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1. Introduction  

The sharing of pathogens is fundamental to global health and has the capacity to 

contribute, inter alia, to enhancing disease surveillance activities necessary for 

global health security, building and bolstering diagnostic capacity, assisting in risk 

assessment, as well as the development of vaccines and treatments such as antivi-

rals. 1 In order for an effective infectious disease response to be realised, however, 

pathogen sharing on its own is not enough. Instead, ‘fair and equitable access to 

diagnostics, vaccines and treatments’ 2 is also required.  

Sharing of pathogens occurs in a number of ways; ‘ad hoc, bilaterally, as the 

need arises, or through existing networks of institutions and researchers.’ 3 The 

World Health Organisation (WHO) is often involved in pathogen sharing, perform-

ing a coordination or support role. 4 The Global Polio Laboratory Network (GPLN), 

coordinated by the WHO, is an example of an existing network through which col-

laborating laboratories share samples of poliomyelitis virus. 5 The GLPN comple-

ments the work of the Global Polio Eradication Initiative (GPEI) launched in 1988, 

which aims to ‘complete the eradication and containment of all wild, vaccine-re-

lated and Sabin polioviruses.’ 6 The global incidence of polio has decreased by 

99.9% since the inception of the GPEI programme.  7 The public health context is 

similar in respect of influenza, for which ‘monitoring the evolution and spread of 

viruses, and responding to outbreaks, is a continuous process, requiring constant 

access to samples of circulating influenza viruses.’ 8 Accordingly, thousands of 

 
 

1 WHO, ‘Implementation of the Nagoya Protocol and Pathogen Sharing: Public Health Implica-
tions – Study by the Secretariat’ available at <www.who.int/un-collaboration/partners/Na-
goya_Full_Study_English.pdf> 6. 

2 ibid.  
3 ibid 5. 
4 ibid 19-20.  
5 ibid 6. 
6 Polio Global Eradication Initiative ‘Our Mission’ <http://polioeradication.org/who-we-are/our-

mission/> accessed 15 January 2019. 
7 ibid. 
8 WHO (n 1) 5.  



 

 

samples are shared each year among collaborating laboratories of the Global Influ-

enza Surveillance and Response System (GISRS), allowing for timely risk assess-

ment as well as the development of measures of risk management such as vac-

cines. 9  

While the sharing of pathogens is clearly important to global health, it is not an 

area without controversy. Recently, particular concern has arisen in respect of the 

sharing of influenza viruses with human pandemic potential and of their benefits, 

including vaccines. 10 This prompted the World Health Assembly to adopt in 2011 

resolution WHA64.5 establishing the Pandemic Influenza Preparedness (PIP) 

Framework. The aim of this Framework is to promote the ‘objective of a fair, trans-

parent, equitable, efficient, and effective system for, on an equal footing: (i) the 

sharing of H5N1 and other influenza viruses with human pandemic potential; and 

(ii) access to vaccines and sharing of other benefits, such as diagnostics and antivi-

rals.’ 11 Accordingly, under the PIP Framework, the sharing of influenza viruses of 

human pandemic potential is balanced with access to vaccines and the sharing of 

other benefits.  

Shortly before the passing of resolution WHA64.5, the Nagoya Protocol on Access 

to Genetic Resources and the Fair and Equitable Sharing of Benefits arising from their 

Utilization (hereinafter the Protocol) was adopted as a supplementary protocol to the 

UN Convention on Biological Diversity (CBD). 12 The Protocol expands upon the ex-

isting provisions of the CBD on access and benefit-sharing (ABS) with its objective 

being to promote the ‘fair and equitable sharing of the benefits arising from the utili-

zation of genetic resources, including by appropriate access to genetic resources and 

by appropriate transfer of relevant technologies.’ 13 While the Nagoya Protocol is si-

lent on whether genetic resources within its scope include those with pathogenic po-

tential, pathogens are considered by at least some commentators to fall within the 

scope of the Protocol. 14 However, the particularities of pathogens are recognized 

within the Protocol, as Parties are required to ‘pay due regard to cases of present or 

imminent emergencies that threaten or damage human, animal or plant health.’ 15 

 
 

9 ibid.  
10 See discussion in section two, below.  
11 World Health Organization (WHO), Pandemic Influenza Preparedness Framework for the Shar-

ing of Influenza Viruses and Access to Vaccines and Other Benefits, WHA64.5, 24 May 2011, 
<http://apps.who.int/iris/bitstream/10665/44796/1/9789241503082_eng.pdf> (hereinafter PIP 
Framework). 

12 Convention on Biological Diversity (CBD) 1992, 1760 UNTS 79. 
13 Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of Benefits 

Arising from Their Utilization 2014, CBD Decision X/1 (2010) (hereinafter Nagoya Protocol), art. 1.  
14 See discussion in Marie Wilke, ‘A Healthy Look at the Nagoya Protocol - Implications for 

Global Health Governance’ in Elisa Morgera, Matthias Buck and Elsa Tsioumani (eds), 2010 Nagoya 
Protocol on Access and Benefit-Sharing in Perspective (Martinus Nijhoff 2013) 132.  

