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environments: towards an estimate of the environmental burden of disease. Geneva: World Health
Organization; 2006, and and Priiss-Ustiin A, Wolf J, Cornavalan CF, Bos R, Neira MP. Preventing disease
through healthy environments: a global assessment of the burden of disease from environmental risks.
Geneva: World Health Organization; 2016 (https://apps.who.int/iris’Thandle/10665/43457 and
https://www.who.int/quantifying_ehimpacts/publications/preventing-disease/en/, both accessed 26 March
2019).
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WHO news release. 9 out of 10 people worldwide breathe polluted air, but more countries are taking action. \
Geneva: World Health Organization; 2018 (https://www.who.int/news-room/detail/02-05-2018-9-out-of-10-people-
worldwide-breathe-polluted-air-but-more-countries-are-taking-action, accessed 26 March 2019).

WHO. Global Health Observatory: the data repository. Geneva: World Health Organization; 2018 (data for A\t
2016 retrieved 11 September 2018 from http://apps.who.int/gho/data/view.main.INADEQUATEWSHv?lang=en/).
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Report and recommendations of the Pandemic Influenza Preparedness

Framework Advisory Group from its meeting on 17-19 October 2018, Geneva,
Switzerland2

Organization and process of the meeting

1.

The Pandemic Influenza Preparedness (PIP) Framework Advisory Group (AG) met
at the WHO headquarters in Geneva, Switzerland, 17-19 October 2018.

Of the 18 members of the AG, 17 were present. The list of AG participants in the
meeting is available at Annex 1.

On behalf of the Director-General, the Director, Infectious Hazard Management
welcomed the AG members and thanked them for their diligent work. The Deputy
Director-General of Emergency Preparedness and Response conveyed his thanks
and appreciation to the AG on the second day of the meeting.

The Chair thanked outgoing AG member, Dr Olav Hungnes, for his dedicated
service and many contributions. The Chair also thanked the Secretariat for its good
work.

Declarations of Interest were reviewed by the Secretariat and relevant interests
were disclosed. The Statement of Declarations of Interests is available at Annex 2.

The agenda of the AG meeting was adopted and is available at Annex 3.

Two representatives from the WHO Global Influenza Surveillance and Response
System (GISRS) Collaborating Centres (CCs) attended relevant technical meeting
sessions in line with the arrangement for representation of GISRS at PIP Framework

meetings.3 A third GISRS representative from a National Influenza Centre (NIC) was
prepared to attend but travel arrangements were not completed in time. The list of
participants from GISRS, manufacturers and industry associations, civil society
organizations and WHO is available at Annex 4.

(O Y)VYg Gag b))

Y Reproduced without annexes. The report including annexes is available at
https://www.who.int/influenza/pip/AGMR_Oct2018.pdf (accessed 20 November 2019).

v See http://www.who.int/influenza/gisrs_laboratory/GISRS_representation_20171010.pdf (accessed
20 November 2019).
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Actions taken since April 2018 Advisory Group meeting

8.  The Secretariat updated the AG on two specific actions taken in response to the
AG’s April 2018 recommendations to the Director-General. Updates on other actions
taken are included in relevant technical sections (e.g. virus sharing).

9.  The Secretariat reported on a meeting held by the Director-General and Deputy
Director-General with CEOs of large vaccine and antiviral companies and the
International Federation of Pharmaceutical Manufacturers & Associations (IFPMA) to
discuss implementation of the PIP Framework. The Deputy Director-General followed
up with two additional meetings.

10. Inresponse to the 2016 PIP Review Group’s recommendation to develop a

Comprehensive Evaluation Model,1 a 6-monthly PIP Framework Progress Report has
been developed. Inclusion of the PIP Framework in the WHO Programme Budget
Web Portal and the addition of an interim financial statement to the yearly version of
the Progress Report addressed recommendations of the 2017 External PC Audit.

