The Seventy-second World Health Assembly, having considered the report on implementation of decision WHA71(11) (2018), [footnoteRef:1] and taking note of the PIP Advisory Group’s recommendations to the Director-General, [footnoteRef:2] decided: [1:  Meeting of the Pandemic Influenza Preparedness Framework Advisory Group. 17–19 October 2018, Geneva, Switzerland. Geneva: World Health Organization; 2018 (http://www.who.int/influenza/pip/AGMR_Oct2018.pdf?ua=1, accessed 3 December 2018). [Add footnote referencing March 2019 AG MR. (EU)]]  [2:  A72/21] 


OP (1) to request the Director-General:
(a) to work with the Global Influenza Surveillance and Response System (GISRS) and other partners, such as Other Authorized Laboratories and relevant institutions, to collect, analyse, and present data on influenza virus sharing in a way that enables a deeper understanding of challenges, opportunities, and implications for public health associated with virus sharing under the GISRS, including by identifying specific instances where influenza virus sharing has been hindered and how such instances may be mitigated.
(b) to prepare a report, with inputs from Member States and stakeholders, as appropriate, on the treatment of influenza virus sharing and the public health considerations thereof by existing relevant legislation and regulatory measures including those implementing the Nagoya Protocol, in consultation with the Secretariat of the Convention on Biological Diversity as appropriate.
(c) to provide more information on the functioning, usefulness, and limitations of the prototype search engine as described in paragraph 64 of the PIP Advisory Group’s October 2018 Meeting Report. 
(d) to explore, including through soliciting input from Member States,[footnoteRef:3] possible next steps in raising awareness of the PIP Framework among relevant databases and initiatives, data providers and data users, and in promoting the acknowledgment of data providers and collaboration between data providers and data users.  [3:  Add EU footnote] 

(e) to continue providing information on the challenges posed and opportunities provided by new technologies to access and benefit-sharing under the PIP Framework and possible approaches to them.
OP(2) To revise Footnote 1 [and Provision 4.4] in the SMTA2, in Annex 2 to the PIP Framework, as set out in the Annex to this decision with effect from the closure of the 72nd World Health Assembly.
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OP(3) to further request the Director-General to report on progress to implement the foregoing to the Seventy-third World Health Assembly in 2020 through the 146th session of the Executive Board.
ANNEX

PROPOSED AMENDMENTS TO FOOTNOTE 1 OF ANNEX 2 OF THE PIP FRAMEWORK

	Current version
	Proposed amended versions

	
Recipients are all entities that receive “PIP Biological Materials” from the WHO global influenza surveillance and response system (GISRS), such as influenza vaccine, diagnostic and pharmaceutical manufacturers, as well as biotechnology firms, research institutions and academic institutions. Each recipient shall select options based on its nature and capacities.
	
USA Proposal
Recipients are For the purpose of this Agreement, the term recipient means all entities that receive “PIP Biological Materials” from the WHO global influenza surveillance and response system (GISRS), such as influenza vaccine, diagnostic and pharmaceutical manufacturers, as well as biotechnology firms, research institutions and academic institutions, as well as any entity that enters into any contracts or formal agreements with third parties to use PIP biological materials on the entity’s behalf to test or evaluate, for the purpose of commercialization, public use or regulatory approval, that entity’s vaccines, diagnostics or pharmaceuticals relevant to pandemic preparedness or response. Each entity shall select options based on its nature and capacities, emphasizing the especially flexible nature of the commitment set forth in Article 4.1.1(c) for entities that are not manufacturers.


	
	EU Proposal
Recipients are receivers of “PIP Biological Materials” from the WHO global influenza surveillance and response system (GISRS), such as manufacturers of influenza vaccines, diagnostics, pharmaceuticals and other products relevant to pandemic preparedness and response, as well as biotechnology firms, research institutions and academic institutions. [Recipients are subject to paragraph 5.4.2 of the Framework. DEL (USA)]

Any entity that enters into any contracts or formal agreements with recipients [for the purpose of utilization DEL (USA)] [to use (USA)] [of PIPBM by such recipients DEL (USA) ] [the recipient’s PIP biological materials on the entity’s behalf (USA)] for commercialization, public use or regulatory approval, of that entity’s vaccines, diagnostics, pharmaceuticals is also [subject to paragraph 5.4.2 of the Framework. DEL (USA)] [considered a recipient (USA)]

All the above recipients and/or entities, shall select from among the commitments identified in Article 4.1.1 (a) to (c) based on their nature and capacities. 

Recipients and entities that are not manufacturers are subject only to the especially flexible commitments set out in article 4.1.1(C).







PROPOSED AMENDMENT TO ARTICLE 4.4 OF ANNEX 2 OF THE PIP FRAMEWORK

	Current version
	Proposed amended version

	The recipient shall only further transfer the PIP biological materials if the prospective recipient has concluded an SMTA with the World Health Organization. Any such further transfer shall be reported to the World Health Organization. The Director-General may, under exceptional circumstances, allow the PIP biological materials to be transferred to a prospective recipient while requesting this aforementioned recipient to enter into an SMTA, and report to the “Advisory Group” accordingly.
	USA Proposal

The recipient shall only further transfer the PIP biological materials if the prospective recipient has concluded an SMTA with the World Health Organization. Any such further transfer shall be reported to the World Health Organization. The Director-General may, under exceptional circumstances, allow the PIP biological materials to be transferred to a prospective recipient while requesting this aforementioned recipient to enter into an SMTA, and report to the “Advisory Group” accordingly. For the avoidance of doubt, such transfers are understood to include the use of PIP biological materials on behalf of another entity to test or evaluate, for the purpose of regulatory approval, that entity’s vaccines, antivirals, or products relevant to pandemic influenza preparedness and response. 



