-februa 
ry-2025, accessed on 1.09.2025. 
12 Pavone, Ilja Richard. Global Pandemics and International Law: An Analysis in the Age of Covid-19. 
Abingdon, Oxon: Routledge, Taylor & Francis Group, 2024. 
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sharing, studies and local, local and international manufacturing and distribution of 
scientific and public fitness counter-measures consisting of vaccines, medicines, 
diagnostics and private shielding equipment. 

The negotiations were focused also on the set up of an eventual new 
Governing Body for the treaty, consisting of a Conference of the Parties (COP).  

In October 2021, the Working Group on Strengthening WHO Preparedness 
for and  reaction to Health Emergencies (WGPR) posted a '0 draft' report  outlining an 
evaluation of the blessings of a brand new WHO convention, settlement or different 
global tool on pandemic preparedness and reaction, for consideration by the World 
Health Assembly.13 Such Report, among other things, suggested that the new treaty 
could enhance the One Health approach, and strengthen health systems and their 
resilience.14 

During the negotiations, one of the key issues was article 12 on access and 
benefit sharing and in fact it became one of the most significant provisions of the 
agreement from both a policy and legal perspective.15 

 
 2.2. The Negotiations  

 
The works of the Intergovernmental Negotiating Body (INB) for an 

agreement on pandemics to fill other gaps that emerged during the last pandemic, 
including how to ensure equitable access to vaccines and medicines, are a part a more 
comprehensive plan to identify and repel the future pathogens that threaten our 
societies.16 

Other multilateral and national actions complementing them are the Revisions 
to the International Health Regulations (IHR) and the search for a strong political 
commitment from the international community on the pandemic prevention, 
preparedness and response (PPRP).17 

Until the entry into force of the pandemic agreement, the International Health 
Regulations 2005 are the only legally binding global agreement governing health 
emergencies. A “Working Group to amend the IHR” (WGIHR) was set up and the 
States parties proposed more than 300 amendments as part of this process.18   

 
13 Flood, Colleen M., Y.Y. Brandon Chen, Raywat Deonandan, Bassam Halabi, Sam F. Halabi, and 
Sophie Thériault, eds. Pandemics, Public Health, and the Regulation of Borders: Lessons from Covid-19. 
Abingdon, Oxon [UK]: Routledge, 2024. 
14 Villarreal, Pedro A. “Expanding the Core Foundations of Global Health Law through a Pandemic 
Agreement.” The Journal of Law, Medicine & Ethics: A Journal of the American Society of Law, 
Medicine & Ethics, 2025, 1–4. https://doi.org/10.1017/jme.2025.10151. 
15 See below. 
16 McMahon, Aisling M. “Intellectual Property Rights and Global Access to Health Technologies during 
Pandemics: Reflecting on Vaccine Nationalism, COVID-19 & the WHO Pandemic Agreement 
Negotiations — the Need for Collective Action and Institutional Change.” Journal of Law, Medicine & 
Ethics, 2025, 1–17. https://doi.org/10.1017/jme.2025.10149. 
17 Klafki, Anika. “Post-Pandemic Reform Discussions in International Health Law: The Reform of the 
International Health Regulations and the New WHO Pandemic Agreement Proposal.” European Journal 
of Risk Regulation 16, no. 2 (2025): 744–52. https://doi.org/10.1017/err.2024.79. 
18 https://cdn.who.int/media/docs/default-source/international-health-regulations/terms-of-reference_ihr-
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They were subject to a review by an hoc Review Committee, according to the 
related agreed terms of reference.  

It proposed technical recommendations also in relation to a Reference 
Document produced by the WHO itself and containing a list of the proposed 
amendments.19  

Then another relevant instrument is the political declaration on pandemics, 
that was adopted by the United Nations General Assembly at the end of September 
2023.20 It is dense but lacks any legal commitment. The only concrete action it 
commits to is the convening of a new high-level meeting on pandemics in 2026. The 
text contains no figures or funding targets for global and national health spending to 
prevent and prepare for pandemics. Earlier proposals for the UN to create an 
independent monitoring body to assess member states' compliance with the pandemic 
treaty have been dropped. The declaration also calls on countries to commit to 
removing trade barriers and strengthening medical supply chains ‘particularly during 
pandemics and other health emergencies’, and to support ‘technology transfer centres 
and intellectual property sharing mechanisms’. This lack of concrete commitments in 
the draft declaration may reflect a half-hearted sentiment expressed within the UN 
General Assembly that the real action on pandemic preparedness is in the hands of the 
WHO.  

All these initiatives focus on equity, early warning and the financing of 
international health security.21 Together, these three processes are supposed to define 
a comprehensive framework do deal with future pandemic emergencies in an efficient 
manner to better secure global health. 

 
 2.3. The Text of the New Treaty: Weaks and Strengths 

 
Among the different aspects of interest of the new agreement, of particular 

importance is the strengthening of existing mechanisms for the prevention of health 
crises, which have proved insufficient to prevent the spread of COVID-19.22 

As mentioned above, the current normative text of reference is represented by 
the International Health Regulations, adopted in 2005 by the World Health Assembly, 
the deliberative body of the WHO. It is based first and foremost on the assumption 
that it is not possible to prevent the outbreak of infectious diseases, but that it is 

 
amendments-rc_for-web_rev-221024.pdf?sfvrsn=4b549603_12, accessed on 1.09.2025. 
19 https://apps.who.int/gb/wgihr/pdf_files/wgihr2/A_WGIHR2_Reference_document-en.pdf, accessed on 
1.09.2025. 
20 Political Declaration of the United Nations General Assembly High-level Meeting on Pandemic 
Prevention, Preparedness and Response, final text as of 1 September 2023, https://www.un.org/pga/77/ 
wp-content/uploads/sites/105/2023/09/PPPR-Final-Text.pdf. 
21 Rehfuess, Eva A, Lisa Pfadenhauer, Monika Nothacker, and Brigitte Strahwald. “Using the WHO-
INTEGRATE Framework to Develop a COVID-19 Guideline for Schools, Germany.” Bulletin of the 
World Health Organization 102, no. 10 (2024): 742–48. https://doi.org/10.2471/BLT.24.291550. 
22 Cohen, I. Glenn, Abbe R. Gluck, Katherine L. Kraschel, and Carmel Shachar, eds. COVID-19 and the 
Law: Disruption, Impact and Legacy. Cambridge, United Kingdom: Cambridge University Press, 2024. 
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possible (and necessary) to prevent their spread beyond national borders.23 So, the 
current international mechanisms of epidemiological risk management focus, among 
other aspects, on the obligation of states to detect and communicate the occurrence, 
within their territory, of extraordinary events that could constitute a threat to global 
public health and thus require an internationally coordinated health response.24 