Recommendations to the Director-General on the Comprehensive Evaluation
Model

11.  The AG recommends that the Director-General accept the 6-monthly Progress
Report and the inclusion of the PIP Framework in the WHO Programme Budget Web
Portal as meeting the 2016 PIP Review Group’s recommendation to develop a
Comprehensive Evaluation Model (Recommendation 1).

12. To maintain the visibility of the PIP Framework and its implementation, as requested
by stakeholders, the AG recommends that the PIP Framework remain on the
Programme Budget Web Portal as a distinct Special Project and not be aggregated
into the WHO Health Emergencies Programme.

Update on implementation of the Partnership Contribution

13. The Final Report on the PC High Level Implementation Plan (HLIP) I, which
summarizes
2014-2017 achievements, will be published in October 2018. Overall, 81% of 21
HLIP | target indicators were met (i.e. >85% achieved) or exceeded.

14. The first Progress Report presented information on technical and financial
implementation for HLIP Il and the PIP Secretariat for January—June 2018. Progress
for financial implementation is reported against the WHO biennial allocation.
Information in the Progress Report is largely conveyed through infographics.

15. The AG noted that the Progress Report was an excellent and well-designed
mechanism to convey detailed information on technical and financial aspects of PC
implementation and outcomes.

Y See PIP 2016 Review Group Report, Recommendation 1 at
http://apps.who.int/gb/ebwha/pdf files/EB140/B140_16-en.pdf?ua=1 (accessed 20 November 2019).
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Update on collection of Partnership Contribution

16. The AG was briefed on the PC received from 2012—2018. Invoices for 2018 were
sent in August. As of mid-September 2018, approximately 30% of the 2018 annual
US$ 28M contribution had been received.

17. Challenges persist in the collection of PC. Although most of the larger
manufacturers have paid, a few are not paying their full invoiced amount. Several
smaller companies have unpaid contributions. As a result, the annual PC (US$ 28M)
has had a 2%—4% shortfall each year through 2017.

18. The Secretariat continues to engage with industry on this issue and follows up with
all companies that have outstanding PC amounts due.

19. The AG noted that it has made previous recommendations regarding PC collection,

most recently at its April 2018 meeting.1 The AG plans to continue monitoring this
situation and, in future discussions, consideration will be given to appropriate steps,
including with respect to access to PIP Biological Materials (PIPBM), to address
concerns in this area.

Consultation with stakeholders on PIP Framework implementation

20. Headquarters and regional offices updated industry and other stakeholders on PC
implementation activities since the last AG meeting and demonstrated the WHO
Programme Budget Web Portal.

21. The Chair opened the Consultation by thanking stakeholders for their contributions
to implementation of the PIP Framework.

22. The AG received the following comments from industry representatives:

a. Provided very positive feedback about the new 6-monthly Progress Report in terms of
its readability, infographic format, linkage of activities to budget implementation and
inclusion of an interim certified financial statement on an annual basis. The regional
Impact Stories were particularly well-received.

b. Noted that the level and visibility of detailed information and Impact Stories are useful
for them when communicating with their leadership about the importance of the
Framework and the impact of PC.

c. Requested that the Secretariat share regional Impact Stories in advance of the AG
stakeholder consultations and make them more widely available.

d. Suggested emphasizing “new” activities/accomplishments/advances as they provide
evidence of PC-facilitated capacity improvement.

e. Noted the importance of providing information on the sustainability of PC-funded
achievements in future Reports.

Y See April 2018 AG meeting report at
https://www.who.int/influenza/pip/advisory_group/PIPAG_MR_Apr2018.pdf?ua=1 (accessed 20
November 2019).
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f. Requested information on how the interest accumulated in the PC Response Fund
account would be reported.

23. The AG received the following comments from the Third World Network (TWN):
a. Provided very positive feedback on the Progress Report.

b. Sought clarifications on how regions approach PC-related staffing and on the plan for
PIP Framework Secretariat staffing at headquarters.