15 Nagoya Protocol, art. 8(b). See also preambular para 17. 



 

  

The WHO PIP Framework is an ABS instrument that aims to put the sharing of 

influenza viruses of human pandemic potential on a par with access to benefits such 

as vaccines. Negotiated at broadly the same time, the ‘negotiation dynamics’ be-

tween the Nagoya Protocol and the PIP were ‘highly interlinked.’ 16 Despite these 

dynamics, however, a recent study by the WHO noted the existence, inter alia, of 

concerns that implementation of the Protocol could result in complexity, high trans-

action costs and potentially limit pathogen sharing. 17 While the WHO study noted 

that the Protocol and the PIP were potentially complementary, it found a lack of 

legal clarity in respect of the relationship of the PIP Framework’s ABS provisions 

with that of the Protocol, with a consequent potential impact upon public health. 18  

Against the above background, this chapter focuses on the relationship between 

the PIP Framework and the Protocol to illustrate the legal issues arising from the 

interaction of different ABS systems. The chapter will also focus on concerns about 

fragmentation of international law, as well as the defensive approach adopted by 

States to prevent the establishment of normative hierarchy, particularly in the area 

of pathogen sharing. While there has been some discussion in the literature about 

the relationship between the Nagoya Protocol and the PIP Framework, much of this 

has sought to determine which instrument should apply in a particular situation. 

Our approach in this chapter is different: we seek to emphasise the potential of the 

principle of mutual supportiveness in international law as a tool to facilitate fruitful 

interactions between overlapping regimes. The legal and conceptual space, as well 

as the practical need, for such mutual supportiveness to guide interaction(s) be-

tween the two regimes at issue stems from the fact that the Nagoya Protocol, to 

borrow from the work of Cass Sunstein, is constructed as an ‘incompletely theo-

rised agreement’ which offers opportunities for learning and experimentation with 

other regimes. Onto this conceptual foundation, we construct a framework for anal-

ysis of the PIP Framework and Nagoya Protocol focused on 1) opportunities for 

mutual learning and 2) experimentation across different international regimes and 

instruments.  

In section two, we will delve further into the legal issues surrounding the rela-

tionship between the PIP Framework and the Nagoya Protocol with a view to dis-

cerning at a more granular level the legal issues arising from the interaction of these 

different ABS systems. In section three, we seek to position the current debate re-

garding the interaction of different ABS systems as one ultimately engaging the 

more fundamental question of how to facilitate effective interactions between re-

gimes with overlapping scope. In this section, we draw from a range of literature, 

including from the realm of political science, as well as from the principle of mutual 

 
 

16 Wilke (n 14) 125. 
17 WHO (n 1) 7.  
18 See generally ibid18.  



 

 

supportiveness in international law. In section four, we identify specific opportuni-

ties for mutual learning and experimentation under the Protocol and the PIP Frame-

work, drawing on the concept of the incompletely theorised agreement to elucidate 

how uncertainties in the interaction between regimes may in fact produce positive 

externalities for ABS regimes that both allow for – but also require – further devel-

opment for their effective operationalization. In section five, we conclude by re-

flecting on the opportunities for mutual learning across these two regimes premised 

on a proactive approach to experimentation in international law, rather than an ex-

clusively defensive focus aimed at preventing normative hierarchy by clarifying the 

applicability of different regimes.  

While our focus is on the relationship between the Protocol and the PIP Frame-

work, our findings are nevertheless relevant for devising ways to manage construc-

tively the interplay between the Nagoya Protocol with other pathogen-sharing 

schemes beyond influenza with pandemic human potential. As we confront a wid-

ening array of new and emerging infectious diseases whose control requires inter-

national collaboration such as MERS-CoV, Zika and new strains of influenza with 

pandemic potential, the world requires maximizing opportunities for collabora-

tively learning how to best address these global issues. 19 

2. Section Two – Legal Background 

In this section, we begin by elucidating upon the legal background to the develop-

ment of both the Nagoya Protocol and the PIP Framework. In so doing, we seek to 

articulate the flexibilities envisaged in the implementation of the Nagoya Protocol, 

highlighting its multi-level structure and the opportunities provided for experimen-

tation by its non-hierarchical construction. Such flexibility could, however, be seen 

as detrimental to legal certainty, a concern which finds expression in recent discus-

sions within the WHO on the (potential) implications for public health of the ABS 

system established by the Protocol. We then go on to provide some necessary ad-

ditional background to the legal structure and underpinning dynamics of the PIP 

Framework. In the last strand of this section, we turn our attention to key aspects 

of the international debate on the interactions between the Protocol and the PIP 

Framework.  

 
 

19 See generally WHO Executive Board, 140th Session, Report of the 2016 PIP Framework Re-
view Group EB140/16 (2016) Annex 1, 14 <http://apps.who.int/gb/eb-
wha/pdf_files/EB140/B140_16-en.pdf>. 



 

  

2.1. The Nagoya Protocol  

The Nagoya Protocol is a significant expansion on the existing provisions of the 

CBD on access and benefit-sharing 20 in respect of genetic resources and traditional 

knowledge associated with such resources. 21 It aims to put into effect the 3rd objec-

tive of the CBD 22 by detailing how to operationalise the provisions of CBD Article 

15 with the aim of further supporting the effective implementation of the ABS pro-

visions of the Convention. 23 CBD Article 15 established in general terms that sov-

ereignty over natural resources extended to a right to regulate access to genetic 

resources: it stipulated that such access should be on mutually agreed terms (MAT) 

and with prior informed consent (PIC) (unless otherwise specified by the country 

concerned), implying a bilateral ABS system between providers and users of ge-

netic resources. These provisions are expanded upon in the Protocol and im-

portantly, they are coupled by specific, innovative obligations to support compli-

ance with the domestic legislation of the Party providing genetic resources, and 

contractual obligations reflected in MAT. The Protocol sets down in Article 6, for 

example, baseline procedural requirements for PIC, as well as minimum specifica-

tions for MAT. 24 In the same vein, Article 5 of the Protocol gives further flesh to 

the meaning of fair and equitable benefit-sharing, clarifying that such benefits may 

be both monetary as well as non-monetary with States directed under Article 5 (5) 

to introduce ‘legislative, administrative or policy measures, as appropriate’ to en-

sure the sharing of benefits upon MAT.  