This conception of epidemic phenomena as acts of God (i.e. natural events 
completely beyond the sphere of control of human beings) therefore determines the 
absence, in the current regulatory system, of state obligations of prevention even with 
respect to risk situations in which, according to the relevant scientific literature, 
human action could well prevent the emergence of new infectious diseases. 

Specifically, reference is made to the so-called spill-over hypothesis,25 in 
which the transmission of a certain infectious agent occurs between different animal 
species as a result of prolonged contact between the natural hosts of this pathogen, in 
whose organism it survives naturally without causing significant damage, and the 
members of a different species, with particular attention to the human one, which 
could instead be affected by exposure to this pathogen. 

It is therefore evident in the relevant literature that the emergence of these 
new infections is closely linked to the anthropic exploitation of natural ecosystems, 
leading to continued contact with wild animal species that could ‘host’ infectious 
agents potentially harmful to humans. 

In this perspective, the new pandemic agreement radically innovates the 
structure underlying the current International Health Regulations, encouraging not 
only the containment, but above all the prevention of health crises that could result 
from spill-over hypotheses.26 

First and foremost, it affirms the centrality of the One Health approach, 
meaning an integrated regulatory perspective that, aware of the interrelationship 
between global public health and ecosystem protection, ‘mobilises multiple sectors, 
disciplines and communities at varying levels of society to work together to foster 
well-being and tackle threats to health and ecosystems, while addressing the collective 
need for clean water, energy, safe food, taking action on climate change, and 
contributing to sustainable development. (Art. 1(1)(d) of the agreement).     

In the light of this changed perspective, the States' surveillance and prevention 
obligations are consequently reinforced, requiring the Parties to take action to identify 
and characterise, also by means of genetic sequencing, the pathogens with the greatest 
risk potential, and then to adopt the necessary measures to manage the resulting threat 
(Art. 4(4)(a)). Measures are also required to regulate situations of persistent contact 
between the population, their domestic animals and wildlife, and to encourage the 

 
23 Flood, Colleen M., Y. Y. Brandon Chen, Raywat Deonandan, Sam F. Halabi, and Sophie Thériault, 
eds. Pandemics, Public Health, and the Regulation of Borders: Lessons from COVID-19. London: 
Routledge Taylor & Francis Group, 2024. https://hdl.loc.gov/loc.gdc/gdcebookspublic.2023047571. 
24 Kettemann, Matthias C., and Konrad Lachmayer, eds. Pandemocracy in Europe: Power, Parliaments 
and People in Times of COVID-19. Oxford: Hart, 2022. 
25 See articles 5-7 of the International Health Regulations. 
26 Egger, Clara, Raul Magni-Berton, and Eugénie de Saint-Phalle, eds. Covid-19 Containment Policies in 
Europe. Cham: Palgrave Macmillan, 2024. https://doi.org/10.1007/978-3-031-52096-9. 
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adoption of good hygienic and sanitary practices, even in isolated and hard-to-reach 
areas (Articles 5(3) and 4(4)(b)).27 

The preventive obligations placed on states also extend to risk situations not 
attributable to the spill-over phenomenon: the agreement imposes, for example, a duty 
to reinforce bio-safety measures applicable to biological laboratories in order to avoid 
the accidental release of pathogens into the surrounding environment (thus, Art. 
4(4)(f)).28 

Although the adoption of a new regulatory paradigm appears to be more 
effective in preventing the emergence of threats to global health, it should 
nevertheless be noted that it was the subject of conflicting views. 

To give just one example, during the negotiations emerging countries 
complained about an unequal distribution of responsibilities between states, arguing 
that, bearing in mind the unequal development in different countries in the promotion 
of health and control of diseases, especially communicable diseases, parties holding 
more capacities and resources should undergo a commensurate degree of 
differentiated responsibility regarding global pandemic prevention, preparedness, 
response and recovery. 

In the face of this position, just the different degrees of freedom of action of 
the contracting states with regard to the prevention and management of health crises 
were recognised. The agreement also enshrined the operation of the principle of 
solidarity, which, declined with reference to the implementation of the One Health 
approach, takes the form of a duty of financial and technological assistance with 
respect to developing states. 

 
 3. The Pathogen Access and Benefit Sharing (PABS) System  

 
Reports suggest that the main contentious issues in negotiations were over the 

Pathogen Access and Benefit Sharing System (PABS), i.e. the sharing of pandemic-
related health products through donations or affordable pricing for emerging 
countries, and the corresponding sharing of pathogen data. Neither the negotiated text, 
nor the amendments to the IHR envisaged any kind of transfer of powers or 
sovereignty to the WHO on these matters.  

In fact, after the approval of the final text on 20 May 25,29 the World Health 
Assembly established an Intergovernmental Working Group (IGWG) to draft and 

 
27 See also Bassareo, Pier Paolo, Maria Rosaria Melis, Silvia Marras, and Giuseppe Calcaterra. “Learning 
from the Past in the COVID-19 Era: Rediscovery of Quarantine, Previous Pandemics, Origin of Hospitals 
and National Healthcare Systems, and Ethics in Medicine.” Postgraduate Medical Journal 96, no. 1140 
(2020): 633–38. https://doi.org/10.1136/postgradmedj-2020-138370. 
28 Phelan, Alexandra L, Stefania Negri, and Marlies Hesselman. “Environmental Health: Towards 
Synthesis in Global Law and Governance.” The Journal of Law, Medicine & Ethics: A Journal of the 
American Society of Law, Medicine & Ethics 53, no. S1 (2025): 41–45. https://doi.org/10.1017/jme.202 
5.10. 
29 World Health Organization, Seventy-eighth World Health Assembly, Agenda item 16.2, WHA78.1 20 
May 2025, WHO Pandemic Agreement, https://apps.who.int/gb/ebwha/pdf_files/WHA78/A78_R1-en. 
pdf, accessed on 1.09.2025. 
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negotiate a Pathogen Access and Benefit Sharing system (PABS)30. The result of this 
process is supposed to be submitted to the World Health Assembly of 2026. 