24. Industry provided the following comments regarding implementation of decision
WHA70(10)8(b):

a. Re-iterated their views that i) the PIP Framework should not be expanded to include
seasonal influenza; and ii) there should be no restrictions on the sharing of genetic
sequence data (GSD), as “loopholes” are theoretical at this point and use of PIPBM is
still necessary for bringing products to market.

b. Stressed that an urgent solution is needed to address the challenges and uncertainties
for sharing of seasonal influenza viruses that have emerged as countries implement
the Nagoya Protocol.

c. Noted that some Member States are exempting seasonal influenza viruses from the
Nagoya Protocol and suggested that WHO work with States to facilitate sharing of
information on how they are approaching seasonal influenza virus sharing under the
Nagoya Protocol.

d. Requested clarification about the next steps for the document prepared for the
15—-16 October 2018 Consultation on Implementation of Decision WHA70(10)8(b),
Approaches to Seasonal Influenza and Genetic Sequence Data Under the PIP: Draft
Analysis (the “draft Analysis”), including the process for transmittal to the Executive
Board and World Health Assembly (WHA).

25. TWN provided the following comments regarding implementation of decision
WHA70(10)8(b):

a. Re-iterated their views that i) seasonal influenza should not be included in the
scope of the PIP Framework; ii) there is little distinction between GSD and
PIPBM; and iii) amending the definition of PIPBM to include GSD is their
favoured approach.

b. With respect to the discussions between WHO and Member States about how
they are approaching sharing of seasonal influenza viruses under the Nagoya
Protocol, TWN reminded WHO of the sovereign rights that Member States
have over their genetic resources.

c. Asked for clarifications about the process to finalize the draft Analysis.

26. GISAID noted its concern about paragraph 69 in the draft Analysis that relates to
“Legal notice” and use of GSD.

27. Industry reported on progress to develop a revised formula for calculating the
distribution of the PC among companies. They are waiting for information from one
company before the formula can be finalized and shared with WHO and the AG.
Industry indicated that they aim to provide this revised formula by the Spring 2019
PIP AG meeting.
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Virus sharing

28.

29.

30.

31.

32.

33.

The Global Influenza Programme (GIP) provided an update on virus sharing.

In response to the AG’s April 2018 recommendations for improving virus sharing,
GIP intensified several actions including development of communication and outreach
materials for health and non-health sectors and case-by-case engagement with
countries jointly with the WHO CCs of GISRS, and WHO regional and country offices.

GIP presented an interim review of sharing of influenza viruses with human
pandemic potential (IVPPs) from the adoption of the PIP Framework in May 2011 to
30 June 2017 and country-specific IVPP sharing from 1 July 2017 to 31 August 2018,

according to the operational guidance which came into effect from 1 July 2017.1

The AG discussed that IVPP sharing with and within GISRS occurs at two levels.
Initially, IVPP is shared by a country, through its NIC or another influenza laboratory,
with GISRS (often to a WHO CC) and then upon request with other GISRS
laboratories. In addition, there is sharing with other laboratories. The AG emphasized
that it is important to be able to assess the completeness and timeliness of sharing at
all levels.

The AG observed that there are ongoing challenges with PIPBM sharing related to
different, evolving, and sometimes conflicting, national regulations addressing import,
export and security concerns. This sometimes hampers timely receipt and sharing of
PIPBM.

The AG noted that some countries with human cases of IVPP infection continue not
to share these viruses according to the virus sharing operational guidance. The AG
plans to continue monitoring this situation and, in future discussions, consideration
will be given to appropriate steps, including with respect to benefit sharing, to address
concerns in this area.

Recommendation to the Director-General on virus sharing

34.

The AG requests that the Secretariat collect, analyse and present data on virus
sharing in a way that enables a deeper understanding of potential problems that exist
with virus sharing under the Framework.

Indirect use of PIPBM

35.

The PIP Secretariat sought the AG’s advice about applying the Standard Material
Transfer Agreement 2 (SMTA 2) benefit sharing process to influenza product
manufacturers who may be indirectly using PIPBM in their product
development/testing without being recorded as doing so, i.e. without an Influenza
Virus Tracking Mechanism (IVTM) number which would track the use of the PIPBM.