Article 5 of the Protocol is illustrative of the particular reliance placed on na-

tional legislation to operationalise the Protocol’s “primary mandates”, 25 with 

Young, for example, articulating how the Protocol does not actually create an ABS 

regime, but rather calls for its creation through myriad paths of “implementation” 

 
 

20 Indeed, art. 1 of the CBD sets out that it is aimed, among other things, at the achievement of, 
‘the fair and equitable sharing of benefits arising out of the utilization of genetic resources, including 
by appropriate access to genetic resources and by appropriate transfer of relevant technologies, taking 
into account all rights over those resources and to technologies, and by appropriate funding.’ See also 
art. 8 (j) and art. 15 CBD.  

21 See Elisa Morgera, Matthias Buck and Elsa Tsioumani, ‘Introduction’ in Morgera, Buck and 
Tsioumani (n 14) 1-17.  

22 Nagoya Protocol, 2nd preambular recital, which reiterates the relevant wording of CBD, art. 1. 
23 Nagoya Protocol, 4th and 12th preambular recital.  
24 See discussion in Elisa Morgera, Elsa Tsioumani and Matthias Buck, Unravelling The Nagoya 

Protocol: A Commentary on Access and Benefit–sharing to the Convention on Biological Diversity 
(Brill 2014) 139-169. 

25 Tomme Rosanne Young, ‘An International Cooperation Perspective on the Implementation of 
the Nagoya Protocol’ in Morgera, Buck and Tsioumani (n 14) 451, 462. That is not to say that there 
are not, to use the terminology of Young, ‘international ABS implementation tools’ with, for example, 
the ABS clearing house provided for in art. 14 Nagoya Protocol one such international tool; at 469.  



 

 

and “regime development”. 26 In this regard, Young has opined that the creation of 

a functional ABS regime under the Protocol calls for coordination across different 

levels and functional areas of law. 27 This extends to a requirement for coordination 

across different legal orders and among different actors involved in ABS. 28 In this 

sense, the Protocol’s approach to governance is multi-level rather than hierarchical, 

with possibilities existing for flexibility and learning through implementation do-

mestically and internationally. 29 Such flexibility arguably provides room for exper-

imentation with a number of provisions, such as that on model contract clauses, 30 

allowing a range of actors to contribute to building legal understandings as to their 

operation as well as to their implementation. However, an acknowledged ‘by-prod-

uct’ of flexibility is the challenge(s) this can pose to Parties involved in the Proto-

col’s implementation. 31 We can discern, at least in part, the challenges regarding 

the flexibility in the Protocol’s operation in respect of the relationship between the 

Nagoya Protocol and the PIP Framework. The 2016 Review of the PIP Framework 

noted, for example, that significant overlap existed with respect to the operation of 

the PIP Framework and the Protocol. The PIP Framework Review further noted 

that there was uncertainty as to whether both instruments would potentially apply 

to sharing of influenza virus of human pandemic potential. 32 This could result in 

duplication and potentially slow down virus sharing, with a consequent impact 

upon pandemic preparedness and response. 33 We turn to these challenges in due 

course but before doing so, we delineate in more detail the legal structure and de-

fining features of the PIP Framework. 

2.2. The Pandemic Influenza Preparedness Framework  

The origins of the PIP Framework are traceable to the avian influenza (H5N1) out-

break in 2006, with a growing fear that the virus could successfully transmit among 

humans and start a highly lethal pandemic. 34 Indonesia had shared human samples 

with the network of WHO-coordinated laboratories for risk assessment and risk 

management purposes 35 but in 2007 refused to continue doing so upon discovering 
 
 

26 ibid 457.  
27 ibid 462 - 463 
28 See Morgera, Buck and Tsioumani, ‘Introduction’ (n 21) 10. 
29 ibid.  
30 Nagoya Protocol, art. 19.  
31 See Morgera, Buck and Tsioumani, ‘Introduction’ (n 21) 11. 
32 WHO (n 19) 96. 
33 ibid.  
34 See generally Wilke (n 14) 124.  
35 See generally David Fidler, ‘Influenza Virus Samples, International Law, and Global Health 



 

  

that an Australian pharmaceutical firm had developed a vaccine from one of the 

shared samples. 36 Indonesia also based its refusal to share samples upon the prin-

ciple of sovereignty over genetic resources enshrined in the CBD; in essence, ‘it 

had never consented to the sharing of samples with private companies or to the 

commercial application of the samples … now limiting Indonesia’s access to said 

vaccines … in violation of the principle of sovereignty over genetic resources.’ 37 

The WHO subsequently confirmed that H5N1 samples shared through its Global 

Influenza Surveillance Network (GISN, later renamed GISRS) were modified and 

patents applied for in respect of genetic sequences of these modified samples with-

out Indonesia’s consent. 38 This led to a situation which, in the words of Fidler, 

meant that ‘(d)eveloping countries provided information and virus samples to the 

WHO-operated system; pharmaceutical companies in industrialized countries then 

obtained free access to such samples, exploited them, and patented the resulting 

products, which the developing countries could not afford.’ 39  

Following the controversy, the World Health Assembly in 2007 passed Resolu-

tion WHA60.28 which urged Member States, ‘to continue to support, strengthen 

and improve the WHO Global Influenza Surveillance Network and its procedures 

through the timely sharing of viruses or specimens with WHO Collaborating Cen-

tres, as a foundation of public health, to ensure critical risk assessment and re-

sponse, and to aim to ensure and promote transparent, fair and equitable sharing of 

benefits arising from the generation of information, diagnostics, medicines, vac-

cines and other technologies.’ 40 The WHO Director General was further mandated, 

‘to identify and propose, in close consultation with Member States, frameworks and 

mechanisms that aim to ensure fair and equitable sharing of benefits, in support of 

public health, among all Member States, taking strongly into consideration the spe-

cific needs of developing countries.’ 41 Four years of arduous negotiations resulted 

in the adoption in 2011 of World Health Assembly resolution WHA64.5 and the 

creation of the PIP Framework. As a World Health Assembly Resolution, it is not 

an international agreement in the ‘traditional’ international law sense 42 though it 

clearly has legal effects.  