 After the adoption of the PABS Annex, the WHO Pandemic Agreement will 
be open for signature and consideration of ratification. 

The PABS was one of the main litigious issues during the negotiations, with 
representatives of the pharmaceutical industry opposing “a transactional approach” to 
states sharing access to pathogen data on one hand, and states gaining access to health 
products on the other. 

 So, the IGWG will be also in charge of setting up a Coordinating Financial 
Mechanism for pandemic prevention, preparedness and response, to “enhance, 
facilitate, and work to remove barriers and ensure equitable, timely, rapid, safe, and 
affordable access to pandemic-related health products for countries in need during 
public health emergencies of international concern, including pandemic emergencies, 
and for prevention of such emergencies.”31 

 In this framework, pharmaceutical manufacturers will play a key role in 
equitable and timely access to pandemic-related health products by rapidly making 
them available to WHO when a pandemic emergency outbreaks, with particular 
attention to the needs of developing countries. 

The final text of Article 12 of the treaty32 was hugely modified during the 
 

30 Ibidem, p. 3, point 9. 
31 Ibidem 
32 “Article 12 Pathogen Access and Benefit-Sharing System:  
1. Recognizing the sovereign right of States over their biological resources and the importance of 
collective action to mitigate public health risks, and underscoring the importance of promoting 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 for public health purposes, the Parties hereby establish a multilateral system for 
safe, transparent, and accountable access and benefit-sharing for PABS Materials and Sequence 
Information, the “WHO Pathogen Access and Benefit-Sharing System” (hereinafter the “PABS 
System”), to be developed pursuant to paragraph 2 of this Article.  
2. The provisions governing the PABS System, including definitions of pathogens with pandemic 
potential and PABS Materials and Sequence Information, modalities, legal nature, terms and conditions, 
and operational dimensions, shall be developed and agreed in an instrument in accordance with Chapter 
III (hereinafter the “PABS Instrument”) as an annex. The PABS Instrument shall also define the terms 
for the administration and coordination of the PABS System by the World Health Organization. For the 
purposes of the coordination and operation of the PABS System, the World Health Organization shall 
collaborate with relevant international organizations and relevant stakeholders. All elements of the PABS 
System shall come into operation simultaneously in accordance with the terms of the PABS Instrument.  
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.  
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 
(hereinafter the “Nagoya Protocol”), 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.  
5. The PABS Instrument referred to in paragraph 2 of this Article, shall contain provisions regarding, 
inter alia, the following:  
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(a) the rapid and timely sharing of PABS Materials and Sequence Information and, on an equal footing, 
the rapid, timely, fair and equitable sharing of benefits, 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;  
(b) modalities, terms and conditions on access and benefit sharing that provide legal certainty;  
(c) implementation in a manner to strengthen, facilitate and accelerate research and innovation, as well as 
the fair and equitable sharing and distribution of benefits;  
(d) development and implementation in a manner:  
(i) complementary to, and not duplicative of, the access and benefit sharing measures and obligations of 
the Pandemic Influenza Preparedness Framework and other relevant international access and benefit 
sharing instruments, where applicable; and  
(ii) to ensure that each Party reviews and, as it deems appropriate, aligns its national and/or regional 
access and benefit sharing measures applicable to PABS Materials and Sequence Information within the 
scope of the PABS Instrument, so that measures that are contrary to, or inconsistent with, or duplicative 
of, the PABS Instrument will not be applied upon entry into operation of all elements of the PABS 
System.  
(e) implementation consistent with applicable international law and with applicable national and/or 
domestic law, regulations and standards related to risk assessment, biosafety, biosecurity and export 
control of pathogens, and data protection; and  
(f) implementation in a manner to facilitate the manufacture and export of vaccines, therapeutics and 
diagnostics for pathogens covered by the PABS Instrument.  
6. The PABS System, as set out in the Annex referred to in paragraph 2 of this Article, shall provide, 
inter alia, that in the event of a pandemic emergency, as determined in accordance with Article 12 of the 
International Health Regulations (2005): (a) 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; and  
(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 Global Supply Chain 
and Logistics 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 (2005), 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 the World 
Health Organization.  
8. The PABS Instrument shall also include additional benefit sharing provisions to be set out in legally 
binding contracts signed with the World Health Organization, including options for:  
(a) Capacity-building and technical assistance;  
(b) research and development cooperation;  
(c) facilitating rapid access to available vaccines, therapeutics and diagnostics with a view to responding 
to public health risks and events in the context of Article 13.3 of the International Health Regulations 
(2005);  
(d) the granting of non-exclusive licences to manufacturers in developing countries, for the effective 
production and delivery of vaccines, therapeutics and diagnostics; and  
(e) other forms of transfer of technology as mutually agreed,16 including transfer of relevant knowledge, 
skills and technical expertise.  
9. This Article is without prejudice to consideration of other elements for the effective operationalization 
of the PABS System in a fair, transparent, accountable and equitable manner.” 
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negotiations and is different33 compared to that of the draft of April 2024.34  
 

