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1: Brief background on the Nagoya Protocol 

(NP)



Background on the NP

• “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 is an international agreement which aims at sharing 
the benefits arising from the utilization of genetic resources in a fair and 
equitable way. It entered into force on 12 October 2014.” 

(NP website: https://www.cbd.int/abs/) 

• 196 Parties to the Convention on Biological Diversity (CBD)

(CBD website: https://www.cbd.int/information/parties.shtml) 

• 139 Parties to the NP (map visual on next slide) 

(NP website: https://www.cbd.int/abs/nagoya-protocol/signatories/) 

https://www.cbd.int/abs/
https://www.cbd.int/information/parties.shtml
https://www.cbd.int/abs/nagoya-protocol/signatories/


https://ourworldindata.org/grapher/countries-that-are-parties-to-the-nagoya-protocol

https://ourworldindata.org/grapher/countries-that-are-parties-to-the-nagoya-protocol


2: The NP and specialized international 

access and benefit sharing instruments (SIIs)



SIIs: addressed in Article 4(4) of the NP

“This Protocol is the instrument for the implementation of the access and
benefit-sharing provisions of the Convention. Where a specialized
international access and benefit-sharing instrument applies that is consistent
with, and does not run counter to the objectives of the Convention [on
Biological Diversity] and this Protocol, this Protocol does not apply for the
Party or Parties to the specialized instrument in respect of the specific
genetic resource covered by and for the purpose of the specialized
instrument.”



What this means . . .

• In effect, it means that certain requirements of the NP do not apply to whatever 

the agreed genetic resource is.  ​

• Those requirements would not apply because countries agree a special, formal 

arrangement that “is consistent with, and does not run counter to” the objectives 

of the Protocol and the CBD.    ​

• In other words, Article 4(4) offers an option: Parties may establish an international 

instrument on a specific genetic resource, e.g., a pathogen/s, and agree that the 

NP will not apply to that GR... provided that there is, in essence, "fair and 

equitable sharing of the benefits arising from the utilization" of that genetic 

resource.​



How is an SII defined /determined?: NP Governance  

• “SII” not defined in the text of the NP.

• March 2022: NP Subsidiary Body on Implementation (SBI) took note of a list of 

“indicative criteria” for an SII (see next slide)

• December 2022: NP Meeting of the Parties (MOP) took note of March 2022 

SBI report, decided to further review at its next meeting (2024)

(NP MOP decision: https://www.cbd.int/doc/decisions/np-mop-04/np-mop-04-dec-11-
en.pdf)

*NB SIIs also discussed in earlier NP Governance meetings, incl. in 2018

https://www.cbd.int/doc/decisions/np-mop-04/np-mop-04-dec-11-en.pdf


NP SBI report: 
https://www.cbd.int/d
oc/recommendations/s
bi-03/sbi-03-rec-16-
en.pdf

https://www.cbd.int/doc/recommendations/sbi-03/sbi-03-rec-16-en.pdf


How is an SII defined /determined?: Practice 



How is an SII defined /determined?: Practice (cont.)

“The PIP Framework constitutes a specialised international access and benefit-

sharing instrument that is consistent with the Nagoya Protocol and that should 

not be affected by the rules implementing the Nagoya Protocol.”

EU REGULATION (EU) No 511/2014 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, https://eur-
lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32014R0511

https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32014R0511


Additional info on the NP and health 

 Implementation of the Nagoya Protocol and Pathogen Sharing: Public 

Health Implications: Study by the Secretariat. WHO, 2016 

https://www.who.int/docs/default-source/documents/nagoya-protocol/nagoya-full-study-
english.pdf?sfvrsn=ec2ab49d_12&download=true

• Key Finding: A central conclusion of the study is that: (1) the Nagoya Protocol has

implications for the public health response to infectious diseases, including influenza; and (2)

these implications include opportunities to advance both public health and principles of fair

and equitable sharing of benefits.

https://www.who.int/docs/default-source/documents/nagoya-protocol/nagoya-full-study-english.pdf?sfvrsn=ec2ab49d_12&download=true


Additional info on the NP and health (cont)

 “The public health implications of implementation of the Nagoya Protocol”: decision 

WHA72(13), and Report by the Director-General, document A72/32 (2019)

https://apps.who.int/gb/ebwha/pdf_files/WHA72/A72(13)-en.pdf and 

https://apps.who.int/gb/ebwha/pdf_files/WHA72/A72_32-en.pdf

Key Finding: The principles of global public health, including those enshrined in the Constitution
of the World Health Organization, and the critical importance of timely access and fair and
equitable benefit sharing can serve as a reference for future steps in developing collaborative
arrangements to promote: both access and benefits; surveillance of pathogens; effective
international response to outbreaks; and appropriate collective use of benefits and their
distribution based on global public health needs.

https://apps.who.int/gb/ebwha/pdf_files/WHA72/A72(13)-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA72/A72_32-en.pdf


Additional info on the NP and health 

• “Questions and Answers: Implementation of the Nagoya Protocol in the 

context of human and animal health, and food safety: Access to pathogens 

and fair and equitable sharing of benefits” CBD and WHO (2018) 

https://cdn.who.int/media/docs/default-source/documents/nagoya-
protocol/qa_np_public_health-2018.pdf?sfvrsn=3d2d10f0_1&download=true

https://cdn.who.int/media/docs/default-source/documents/nagoya-protocol/qa_np_public_health-2018.pdf?sfvrsn=3d2d10f0_1&download=true


3: Benefits - in the NP, and other 

arrangements  



Examples of benefits under the NP 

• The NP includes a list of benefits, divided into two categories: monetary and 

non-monetary. 

• Each category provides examples of benefits that may be included, presented 

in the following slides. 



Examples of monetary benefits under the NP



Examples of non-monetary benefits under the NP

• xxxxx



Other examples of benefits

PIP Framework Benefit Sharing System and Mechanisms

1) WHO Coordination of pandemic influenza preparedness and response 9) Pandemic influenza preparedness vaccine stockpile

2) Pandemic risk assessment and risk response 10) Access to vaccines in the inter-pandemic period for developing countries

3) Provision of PIP candidate vaccines 11) Access to pandemic influenza vaccines

4) Provision of diagnostic reagents and test kits 12) Tiered pricing

5) Provision of reference reagents for potency determination of vaccines 13) Technology transfer

6) Laboratory and influenza surveillance capacity building 14) Sustainable and innovative financing mechanisms – Partnership 
Contribution (currently US$ 28 M/yr from manufactures to WHO for 
preparedness and response) 

7) Regulatory capacity building 15) Standard Material Transfer Agreements 2 (SMTA2) – Advance supply 
agreement for future access to pandemic vaccine (and other products) in 
real-time

8) Antivirals stockpiles 16) Acknowledgement of contributions of collaborators, including 
laboratories/countries providing clinical specimens or IVPPs or reagents 

Legal certainty regarding use of influenza viruses with pandemic potential

• The PIP Framework and the Global Influenza Surveillance and Response System (GISRS) both provide public health 
benefits 



Other examples of benefits (cont’d) 

• Members of GISRS receive a range of public health benefits that arise from the sharing of 

viruses and the collective work of the laboratories. Benefits include, but are not limited 

to, the following:

• Members of GISRS receive a range of public health benefits that arise from the sharing of viruses and the 
collective work of the laboratories. Benefits include, but are not limited to, the following:



Thank you. 