As articulated in the introduction to this piece, the aim of the Framework is to 

ensure the sharing of biological material (BM) of influenza viruses with human 

 
 

Diplomacy’ (2008) 14 Emerging Infectious Diseases 88. 
36 ibid.  
37 Wilke (n 14) 124.  
38 Fidler (n 35) 88. 
39 ibid.  
40 WHA60.28, 1(1).  
41 ibid 2(1).  
42 On the legal effects of WHA Resolutions, see Gian Luca Burci and Claude-Henry Vignes, 

World Health Organization (Kluwer Law International 2004).  



 

 

pandemic potential (IVPP) on an ‘equal footing’ with access to the benefits arising 

from such sharing. Only IVPP falls within the PIP Framework system to the exclu-

sion of seasonal influenza viruses though there have been discussions on whether 

to expand PIP Framework’s scope accordingly. 43 Under the PIP Framework, Mem-

ber States should share IVPP BM through the GISRS. 44 GISRS functions under 

WHO terms of reference with transfers of PIP BM between GISRS collaborating 

institutions conducted through standard material transfer agreements (SMTA1). 45 

BM of IVPP transferred to recipients outside the system are again regulated by 

standard material transfer agreements negotiated and concluded by the WHO 

(SMTA2). Each SMTA, once executed, constitutes a binding contract. The PIP 

Framework also introduced an Influenza Virus Tracking Mechanism (IVTM) as a 

confidence-building measure, to track transfers of BM within the system. 

Transfers taking place under SMTA1 do not attract benefit-sharing obligations, 

nor can recipients apply for intellectual property rights over materials exchanged 

under the SMTA1. 46 There is no such exclusion for intellectual property rights in 

respect of recipients of PIP BM under SMTA2. However, recipients under an 

SMTA2 must engage in benefit-sharing activities according to a range of options 

annexed to the Agreement and to be agreed upon case-by-case. This can include a 

commitment to provide vaccines and antivirals during an outbreak of pandemic 

influenza. 47 Benefits are not shared on a bilateral basis between provider and re-

cipient, but rather multilaterally through WHO with particular regard to the needs 

of developing countries. As a contract, the terms of SMTA2, including agreed ben-

efit-sharing arrangements, are binding upon the relevant parties. Accordingly, 

while the PIP Framework is itself a soft law instrument, its central innovation from 

a global health perspective 48 is its reliance upon private law contractual instruments 

(SMTAs) to facilitate a central goal of global public health goal in the guise of 

 
 

43 For a note of discussion to bring seasonal influenza under the PIP see WHO (n19), s. 3.2.1. 
Samples of seasonal influenza are shared through the GISRS, which predates (as GISN) the formation 
of the PIP Framework. GISRS is coordinated by the Global Influenza Programme (GIP) although 
there is now close collaboration with the Secretariat of the PIP Framework; see generally Alan J Hay 
and John W McAuley, ‘The WHO Global Influenza Surveillance and Response System (GISRS)-A 
Future Perspective’ (2018) 12 Influenza and Other Respiratory Viruses 551.  

44 PIP Framework, 5.1.1; ‘Member States, through their National Influenza Centres and Other 
authorized laboratories, should in a rapid, systematic and timely manner provide PIP biological ma-
terials from all cases of H5N1 and other influenza viruses with human pandemic potential, as feasible, 
to the WHO Collaborating Centre on Influenza or WHO H5 Reference Laboratory of the originating 
Member State’s choice.’ 

45 PIP Framework, Annex 1. 
46 ibid.  
47 ibid Annex 2.  
48 Lawrence Gostin, Global Health Law (Harvard University Press 2014) 376.  



 

  

pandemic preparedness and response. The goal of global health security is ulti-

mately enshrined in the International Health Regulations, IHR (2005). 49 Not only 

do SMTAs  assist in enrolling the private sector into a normative commitment to 

global health preparedness and response, 50 but they are also an important element 

in achieving the equity envisaged during the negotiations of the PIP Framework. 51 

An additional and indeed innovative form of benefit-sharing established under 

the PIP Framework is the ‘partnership contribution.’ 52 This is unique in the inter-

national ABS landscape and consists of financial contributions from vaccine, diag-

nostic and pharmaceutical manufacturers who use GISRS. The partnership contri-

bution funds pandemic preparedness and response. The sum due is equivalent to 

50% of the running costs of the GISRS which at present is approximately $28 mil-

lion. 53 As articulated by Gostin, international instruments in the sphere of global 

health seldom address private actors, so the approach of the PIP Framework is a 

‘governance innovation’ 54 that has contributed significantly to bolstering prepar-

edness. 55  

2.3. The Relationship between the PIP Framework and the Na-

goya Protocol  

In terms of the relationship between the PIP Framework and the Protocol, 56 while 

a number of proposals were made during the negotiation of the PIP Framework and 

Health Assembly resolution WHA64.5 which, if accepted, would have put the 

Framework either outside the scope of the Nagoya Protocol or have recognised it 

as hierarchically ‘superior’, these were not adopted and hence do not find expres-

sion within the final text of the Framework. 57 However, the regimes are linked both 

 
 

49 World Health Assembly, Revision of the International Health Regulations, WHA58.3, 23 May 
2005, (hereinafter IHR (2005)). 