See Operational Guidance on Sharing Influenza Viruses with Human Pandemic Potential at )

http://apps.who.int/iris/bitstream/handle/10665/259402/WHO-WHE-IHM-GIP-2017.3-

eng.pdf;jsessionid=309A7D7464BA8B47D02B8ED251757D9A?sequence=1 (accessed 20 November

2019).
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36. This has occurred, and may continue to occur, where manufacturers of influenza
products work with PIPBM recipients outside their organization to support
development, testing or regulatory processing of their products. Such manufacturers
would not appear in the IVTM, and therefore would not be contacted to sign an SMTA
2. This is considered an “indirect” use of PIPBM.

37. The AG noted that this scenario represents a loophole regarding access and benefit
sharing and needs to be addressed.

38. The AG proposed a language modification in Footnote 1 of Annex 2 of the PIP
Framework. The footnote language could be expanded to include the following bolded

text:

“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 and entities that engage
with recipients of PIPBM for the purpose of supporting development,
testing or regulatory processing of an influenza-related product. Each
recipient shall select options based on its nature and capacities.”

Recommendation to the Director-General on addressing indirect
use of PIPBM

39. The AG recommends that the Director-General take the proposed revision in
paragraph 38 of this meeting Report forward through the necessary steps to modify
Footnote 1 in Annex 2 of the PIP Framework to address the loophole described

above.

WHO Consultation on Implementation of Decision WHA70(10)8(b)
40. Sixteen of the eighteen Members of the AG attended the Consultation on 15-16
October 2018.1

41. The AG noted the high-quality and comprehensive draft Analysis prepared by the
Secretariat and the Consultation that occurred over the course of the two days.

42. The AG also noted that, while discussions were robust, the number of Member
States that participated was somewhat limited.2 The Secretariat plans to continue
consultations.

Seasonal influenza under the PIP Framework

43. The PIP AG was reminded that as per Annex 3 of the PIP Framework, it is
mandated to provide guidance to the Director-General on strengthening the function

See http://www.who.int/influenza/pip/ConsultWHA70108b-Oct18/en/ (accessed 20 November 2019).)

A total of 37 Member States registered to attend the Consultation. Y



105

¢ Ggaldl

44.

45.

46.

47.

of the Framework and the operational functioning of GISRS. WHO works to
implement the Framework in the best interest of public health and with particular
focus on Member States most in need.

The PIP AG noted that it is important to recall that:

a. Pandemic influenza preparedness and response are closely connected to seasonal
influenza surveillance and control, and

b. GISRS is an essential component of influenza preparedness and response — both
seasonal and pandemic — and the PIP Framework is the mechanism for IVPP access
and benefit sharing.

There are variations in how countries are implementing the Nagoya Protocol. In
some instances, implementation of the Nagoya Protocol has delayed and restricted
seasonal influenza virus sharing.

There is a general lack of awareness of, and action on, the Nagoya Protocol’s
potentially serious impacts on public health, not only for influenza, but for a broader
set of pathogens. Minimizing these potential impacts requires a whole-of-government
engagement, i.e. not restricted solely to Ministries of Health or Ministries of the
Environment.

At this stage, including seasonal influenza in the PIP Framework could pose risks to
the integrity and good functioning of both the PIP Framework and GISRS. At the
same time, issues have arisen with seasonal influenza virus sharing.

Recommendations to the Director-General on seasonal influenza
under the PIP Framework

48.

49.

50.

51.

52.

The AG considers that, at this stage, it is not advisable to include seasonal influenza
in the scope of the PIP Framework. The AG recognizes that there are ongoing
discussions with Member States on this issue.