33 Ashleigh Furlong, “Why the world’s first pandemic treaty may never happen”, Politico, 3 January 
2024. IFPMA, “WHO Intergovernmental Negotiating Body (INB) intersessional briefing on “Access and 
benefit sharing”, 22 March 2023; See also, IFPMA and others, “Delivering equitable access in 
pandemics: Biopharmaceutical industry commitments”, 11 March 2024.   
34 “Article 12. Access and benefit-sharing: 
1. A multilateral access and benefit-sharing system for pathogens with pandemic potential, the WHO 
Pathogen Access and Benefit-Sharing System (PABS System), is hereby established to ensure the rapid, 
systematic and timely sharing of PABS material and information for, inter alia, public health risk 
assessment and, on an equal footing, timely, effective, predictable and equitable access to pandemic-
related health products and other benefits, both monetary and non-monetary, arising from such sharing. 
The PABS System shall be coordinated and convened by WHO.  
2. The PABS System shall have the following foundations:  
(a) the commitment of Parties to share, on an equal footing, PABS material and information and the 
benefits arising therefrom, considering these as equally important parts of the collective action for global 
public health;  
(b) its implementation in a manner to strengthen, expedite and not stifle research and innovation;  
(c) its implementation in a manner to ensure mutual complementarity with the Pandemic Influenza 
Preparedness Framework;  
(d) its implementation in accordance with applicable biosafety, biosecurity and data protection standards;  
(e) the development of a robust, inclusive, transparent, Member State-led and science-based governance, 
review and accountability mechanism(s);  
(f) not seeking to obtain intellectual property rights on PABS material and information; and  
(g) its implementation in a manner to be consistent with, and not to run counter to, the objectives of the 
Convention on Biological Diversity and its Nagoya Protocol on Access to Genetic Resources and the Fair 
and Equitable Sharing of Benefits Arising from their Utilization with a view to providing legal certainty 
to PABS System providers and users, and with the aim of the recognition of the PABS System as a 
specialized international access and benefit-sharing instrument within the meaning of paragraph 4 of 
Article 4 of the Nagoya Protocol.  
3. The PABS System shall have, at a minimum, the following components and elements:  
(a) the rapid, systematic and timely sharing of PABS material and information and all relevant 
information, in accordance with modalities, terms and conditions to be determined and agreed; and  
(b) the fair, equitable and timely sharing of benefits, both monetary and non-monetary, arising from 
access to PABS material and information, in accordance with modalities, terms and conditions to be 
determined and agreed, which shall include, at a minimum, the following: (i) in the event of a pandemic, 
real-time access by WHO to 20% (10% as a donation and 10% at affordable prices to WHO) of the 
production of safe, efficacious and effective pandemic-related health products; and  
(ii) annual monetary contributions from PABS System users shall be administered by WHO, based on 
modalities, terms and conditions to be defined, as per paragraph 6 of this Article; and  
(c) a mechanism to ensure the fair and equitable allocation and distribution of the pandemic-related 
health products stipulated in paragraph 3(b) of this Article shall be developed, taking into account public 
health risks, needs and demand, as per paragraph 6 of this Article.  
4. The PABS System will also have additional benefit-sharing options, which may include:  
(a) voluntary non-monetary contributions, such as capacity-building activities, scientific and research 
collaborations, non-exclusive licensing agreements, arrangements for the transfer of technology and 
know-how of relevant diagnostics, therapeutics or vaccines in line with Article 11, tiered-pricing or other 
cost-related arrangements, such as no loss/no profit loss arrangements, for the purchase of pandemic-
related health products during public health emergencies of international concern or pandemics; and  
(b) encouraging laboratories in the WHO-coordinated laboratory network to actively seek the 
participation of scientists from developing countries in scientific projects associated with research on 
PABS material and information.  
5. Each Party that has manufacturing facilities that produce pandemic-related health products in its 
jurisdiction shall take all necessary steps to facilitate the export of such products, in accordance with 
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The Article 12 sets forth the main principles which the PABS has to be 
inspired by.  

In particular different provisions shall regulate the use of PABS Materials and 
Sequence Information. The PABS System shall be safe, accountable and transparent, 
providing for traceability measures and open access to data. The new PABS system 
shall be consistent with, and not interfere with the Nagoya Protocol. In any case, the 
new system will not create obligations for non-Parties thereto.   

The PABS Annex will regulate the speedy sharing of PABS Materials and 
Sequence Information and, the related benefits, both monetary and non-monetary, 
including vaccines. The facilitation and acceleration of research and innovation, as 
well as the fair and equitable sharing and distribution of benefits shall be envisaged. A 
proper coordination with the access and benefit sharing measures and obligations of 
the Pandemic Influenza Preparedness Framework and other relevant international 
access and benefit sharing instruments will be ensured too. 

 
 3.1. Background  

 
In order to better understand such issue, a brief introduction on the current 

regime is necessary to set the scene.  
Pathogen agents can be either embedded in biological samples or circulate 

separately. In the latter case they can circulate as materials or be sequenced, so that 
the related data only are shared.  

In this regard there is need to make reference to the legal framework provided 
by the WHO Regulation on pandemic influenza preparedness (PIP) and, for the legal 
regime of pathogens, the Convention on Biodiversity (CBD) and its additional 
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 of 
2010.35 

Every time a new disease, a virus disease, outbreaks, biological sample and 
pathogen sharing begins, in order to face a global pandemic, to analyse them to find a 
suitable therapy such as a new vaccine.36 

The virus is usually isolated in a laboratory and then shared with other 
laboratories, usually located abroad, in other States. 

The pathogen agent may be still incorporated into a tissue specimen/ 
biological sample or isolated or even sequenced (it means that it is translated into a 

 
timetables to be agreed between WHO and the relevant manufacturers.  
6. The modalities, terms and conditions, and operational dimensions of the PABS System shall be further 
defined in a legally binding instrument that will be operational no later than 31 May 2026.”  
Text available at https://www.politico.eu/article/pandemic-treaty-negotiations-countries-risking-failure-
covid-who-sharing-mechanism/ 
35 Morgera, Elisa, Elsa Tsioumani, and Matthias Buck. Unraveling the Nagoya Protocol: A Commentary 
on the Nagoya Protocol on Access and Benefit-Sharing to the Convention on Biological Diversity. 
Leiden: Brill, 2014. 
36 Robinson, Daniel F. Biodiversity, Access and Benefit-Sharing: Global Case Studies. Milton Park, 
Abingdon, Oxon: Routledge, 2015. 
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formula and no material samples are transferred).37 
In 2011 the WHO’s Pandemic Influenza Preparedness Framework (PIP 

Framework) was introduced, aimed at securing access to influenza viruses from 
around the world and impact a fairer distribution of vaccines and other advantages 
related to using pandemic influenza samples.  