50 On the enrolment of the private sector into the normative underpinnings of the IHR, see Gearóid 
Ó Cuinn and Stephanie Switzer, ‘Ebola and the Airplane – Securing Mobility through Regime Inter-
actions and Legal Adaptation’ (2019) 32 Leiden Journal of International Law 71. 

51 Gostin (n 48). 
52 PIP Framework, 6.14.3 
53 See at <www.healthpolicy-watch.org/who-report-shows-global-progress-on-influenza-prepar-

edness-response/>. 
54 Gostin (n 48).  
55 See generally <www.healthpolicy-watch.org/who-report-shows-global-progress-on-influenza-

preparedness-response/> 
56 See discussion in Wilke (n 14) 141.  
57 See ibid 143.  



 

 

textually and normatively. Public health is, for example, accorded particular recog-

nition in the preamble to the Protocol which directs Parties to be, ‘[m]indful of the 

International Health Regulations (2005) of the World Health Organisation and the 

importance of ensuring access to human pathogens for public health preparedness 

and response purposes.’ As discussed further below, there are further references to 

health in the Protocol, specifically, ‘present or imminent emergencies that threaten 

or damage human, animal or plant health’ within the text of Article 8 (b) though 

the meaning of such an emergency is not defined. Conversely, the PIP Framework 

recognizes as one of its principles ‘the sovereign right of States over their biological 

resources and the importance of collective action to mitigate public health risks’ 58 

As noted above, in 2016 the WHO Secretariat undertook a study on the impli-

cations of implementation of the Nagoya Protocol for public health. 59 While noting 

positive aspects of the Protocol from its capacity to promote ‘greater trust and more 

equitable sharing of benefits’, the study nevertheless found that there was a lack of 

clarity in respect to the application of the Nagoya Protocol to the sharing of influ-

enza samples – both seasonal and pandemic. 60 The study also noted concerns that, 

depending upon the national legislation adopted by States to implement the Proto-

col, the procedures for bilateral PIC and MAT could prove overwhelming to the 

GISRS system that shares thousands of samples annually. 61 A 2016 PIP Frame-

work Review Group made similar findings, articulating that while the PIP Frame-

work was the result of international negotiations aimed at balancing access with 

benefit-sharing, the Protocol could pose a threat to the PIP Framework. This, in the 

view of the Review Group, was due to the fact that, ‘the implementation of the 

Nagoya Protocol may introduce uncertainty in relation to the sharing of influenza 

viruses, since numerous bilateral transactions could be required to be negotiated, 

which could delay the access to viruses.’ 62  

As a ‘path’ to deal with such uncertainty, the WHO 2016 study proposed three 

ways forward. The first would be to recognize the PIP Framework as a ‘specialized 

international access and benefit-sharing instrument’ within the meaning of Nagoya 

Protocol Article 4 (4). Under this provision, where such an instrument ‘is consistent 

with and does not run counter to the objectives of the CBD and the Nagoya Proto-

col, the Nagoya Protocol does not apply for the Party or Parties to the specialized 

instrument in respect of the specific genetic resources covered by and for the pur-

pose of the specialized instrument.’ 63 In essence, recognition of the PIP Framework 

as a specialised international ABS instrument would exclude the applicability of 

 
 

58 PIP Framework, 1 (11).  
59 WHO (n 1).  
60 ibid 18.  
61 ibid. 
62 WHO (n 19) finding 71.  
63 WHO (n 1) 24. 



 

  

the provisions of the Protocol to IVPP BM shared under the PIP Framework system. 

The 2016 WHO study also recommended that flexibilities in national implementing 

legislation such as those provided for under Article 8 (b) be availed of. Finally, the 

study suggested that use could be made of the space provided in Article 19 of the 

Protocol to develop standard templates for PIC and MAT in respect of pathogen 

sharing. The study suggested that this could be accompanied by codes of conduct 

for access to pathogens and benefit-sharing, as provided for in Article 20 of the 

Protocol.  

In 2016, the second meeting of the Conference of the Parties serving as the 

Meeting of the Parties (COP/MOP 2) to the Nagoya Protocol discussed the WHO 

study with some expressing concern over the initiative taken outside of the Protocol 

to clarify its relationship with the PIP Framework. As a result, Parties requested the 

CBD Secretariat to liaise with WHO, share information on implementation of Ar-

ticle 8(b) of the Protocol, and carry out a study on the criteria and process to identify 

a specialised international ABS instrument within the meaning of Article 4(4) of 

the Protocol. 64 In 2018, COP/MOP 3 considered possible criteria for identifying 

specialized international ABS instruments and requested more time to take a deci-

sion. 65 Arguably, what these decisions reveal is a concern among States regarding 

the creation of hierarchy in international law and a propensity to address unclear 

relationships among different international instruments in a defensive way by 

avoiding the creation of hierarchies and focusing on concerns about which fora 

and/or which conditions determine priority among regimes. Some developing coun-

tries in particular were concerned about missing opportunities to promote fair and 

equitable benefit-sharing in the context of implementation of the Nagoya Protocol, 

due to developments happening in other fora, where they may be in a weaker ne-

gotiating position.  