The AG recommends that a solution be developed urgently to address the
challenges and uncertainties related to sharing of seasonal influenza viruses that
have emerged as countries implement the Nagoya Protocol. In addition, the AG
advises that the Secretariat closely monitor instances where implementation of the
Nagoya Protocol is affecting the sharing of seasonal influenza viruses.

The AG encourages WHO to increase substantially and effectively its engagement
with the Secretariat of the Convention on Biological Diversity (CBD) and Member
States in the interest of promoting and advancing public health.

The AG encourages WHO to seek ways to mobilize a comprehensive approach to
increase Ministries of Health’s awareness of Nagoya Protocol-related issues and to
promote their engagement with the CBD processes, such as using the Regional
Committees.

The AG encourages the Director-General to: i) communicate with Ministers of Health
and Ministers of Foreign Affairs to promote cabinet-level attention to Nagoya Protocol
public health-related issues; and ii) invite the 144th Executive Board to consider
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including an item on “the public health implications of implementation of the Nagoya
Protocol” on the provisional agenda of the Seventy-Second World Health Assembly.

Genetic sequence data under the PIP Framework

53.

54.

55.

56.

57.

58.

59.

60.

The AG recalled the four key principles developed over the course of its work on
GSD, which included the formation of multiple working groups and discussions.
These principles, grounded in the Framework’s foundational principle that access and
benefits should be pursued on equal footing, are:

a. There should be rapid sharing of high-quality GSD for timely risk assessment and
response

b. There should be sustainable, public access to IVPP GSD
c. There should be fair and equitable sharing of benefits arising from the sharing of GSD

d. There should be acknowledgement of data providers and active collaboration between
data providers and users.

The AG noted that various views on the relationship of GSD to the PIP Framework
were expressed during the 15—-16 October Consultation on Implementation of
Decision WHA70(10)8(b), i.e. maintaining the current definition of PIPBM; modifying
the definition of PIPBM through various approaches; or using other mechanisms for
addressing GSD under the Framework.

At this time the AG advises that the current PIPBM definition should be maintained.
However, the AG recognizes that further exploration is needed to understand the
other approaches outlined in the draft Analysis related to this dynamic, technical area
and their impact overall.

The AG noted that sharing of IVPP GSD is currently taking place, is functioning well,
and that benefits include those derived from the PC and the ability to compare an
IVPP sequence with a larger collection of IVPP GSD which can facilitate R&D.

The AG believes it is important to continue to strengthen access and benefit sharing
related to IVPP GSD as Member States continue to discuss the larger policy issues
and to promote the principles of fairness and equity. The AG also noted the
increasing complexity of this topic which is closely interconnected with the way that
science and medical research are conducted. It is therefore important to work
transparently to address concerns.

At the current time there is a loophole related to the indirect use of PIPBM which is
discussed in the section of this Report on “The Indirect Use of PIPBM”. Some of
these products could be derived solely from IVPP GSD. The recommendation made
in paragraph 38 would close this loophole, including indirect uses involving IVPP
GSD.

In the future it may be possible to bring to market influenza-related products using
IVPP GSD independent of PIPBM. As a result, the obligation to sign an SMTA 2
would not be triggered. The AG recognizes that this is a concern.

To address this concern and to continue to strengthen IVPP access and benefit
sharing, the AG wishes to revisit earlier work.
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61.

62.

63.

The AG previously had requested the Secretariat to investigate and develop a
prototype search engine that would be able to track products developed using IVPP
GSD. This search engine searches databases of patents, clinical trials and regulatory
filings.

Based on the initial pilot of the prototype search engine, the AG now requests that
the Secretariat expand this work to further assess the utility of this approach and
report back. The AG requests that the Secretariat begin to use this search engine on
an experimental basis to identify products and ascertain the frequency and nature of
those products that have not been subject to the benefit-sharing system, but
potentially have made use of IVPP GSD. The AG hopes in this way to be able to
make evidence-based recommendations that would contribute to strengthening
approaches on benefit sharing with respect to IVPP GSD under the PIP Framework.

The AG’s previous work highlighted the importance of the principle of the
acknowledgment of data providers and active collaboration between data providers
and users.