Infectious disease outbreaks produce clinical data, that is useful in 
understanding and improving public health surveillance. Second, collection of 
samples provides sequence data for humans and viruses, which are useful in the 
development of diagnostics, and medical interventions. Finally, the use of 
experimental interventions in outbreaks provides information functional to the 
production of vaccines and therapeutics. 

 The WHO claims all the aforementioned benefits should be shared, to help in 
responding to an outbreak. It notes that every researcher has the fundamental moral 
obligation to share preliminary results regarding samples, the Guidance requires 
individuals and organizations involved in the long-term storage of samples to engage 
communities in dialogue about the storage, transfer, and sharing of those specimens 
for later use. Finally, the WHO states that existing international guidelines on research 
ethics, mandate that individuals and communities participating in research should 
have access to any benefits that result from their participation.  

The samples have considerable value to researchers worried in developing 
new vaccines and medicines. 

So, it is important to assess who is the owner of such samples and who is 
eventually entitled to any benefit deriving from their use.38 

When the pathogen is incorporated in a biological sample, a human tissue 
under a legal point of view, it can be qualified as a part of the human body. It does not 
contain only the pathogen agent but also the genetic information of the human being 
from which it has been extracted. Therefore, such biological samples can be 
considered as special goods, because, beyond their material dimension, they 
intrinsically contain sensitive data of the donor, whose amount grows in step with the 
scientific progress and the capacity to individuate and extract them. So, such bio 
samples have also an informational dimension, with the related data protection issue 
as well. 

First of all, how far the concept of ownership is applicable? In this regards 
there are claims from both individuals and States. 

Individuals may claim the protection of some individual rights when it is 
incorporated in their human tissues, because of the rights on parts of their own body, 
deemed both as material elements and as informational elements due to genetic data 

 
37 Verkley, Gerard, Giancarlo Perrone, Mery Piña, Amber Hartman Scholz, Jörg Overmann, Aurora 
Zuzuarregui, Iolanda Perugini, et al. “New ECCO Model Documents for Material Deposit and Transfer 
Agreements in Compliance with the Nagoya Protocol.” FEMS Microbiology Letters 367, no. 5 (2020). 
https://doi.org/10.1093/femsle/fnaa044. 
38 Kjaerum, Morten, Martha F. Davis, and Amanda Lyons, eds. COVID-19 and Human Rights. 
Abingdon, Oxon: Routledge, 2021. https://www.vlebooks.com/vleweb/product/openreader?id=none&isb 
n=9781000411515; McQuigg, Ronagh J. A. The European Convention on Human Rights and the 
COVID-19 Pandemic. Abingdon, Oxon: Routledge, Taylor & Francis Group, 2024. 
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contained therein, as explained above.39 

States may claim some rights as well and in fact they did so on several 
occasions40. If pathogen agents are not incorporated in a biological sample and are 
separate entities, individual rights are not at stake, but there may be some collective 
rights of communities or States if they are classified as genetic resources41.  

According to Article 2 of the Convention on biodiversity (CBD)42 “Genetic 
resources" means genetic material of actual or potential value.43 

The term encompasses all living organisms (plants, animals and microbes) 
that embed genetic material potentially valuable to humans.  

Genetic resources are a subset of biological resources.44 
They may be in situ, i.e. sourced from natural environments or ex situ, i.e. 

human-made collections (e.g. botanical gardens, gene banks, seed banks and 
microbial culture collections or biobanks45) or in silico, i.e. those sequenced (just a 
formula). 

Regarding the use of pathogens, the skinny legal framework includes the 
Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing 
of Benefits Arising from their Utilization, additional to the Convention on Biological 
Diversity of 199346. 

The objective of Nagoya Protocol (art.1) is the fair and equitable sharing of 
the benefits arising from the utilization of genetic resources, and contributing to the 

 
39 Eboli, Valeria. The New Ethical and Legal Frontiers in the Use and Storage of Human Tissues for 
Research. Roma: Aracne, 2013. 
40 See below. 
41 See below. 
42 Convention on Biological Diversity, adopted 5 June 1992, entered into force 29 December 1993, 
U.N.T.S.  vol. 1760 No. 30619. 
43 Text available at https://www.cbd.int/kb/record/article/6872?RecordType=article, accessed on 1.09. 
2025. 
44 Oberthür, Sebastian, and G. Kristin Rosendal, eds. Global Governance of Genetic Resources: Access 
and Benefit Sharing after the Nagoya Protocol. Milton Park, Abingdon, Oxon: Routledge, 2014. 
45 In some cases, the biological samples are stored in the so called biobanks. A biobank is something 
more complex than an archive, as the tissues stored in it are not just stored but can also be used, under 
certain conditions, in order to get some added value from them (e.g. f research purposes). Different kinds 
of biobanks can be mentioned. They vary widely, depending on the kind of samples stored in them and 
the use to which they are devoted. For instance, there are pathological biobanks, containing samples for 
diagnostic or therapeutic use; judicial biobanks, collecting DNA samples of people to be use to justice 
aims; blood and umbilical cords biobanks, sperm and eggs biobanks, population genetic biobanks. In the 
lens of the lawyer a biological sample is a projection of the personality of the individual, a source of 
regulated sensitive data and the protection of human rights is at stake, even if a paraffin embedded tissue 
appears to the eyes of the operators as just a small good, object of property rights. So, several legal issues 
need to be solved, such as those concerning the consent of the donor to the use of the specimen, the limits 
under which it can be used, the procedures to give one or more samples to a researcher or a research 
institution and the evaluation of the goodness of the research for which they should be used. As far as the 
storage of human tissues for research is concerned, an appropriate regulation is still lacking at both 
international and European Union level.   
46 Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benfits 
Arising from their Utilisation 29 October 2010, entered into force 12 October 2014, U.N.T.S. vol. 1760 
No. 30619. 
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conservation of biological diversity and the sustainable use of its components. 
"Access and Benefit-Sharing" is used to refer to the way in which genetic 

resources or traditional knowledge associated with them is accessed and how the 
benefits that result from their utilisation are shared with the countries and/or 
indigenous and local communities providing them. 