What is usually not considered in these intergovernmental discussions, however, 

is the opportunity for different regimes to share learning and support experimenta-

tion that can be mutually beneficial in their respective development and implemen-

tation. This is particularly important in the context of international regimes where 

the key concept, in this case, benefit-sharing, gives rise to unsettled questions about 

the achievement of its objectives, notably fairness and equity, as well as effective-

ness. 

An additional element of complexity in the implementation of each regime, as 

well as in their relationship, consists in the unexpectedly rapid development of bi-

otechnology, in particular the increasing ability of laboratories to completely se-

quence the genomic structure of living organisms and turn them into digital files 

 
 

64 CBD/NP/MOP/DEC/2/5 (16 December 2016). See generally Earth Negotiations Bulletin, 
‘Summary of the UN Biodiversity Conference – 2-17 December 2016’ (20 December 2016) 
<http://enb.iisd.org/download/pdf/enb09678e.pdf>, 27-28. 

65 CBD/NP/MOP/DEC/3/14 (30 November 2018).  



 

 

that can be stored and accessed via databanks. Such a technology is referred to as 

‘Genetic Sequence Data’ (GSD) by WHO and ‘Digital Sequence Information’ 

(DSI) in the environmental context: it enables laboratories to reconstruct a pathogen 

using a digital file as a source. This development creates challenges both for the 

implementation of each individual regime, as well as for their interactions, since 

both the PIP Framework and the CBD/Nagoya Protocol are explicitly premised on 

access to biological materials rather than information. Increasing reliance by re-

search institutions and pharmaceutical companies on GSD/DSI to produce vaccines 

and other medical technologies risks side-lining, both legally and politically, the 

bargain achieved by the instruments under consideration. Both WHO and the Meet-

ing of the Parties to the Nagoya Protocol are currently discussing the implications 

of GSD/DSI, in the former case with a view to expanding the PIP Framework’s 

scope to GSD and in the latter to consider whether information can be plausibly 

subsumed within the scope of the Protocol. 66 While this development is of the high-

est importance for the future of ABS and pathogen-sharing, the current transitional 

phase and uncertainty over both legal nature as well as practical consequence have 

led us in this chapter to focus on the sharing of biological materials stricto sensu.  

3. Section Three  

In this section, we present the current debate regarding the interaction of different 

ABS systems as one ultimately engaging the more fundamental question of how to 

facilitate effective interactions between regimes with overlapping scope. 67 We do 

so by exploring the complementary perspectives of regime interaction from inter-

national relations and the principle of mutual supportiveness from general interna-

tional law.  

As articulated above, the Nagoya Protocol establishes the framework for build-

ing an ABS regime but it does not build the regime as such. 68 Further regime de-

velopment through multi-level implementation is required and more broadly, the 

structural foundation of the Protocol mandates coordination across different 

spheres, levels and actors within the Nagoya legal space. 69 In the words of Young, 

‘completion and implementation of any sub-component of a regime, without the 

 
 

66 WHO, ‘Approaches to Seasonal Influenza and Genetic Sequence Data Under the PIP Frame-
work’ (December 2018) <www.who.int/influenza/pip/WHA70108b_Analysis.pdf>. 
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rest of the overall regime may not, in itself, achieve any ABS objective.’ Rather, 

what is required is consideration of how these different elements ‘will interact (to) 

avoid gaps, overlaps, loopholes and other obstacles to effectiveness.’ 70  

Building the Nagoya Protocol regime clearly also implies consideration of how 

it will interact with other (related) regimes in practice, with active efforts required 

to navigate overlaps and governance gaps. Consideration of the interaction between 

the Protocol and the PIP Framework is only one part of the overall jigsaw. Concep-

tualised in this way, we begin to see the overlap and interaction between the Proto-

col and the PIP Framework not only as a legal issue, but rather as one requiring 

management of the inevitable – and indeed ongoing – regime interactions within 

the broader ABS space. 71 These interactions could amount to a ‘regime complex’ 

– a network of ‘partially overlapping and non-hierarchical institutions governing a 

particular issue-area,’ 72 ‘exhibiting overlapping membership, and generat[ing] sub-

stantive, normative or operative interactions recognized as potentially problematic, 

whether or not they are managed effectively.’ 73 Clearly, the governance of ABS 

may be conceptualised as a complex consisting of the Protocol, the CBD and ap-

proximately a dozen international institutions and processes including, inter alia, 

the WHO, as well as the Food and Agricultural Organization of the UN (FAO) with 

its International Treaty on Plant Genetic Resources for Food and Agriculture. 74 The 

CBD and the Protocol are undoubtedly at the centre of this institutional complex, 75 

but within the ABS institutional complex are various sub-complexes that each have 

different dynamics and approaches to interaction. 76  

Navigating these ABS sub-complexes, and indeed, working out proactive tools 

to manage the interactions between them, is a key task within the ABS institutional 

complex. Managing interactions among these sub-complexes requires an approach 

that is by necessity legal, but also goes beyond the law. This is because interaction 
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71 From the IR domain, one of the more commonly used definitions of a regime is ‘a set of implicit 
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73 Amandine Orsini, Jean-Frédéric Morin, and Oran Young, ‘Regime Complexes: A Buzz, a 
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both originates from and is shaped by political decisions. 77 This is a point echoed 

in the International Law Commission’s report on fragmentation, which noted that 

while international law offers the structure for coordination and cooperation, either 

between States or between regimes and institutions, it does not contain clear-cut 

rules through which a global society’s problem would be resolved, so ‘[d]eveloping 

these is a political task.’ 78 Hence, when dealing with overlapping regimes, thinking 

upon how to use law to promote cooperation while at the same time recognising the 

inherently political aspect of this task is vital. Our approach echoes that of recent 

literature on overlapping regimes that has sought to draw attention to the ways in 

which certain legal processes have, ‘created a space for pluralism, and contestation, 

and for the politicization of international law and of the jurisgenerative pro-

cesses.’ 79 

 Interplay management is ‘the conscious efforts by relevant actors or groups to 

address and improve institutional interaction and its effects, usually in pursuit of 

collective objectives as enshrined in the institutions in question.’ 80 Interplay man-

agement can take a number of different forms. It can relate to ‘processes of learn-

ing’ between institutions and regimes. 81 Interplay management may be normative 

in that the norms of one institution either support or contradict those of another. 82 