Recommendations to the Director-General on GSD under the PIP Framework

64. The AG recommends that the Secretariat assess the utility of its prototype search

65.

engine to identify products which potentially have made use of IVPP GSD and have
not been subject to the benefit-sharing system; determine the frequency and nature of
such products; and report these findings to the AG.

The AG recommends that the Secretariat explore next steps to implement the
principle of the acknowledgment of data providers and active collaboration between
data providers and users. In particular, the AG recommends the development of
appropriate language to be considered by relevant databases to inform potential
users of IVPP GSD of the PIP Framework.

Technical discussions

60.

The Secretariat provided updates on the following:

a. Implementation of 2016 Review Group recommendations: The Secretariat reviewed
the implementation status and actions taken or planned to implement the
recommendations.

b. WHO finance briefing: The WHO Comptroller and two associates from the Finance
Department provided an overview of WHO financial governance procedures to the
AG. The Secretariat will develop a detailed biennial budget and activity plan for
discussion by the AG at its Spring 2019 meeting. The discussion also touched on
the topic of the interest accrued on the PC response funds.

c. University of Siena Training Workshop: The Secretariat provided an overview of a
WHO training workshop on laboratory quality management and biosafety for NICs
held at the University of Siena, Italy. The workshop originated from SMTAs 2
Category C training offers. Participants’ knowledge of the training subject-matter, as
measured by a written evaluation, increased by approximately threefold.
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Next steps

67. The AG agreed that its next meeting will take place in the week of 11 March 2019.

The AG requested that certain technical matters not discussed at this meeting be included on
the agenda for the next meeting.

B. Text of amended footnote 1 of Annex 2 of the PIP Framework1

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 shall select from among the commitments identified in SMTA2 Article 4.1.1(a) to
(c) based on their nature and capacities; those that are not manufacturers shall only have to
consider contributing to the measures set out in SMTA2 Article 4.1.1(c).

Any manufacturer that enters into any contracts or formal agreements with recipients or
GISRS laboratories for the purpose of using PIP Biological Materials on the manufacturer’s
behalf for commercialization, public use or regulatory approval of that manufacturer’s
vaccines, diagnostics or pharmaceuticals shall also enter into an SMTA2 and select from
among the commitments identified in Article 4.1.1(a) to (c) based on their nature and
capacities.

Y See document A72/21 Add.1, see also document WHA72/2019/REC/3, summary records of
Committee A, ninth meeting, section 2.
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The Director-General shall be
ex officio Secretary of the Health Assembly and of any subdivision
thereof. He or she may delegate these functions.

(Rule 16)

“He” (masculine singular
pronoun)

In plenary meetings the chief delegate may designate another
delegate who shall have the right to speak and vote in the name of
her or his delegation on any question.

(Rule 19)

“His” (masculine singular
possessive pronoun)

Moreover, upon the request of the chief delegate or any delegate so
designated by her or him the President may allow an adviser to speak
on any particular point.

(Rule 19)

“Him” (masculine singular
objective pronoun)

The chair of a main committee shall, in the case of absence,
designate a vice-chair of the committee as her or his substitute,
provided that this vice-chair shall not have the right to vote if he or
she is of the same delegation as another member of the General
Committee. ...

(Rule 29)

“Chairman” and “vice-
chairman”
(masculine singular nouns)

The Chairs of these main committees shall be elected by the Health
Assembly.

(Rule 32)

“Chairmen” (masculine
plural noun)

Each main committee shall elect two Vice-Chairs and a Rapporteur.

(Rule 34)

“Vice-Chairmen”
(masculine plural noun)
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Thus, within the scope of the Rules of Procedure, delegates or
representatives are enabled to direct the attention of the presiding
officer to violations or misapplications of the Rules by other delegates
or representatives or by the presiding officer herself or himself.

(Description of the Concept of a Point of Order) "

“Himself” (masculine
singular reflexive pronoun)
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