According to Article 6, access to genetic resources for their utilization shall 
be subject to the prior informed consent of the Party providing such resources that is 
the country of origin of such resources or a Party that has acquired the genetic 
resources in accordance with the Convention, unless otherwise determined by that 
Party.47 

This is the principle of prior informed consent which also helps to understand 
who is entitled to provide it and so who is the owner of such resource. 

In the view of some countries, pathogens might be deemed as genetic 
resources. 

In the practice, for instance, Indonesia decided not to share Avian influenza 
virus (H5N1) samples with WHO for risk assessment (e.g., surveillance) or risk 
management (e.g., vaccine development) purposes. In addition to exploiting basic 
principles of international law, Indonesia exploited precedents in other areas to bolster 
its sovereignty claims over the samples48. In particular, Indonesia made reference to 
the international rules developed to address biological diversity. The Convention on 
Biological Diversity (CBD) recognizes that countries have sovereign control of 
biological resources found within their territories.  

It happened in 2007. At that time such Convention was in force, but its 
additional Nagoya Protocol on access and benefit sharing (ABS) for genetic resources 
was not yet into force as it was done in 2010.  

In the view of Indonesia, pathogens had to be classified as biological 
resources extracted from a territory falling within its sovereignty, so that it was 
entitled to get some benefit deriving from their utilization49. 

On the occasion of the outbreak of Ebola of 2014-16, there were some claims 
by States too in relation to the ownership of thousands of Ebola blood samples taken 
from patients during such epidemic in West Africa and then held in secretive 
laboratories around the world. Despite the samples having been taken from thousands 
of Africans, scientists from these patients’ home countries - Sierra Leone, Guinea and 
Liberia - were unable to access them for their own research. 

During the epidemic, more than 269,000 samples were extracted from patients 
for diagnosis, according to the World Health Organization. Many were destroyed but 
thousands were exported abroad, including more than 10,000 to the UK. Some of 
them were stored in the Liberian laboratory before they were shipped abroad (to the 

 
47 Kamau, Evanson C., ed. Global Transformations in the Use of Biodiversity for Research and 
Development: Post Nagoya Protocol Implementation amid Unresolved and Arising Issues. Cham, 
Switzerland: Springer, 2022. https://doi.org/10.1007/978-3-030-88711-7. 
48 See https://www.who.int/mediacentre/news/releases/2007/pr09/en/, accessed on 1.09.2025. 
49 See Fidler D. P. (2008). Influenza virus samples, international law, and global health 
diplomacy. Emerging infectious diseases,14(1), 88–94. https://doi.org/10.3201/eid1401.070700. 
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United States) in 2016.and all over the world50. 

In the case of the coronavirus outbreak, on 10 January 2020, scientists in 
China publicly uploaded the first genetic sequence of severe acute respiratory 
syndrome–coronavirus 2 (SARS-CoV-2). Two days later, China officially shared the 
viral gene delivery system (GDS) with the WHO51.  

The early availability of GDS enabled laboratories around the world to rapidly 
begin developing diagnostic test kits and launching research into vaccines.52 

Since that time, thousands of SARS-CoV-2 sequences from around the globe 
have been uploaded to online databases such as GenBank and the Global Initiative on 
the Sharing of All Influenza Data (GISAID). These genetic sequences have helped to 
track the spread of SARS-CoV-2, determine which containment strategies have been 
successful, and monitor the emergence of adaptive mutations in the viral genome53. 
Physical samples of SARS-CoV-2 were, however, unavailable until researchers in 
Australia isolated the virus from a traveller from Wuhan on 29 January and sent the 
isolated to the WHO and other laboratories54. 

WHO recommends that States develop special ABS measures for use during 
health emergencies, to support timely and equitable public health responses, including 
treatment.55 This may be deemed as an effort to harmonize, different  legal regimes 
about countries' rights and obligations surrounding sample and GSD sharing, 
potentially affecting pandemic preparedness and response The recognition of 
sovereignty in the CBD and NP, reaffirmed by the WHO PIP Framework, means that 
countries determine how viruses isolated in their country are shared. even without a 
legal obligation to share. 

So, info were shared on the basis of WHO recommendations even if there is 
currently no international legal instrument that can compel countries to share either 
physical pathogen samples or GSD during a public health emergency.56 

 It is hard to induce formal sharing or sanction those countries that choose not 
to. It has also to be remembered that in a health emergency, limiting access to these 
resources on the basis of state sovereignty may be one of the few points of leverage 
available to developing countries hoping to negotiate fair and equitable access to 
benefits from research and development, such as diagnostics, treatments, and 
vaccines.57  

 
50 See https://www.telegraph.co.uk/global-health/science-and-disease/ebolas-lost-blood-row-samples-flo 
wn-africa-big-pharma-set-cash/. 
51 See Michelle Rourke, Mark Eccleston-Turner, Alexandra Phelan, Lawrence Gostin, Policy 
opportunities to enhance sharing for pandemic research, Science, Vol. 368, Issue 6492, 2020: 716-718, 
DOI: 10.1126/science.abb9342. 
52 Kahn, Laura H. Who’s in Charge? : Leadership during Epidemics, Bioterror Attacks, and Other Public 
Health Crises. 1st ed. Santa Barbara: ABC-CLIO, 2023. https://doi.org/10.5040/9798216035497. 
53 See https://science.sciencemag.org/content/368/6492/716?rss%253D1=, accessed on 1.09.2025. 
54 See https://science.sciencemag.org/content/368/6492/716?rss%253D1=, accessed on 1.09.2025. 
55 Reis, Andreas, Martina Schmidhuber, and Andreas Frewer. Pandemics and Ethics: Development -- 
Problems -- Solutions. Berlin, Germany: Springer, 2023. https://doi.org/10.1007/978-3-662-66872-6. 
56 García-Iglesias, Jaime, Maurice Nagington, and Peter Aggleton, eds. Viral Times: Reflections on the 
COVID-19 and HIV Pandemics. London: Routledge Taylor & Francis Group, 2024. 
57 Regaldo, Federico. “Who Is Going to Pay for Causing Pandemics?” Global Jurist 21, no. 1 (2020): 73–
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In fact, on the one hand, there are the health law rules aimed at preventing 
diseases and eventually finding a vaccine. Pathogen sharing is functional to these 
aims. 