It can also be utilitarian in that interplay may ‘alter the costs and benefits of options 

available in another institution.’ 83 Furthermore, interplay management may be reg-

ulatory with regard to prohibiting or permitting certain behaviour across regimes, 

as well as enabling it, in that it aims to create knowledge and understanding and 

enhance capacities to achieve shared governance goals. 84  
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The tools used by institutions to facilitate regime interplay management range 

from high-level coordination between institutions via the creation of a new institu-

tion for managing interaction, to ‘lower’ forms of interplay management such as 

information sharing. 85 Softer tools such as the latter may help foster mutual rela-

tionships between regimes by helping to facilitate institutional cooperation, 86 fo-

cusing upon processes and procedures designed to bring about learning and delib-

eration by multiple stakeholders. 87 Even when the capacity of information ex-

change and enhanced communication to bring about effective interplay between 

overlapping international regimes may not be obvious, policy diffusion across re-

gimes, by building upon and cross-referencing norms from other regimes, may 

bring potential benefits. 88  

The literature on regime interactions discussed above is instructive for a number 

of reasons. First, it provides empirical support for the contention that overlaps be-

tween regimes may promote synergies, depending upon how such overlaps are 

managed. 89 Furthermore, the literature also points to the potential of softer tools 90 

to promote synergistic and mutually supportive outcomes. 91 

These insights provide a significant complement to legal approaches: general 

international law privileges a pragmatic solution to harmonizing what may appear 

as a fragmented legal landscape, through the adoption of new rules or the coordi-

nation of existing ones, while relying on legal interpretation to help structure the 

debate in order to foster increased cooperation. 92 Foremost among the rule of in-

ternational legal interpretation is mutual supportiveness, which builds upon the idea 

of international law as a ‘system’ comprised of disparate international rules that 

should be understood and applied as supporting each other. 93 Mutual supportive-

ness calls on States to avoid or resolve tensions between competing international 
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regimes both through interpretation, as well as through law-making. In essence, the 

principle of mutual supportiveness calls upon States to pursue the negotiation in 

good faith of instruments that help to clarify the relationship between competing 

regimes, particularly when efforts to interpret such conflict away have been to no 

avail. 94 Mutual supportiveness is therefore a broader concept than the general rules 

of treaty interpretation, because it also addresses law-making and is not limited to 

treaties, but applies also to other international ‘instruments’ (such as decisions 

taken under a treaty or otherwise inter-governmentally approved). 95 These deci-

sions may represent ‘different ways of dealing’ with a common issue under differ-

ent international regimes, but can still ‘lead to mutually supportive outcomes,’ 96 

thereby paving the way for ‘fruitful interactions’ between the two regimes. 97 

As we discuss in the next section, the legal structure of the Protocol provides 

space for particular forms of interplay management, with a focus on experimenta-

tion and mutual learning with other regimes. Accordingly, we aim to throw light on 

the use of law and legal techniques to promote cooperation, while recognising that 

interplay management is not simply a legal process but one that has a political di-

mension.  

4. Section Four – Translations  

In this section, we examine the opportunities for mutual learning and experimenta-

tion in respect of both the Protocol and the PIP Framework. We draw on the concept 

of the incompletely theorised agreement to elucidate how uncertainties in the inter-

action between regimes may in fact produce positive externalities in the sense of 

leaving space for proactive cross-regime conversations and mutual learning.  

Approaches to managing regime interplay based upon mutual learning and ex-

perimentation are explicitly foreseen within the text of the Protocol. Article 4 (3) 

of the Protocol, for example, encourages ‘due regard … to useful and relevant on-
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going work or practices under such international instruments and relevant interna-

tional organizations, provided they are supportive of and do not run counter to the 

objectives of the Convention and this Protocol.’ The reference to ‘useful’ arguably 

conveys an understanding that such a process can provide opportunities for fruitful 

exchanges and mutual learning. Furthermore, the text of Article 4 (3) directs the 

Parties to implement the Protocol, ‘in a mutually supportive manner with other in-

ternational instruments relevant to this Protocol.’ Accordingly, the text of the Pro-

tocol provides an explicit recognition that its ongoing operation – the building of 

the regime, to paraphrase Young 98 – is not based on ideas such as hierarchy but 

rather on the promotion of mutual supportiveness.  