On the other hand, other norms make reference to the benefits arising from a 
commercial use of the genetic resources, such as the use that the pharmaceutical 
companies make of pathogens.  

As regards such use, there are also implications arising from the Nagoya 
Protocol which mentions principles of fair and equitable sharing of benefits, making 
reference to the interests of states and indigenous people in this regard58 and also 
mentions in its art. 8 b) that due regard has to be paid to the access to affordable 
treatments by those in need, especially in developing countries. 

So, the research activities of the pharmaceutical companies benefit from the 
access to pathogens granted in the WHO framework on ground of PIP Regulation. 
Nevertheless, they use for commercial purposes such samples. In the recent practice 
up to now, the benefits (the profit) were not shared with the States or the individuals 
or any indigenous people.  

So, several interests are at stake. When pathogen agents are embedded in 
biological samples, individuals’ rights are concerned, a consent process should be 
necessary to use for research purposes samples coming from their bodies and 
potentially containing their sensitive information (e.g. Ebola blood samples).59 

When the pathogen is not embedded it has its own legal status and in this case 
the rights of the States are concerned. 

There are also some claims of the States on grounds of sovereignty on their 
natural resources and namely genetic resources. 

So, several conflicting interests are at stake in this field and patient’s rights, 
State and indigenous peoples’ rights and the potential benefits of the research to 
humanity as a whole need to be balanced. 

 
 3.2. The Challenges Posed by the New Article 12 of the Draft Treaty 

 
Comparing the legal regime set forth in the Nagoya Protocol and the 

suggestions arising from Art. 12 of the pandemic treaty, some considerations can be 
made. 

The described pathogen sharing system arising from the Nagoya Protocol is 
an ad hoc bilateral sharing mechanism. Differently, the new Treaty provides for a 
multilateral PABS System, that ensures, through a legal mechanism fair access to 
vaccines, therapeutics, and diagnostics (VTDs) for low- or middle-income countries 

 
100. https://doi.org/10.1515/gj-2020-0049. 
58 Zheng, Xiaoou. The Complementarity between the Nagoya Protocol and Human Rights: Genetic 
Resources, Traditional Knowledge, and the Rights of Indigenous Peoples and Local Communities. 
Singapore: Springer, 2023. https://doi.org/10.1007/978-981-99-3513-0. 
 
59 Nijar, Gurdial Singh, Sélim Louafi, and Eric W. Welch. “The Implementation of the Nagoya ABS 
Protocol for the Research Sector: Experience and Challenges.” International Environmental Agreements: 
Politics, Law and Economics 17, no. 5 (2016): 607–21. https://doi.org/10.1007/s10784-016-9328-7. 
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(LMICs) in a competitive pharmaceutical marketplace that often excludes them. 
Attention is paid to the allocation of benefits, bearing in mind both the private 
interests of the pharmaceuticals and those of developing countries.  

Details on how the system will effectively work will be provided only in the 
further Annex.  

 It has been noticed that the foreseen system up to now ignores pathogen 
samples and sequence information derived from animals. Such an approach would be 
inconsistent with the overall Pandemic Agreement's One Health principle.60 Then, 
another gap is the lacking reference to "traditional knowledge" held by Indigenous 
peoples and local communities for genetic resources, which instead is emphasized in 
the framework of the Nagoya Protocol. 

 Nevertheless, it seems that the envisaged multilateral system can be deemed 
as preferable to that established by Nagoya if subject to appropriate governance 
arrangements, for multiple reasons.61 

First, it could help reducing transaction costs, delays, and burdens, through 
pre-negotiated standardized template agreements for the transfer of pathogen samples. 
Second, the foreseen establishment of recognized databases in the PABS System 
could support the rapid and timely sharing of pathogen data. Third, a PABS System 
could clarify benefit-sharing obligations. Fourth, a PABS System could facilitate 
greater investment in scientific networks through financial contributions, and capacity 
building. Finally, “a multilateral system would decouple access from benefits-sharing, 
addressing critiques of transactionalism”.62  

A multilateral system would allow the establishment of sharing obligations on 
all Parties; benefits would be shared on a public health needs basis – instead of 
directly to Parties that have shared samples or sequences, so reinforcing the 
underpinning principles of equity and solidarity. 

 
 4. The Relationship Between the WHO and the EU in the Fight Against 
Pandemics 

 
Finally, the emerging relationship between the WHO and the European Union 

is worth mentioning.63 In fact, the European Union Council adopted on 3 March 2022, 
a decision to authorise the opening of negotiations for an international agreement on 
pandemic and actively participated in the following process.  

 
60 Eccleston-Turner Mark, Rourke Michelle, Switzer Stephanie, Fate Unknown: The Pandemic 
Agreement's Pathogen Access and Benefit Sharing. Think Global Health, May 20, 2025, https://www. 
thinkglobalhealth.org/article/fate-unknown-pandemic-agreements-pathogen-access-and-benefit-sharing, 
accessed on 1.09.2025. 
61 Written comment re: implications of access and benefit sharing (abs) commitments/regimes and other 
proposed commitments in the who pandemic agreement Submitted by the Johns Hopkins Center for 
Health Security, https://centerforhealthsecurity.org/sites/default/files/2024-01/pandemic-treaty-rfc-respon 
se12224.pdf. 
62 Ibidem. 
63 Horng, Der-Chin. “The EU’s Vaccine Diplomacy in the WHO.” European Foreign Affairs Review 29, 
no. 1 (2024). 
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After the outbreak of the Covid-19 pandemic, the institutions strengthened 
their mutual cooperation, especially as far as the adoption of a One Health approach is 
concerned. 

In particular, WHO-Europe is an important strategic partner for the EU in 
addressing regional health issues. Diverse forms of collaboration between WHO/ 
Europe are envisaged, such as s political, technical, financial.64 

An agreement was signed on 2 December 2022 between Commissioner Stella 
Kyriakides and WHO Director-General Tedros Adhanom Ghebreyesus65 as part of the 
EU Global Health Strategy of 2022.66 In particular, the partnership aims to establish 
close collaboration in the development, management and implementation of the WHO 
system, drawing on the European Commission's technical expertise in this area.  

The two organisations state that this long-term cooperation is aimed at 
improving health for all on the basis of shared values and principles of transparency 
and openness, inclusion, accountability, data protection and privacy, security, and 
fairness.  

As regards as the new draft treaty, the EU showed a strong interest and is 
actively participating in the process. In particular, as far as the ABS system is 
concerned, its implementation will be challenging for the EU. 

 At the time being, an EU Access and Benefit Sharing (ABS) Regulation67 is in 
force. 

 It implements in the European legal frameworks the principles and obligations 
arising from the Nagoya Protocol on Access to Genetic Resources and the Fair and 
Equitable Sharing of Benefits Arising from Their Utilization of 2010.  

 It establishes a legally binding framework determining how researchers and 
companies can obtain access to the genetic resources for medical research or 
environmental innovation and deals with the ABS issues associated with them.  

 In compliance with the provisions of the relevant international agreements, 
the EU regulation ensures that benefits from genetic resources are shared fairly and 
equitably with the country providing them, bearing in mind the interests of all the 
stakeholders. 

 The adoption of an ABS Annex will require an alignment of the EU 
regulation to them too, in line with the overall intention to set up a legal regime 
consistent with the previously existing provisions of the CBD and the Nagoya 
Protocol. 

 
 
 

 
64 https://ec.europa.eu/newsroom/sante/items/816879/en, accessed on 1.09.2025. 
65 https://ec.europa.eu/commission/presscorner/detail/en/ip_22_7375, accessed on 1.09.2025. 
66 https://health.ec.europa.eu/system/files/2023-10/international_ghs-report-2022_en.pdf, accessed on 1. 
09.2025. 
67 Regulation (EU) No 511/2014 of the European Parliament and of the Council of 16 April 2014 on 
compliance measures for users from the Nagoya Protocol on Access to Genetic Resources and the Fair 
and Equitable Sharing of Benefits Arising from their Utilization in the Union, OJ L 150, 20.5.2014, pp. 
59–71, https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014R0511. 
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5. Final Remarks 
 

The agreement on pandemic prevention, preparedness and response was 
adopted by the World Health Organization (WHO) on 20th May 2025 with the aim to 
enable countries around the globe to strengthen national, regional and global 
capacities and resilience to future pandemics.   

Further negotiations are pending on its annexes, including one on Pathogen 
Access and Benefit Sharing, the so called PABS Annex. It will be opened for 
signature after the approval of such Annex too and will enter into force after the 
ratification of at least 60 countries. 

The agreement is rooted in the WHO Constitution and is complemented by 
other initiatives launched to prepare proper legal instruments to react to future 
pandemic emergencies, including a revision of the International Health Regulations 
and a political commitment from the international community on the pandemic 
prevention, preparedness and response (PPRP). 

The new agreement proposed radically innovates the structure underlying the 
current International Health Regulations, encouraging not only the containment, but 
above all the prevention of health crises that could result from spill-over hypotheses. 
It affirms the centrality of the One Health approach, focusing on the interrelationship 
between global public health and ecosystem protection.  

A core issue is that related to the establishment of a Pathogen Access and 
Benefit Sharing System to allow the sharing of pandemic-related health products 
through donations or affordable pricing for emerging countries, and the corresponding 
sharing of pathogen data, without affecting the sovereignty of the countries on these 
matters. Different interests are at stake. When pathogen agents are embedded in 
biological samples, individuals’ rights are concerned, a consent process should be 
necessary to use for research purposes samples coming from their bodies and 
potentially containing their sensitive information. When the pathogen is not embedded 
it has its own legal status and in this case the rights of the States are concerned. 

The current Article 12 enshrines the main guiding principles to develop in the 
future PABS Annex. It will regulate the use of PABS Materials and Sequence 
Information so that it is safe, accountable and transparent. A speedy sharing of PABS 
Materials and Sequence Information and, the related benefits, both monetary and non-
monetary, including vaccines has to be ensured. At the same time other provision 
should guarantee the facilitation and acceleration of research and innovation, as well 
as the fair and equitable sharing and distribution of benefits. One of the main concerns 
is related to the relationship between such new PABS regime and the obligations 
arising from the Nagoya Protocol.  

In fact, the Nagoya Protocol is an ad hoc bilateral sharing mechanism. 
Differently, the new Treaty provides for a multilateral PABS System, that provides 
for a legal mechanism aimed at ensuring fair access to vaccines, therapeutics, and 
diagnostics for low- or middle-income countries and pays great attention to the 
allocation of benefits. 

It would be suitable to envisage forms of coordination between the two 
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systems since the negotiations of the PABS Annex. In particular, so far, the Pandemic 
agreement doesn’t seem to pay attention to the interests of indigenous peoples in 
relation to their genetic resources nor to their traditional knowledge, differently from 
the Nagoya Protocol. Nevertheless, the set-up of a multilateral PABS system instead 
of a bilateral one cold better ensure fairness and equity. It could also facilitate a 
quicker transfer of pathogen samples.  

Finally, the emerging role of the EU as regards as the pandemic emergencies 
has to be mentioned. The EU enacted a Global Health Policy in 2022 affirming its 
new role and showing a growing interest in being a global actor in the field. So, the 
implementation of the new treaty will be challenging for the EU as well.  

Even if the pandemic agreement is not yet into force and there are still knots 
to solve, especially in relation to the PABS, the adoption of the text marked a 
significant step forward to arrive to a global regulation on pandemic prevention, 
preparedness and response. 
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