Another way in which mutual supportiveness between the PIP Framework and 

the Protocol could manifest in practical terms is through Article 4 (4) of the Proto-

col. This provision of the Protocol underlines that Nagoya functions as a residual 

regime for ABS, 99 and does not apply in the case of application of a specialized 

ABS instrument as long as Parties ensure not only that specialized ABS agreements 

do not undermine the CBD and Protocol objectives, but also, that they contribute 

to their realization. 100 Attention should also be given to thinking upon how ongoing 

interactions such as information exchange, learning and deliberation might be fos-

tered and promoted so as to prevent the legal recognition of an ABS instrument as 

a specialized international instrument under Article 4 (4) from leading to a political 

disconnection between the instrument in question and the Nagoya Protocol. 101 This 

point is supported by the text of Article 4 (3), which while mainly addressing on-

going work in other fora, would also be helpful after the recognition of an instru-

ment as a specialized international ABS instrument pursuant to Article 4 (4). 102  

Mutual supportiveness may also involve an element of experimentation at a 

number of levels; in essence, a process of determining ‘best practices’ across dif-

ferent scales to determine a solution best suited to achieving synergistic outcomes. 

This is the case of the Protocol provisions on model contractual clauses and on 

codes of conduct. Moreover, the provision under Article 10 of the Protocol for a 

global multilateral benefit-sharing mechanism for transboundary situations or 
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where it is not possible to obtain PIC provides further potential for experimenta-

tion. 103 In addition, and as elucidated upon above, ‘space’ for experimentation and 

mutual learning can be found under Nagoya Protocol Article 8 (b). A health emer-

gency can certainly be a ‘public health emergency of international concern’ as de-

termined by the WHO Director General using powers under the IHR (2005). 104 The 

broad formulation of Article 8 (b), however, does not exclude other international 

organizations working on pathogens, such as the International Plant Protection 

Convention 105 and accordingly foresees space for experimentation and mutual 

learning between countries with respect to cross-regime implementation at the do-

mestic level.  

The importance of experimentation can be motivated by the characterization of 

the Nagoya Protocol as an incompletely theorised agreement – that is, an agreement 

on which Parties could agree on ‘a highly abstract theory’ about benefit-sharing, 

but not necessarily on ‘what it entails in particular cases.’ 106 While incompletely 

theorised agreements may represent a limited extent of consensus on a certain legal 

concept, they are not in themselves flawed. Such agreements may have societal 

benefits; we do not need to agree on everything to agree on something. 107 Article 4 

(4) of the Protocol can be considered incompletely theorised because it encapsu-

lates agreement on the ‘mid-level’ principle that certain ABS instruments can be 

specialized international instruments, but not agreement on how the principle plays 

out in particular circumstances – whether, for example, the PIP Framework is a 

specialized ABS instrument. 108 While the result of this may seem to be detrimental 

in that it produces uncertainty, it has arguably allowed space for processes of mu-

tual learning between States, the WHO, the CBD, as well as the actors involved in 

this distinct space of ABS governance: for instance, on lessons learnt in the use of 

private contracts for the realization of fairness and equity, 109 or different methods 

to ensure the financial viability of international benefit-sharing mechanisms (such 
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as the partnership contribution in the PIP Framework discussed above). 110 Indeed, 

the signing in 2015 of a memorandum of understanding between the CBD and the 

WHO 111 and ongoing cooperation on a range of issues linked to the relationship 

between biodiversity and human health point to a recognition of the importance of 

inter-regime learning.  

Ever since the conclusion of the aforementioned MOU, the formal channel of 

communication between the two Secretariats has allowed for a regular exchange of 

information about developments, respective positions and needs, as well as areas 

of uncertainty. These, in turn, are taken into account in policy and normative de-

velopments. For example, the WHO Secretariat has been advocating for the recog-

nition of the PIP Framework as a Specialized International Instrument under Article 

4(4) of the Protocol and representing that position at subsequent meetings of the 

COP/MOP. 112 While the identification of criteria for the application of Article 4 

(4) is still a work in progress as of January 2019, the Nagoya Protocol COP/MOP 

decided to include a standing item in the agenda of its subsequent sessions on co-

operation with other international organizations ‘to take stock of developments in 

relevant international forums, including any information on specialized interna-

tional access and benefit-sharing instruments recognized by another intergovern-

mental body and/or by a Party or group of Parties, with a view to enhancing mutual 

supportiveness between the Protocol and specialized international access and ben-

efit-sharing instruments’. 113 Similarly, WHO has impressed on the CBD Secretariat 

specific practical problems arising for the prompt sharing of seasonal influenza vi-

ruses from national implementation measures of the Nagoya Protocol. 114 

5. Section Five – Concluding Reflections 

Amidst dominating concerns about fragmentation and potential hierarchies be-

tween the Nagoya Protocol and the WHO PIP Framework, this chapter calls atten-

tion to the need and opportunities for mutual learning across these two regimes 

premised both on the international law principle of mutual supportiveness and in-

ternational relations studies on regime interactions. The chapter underscores how 
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mutual learning can support a proactive approach to experimentation in interna-

tional law that better suits the incompletely theorised nature of benefit-sharing un-

der the Nagoya Protocol. This is particularly important where the key concept of 

benefit-sharing gives rise to unsettled questions about the achievement of its objec-

tives as well as effectiveness. While the incompletely theorised nature of the Pro-

tocol may seem to be productive of uncertainty, our analysis has demonstrated it 

may also allow space for experimentation and processes of mutual learning to be 

engaged in between the WHO, the CBD, as well as the actors involved in this aspect 

of ABS governance. We therefore wish to emphasise the potential benefits of softer 

tools to help foster  relationships between the relevant regimes by facilitating insti-

tutional cooperation and promoting learning and deliberation by multiple stake-

holders.115 While our focus has been on the relationship between the Protocol and 

the PIP Framework, our findings are also relevant for thinking through and devising 

ways to manage the interplay between the Nagoya Protocol with other pathogen-

sharing schemes beyond influenza with pandemic human potential, as well as other 

existing and emerging international instruments of relevance to ABS. 
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