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(WHA) Agenda item 13.1 24 May 2011

P|P — Pandemic influenza preparedness: sharing of
influenza viruses and access to vaccines

and other benefits

The Sixty-fourth World Health Assembly,

Having considered the report of the Open-Ended Working Group of Member States on
Pandemic Influenza Preparedness: sharing of influenza viruses and access to vaccines and other
benefits:'

Acknowledging the work of the Co-Chairs and the Bureau of the Open-Ended Working Group;

Welcoming the outcome of the Open-Ended Working Group of Member States on Pandemic
Influenza Preparedness: sharing of influenza viruses and access to vaccines and other benefits in
elaborating the Pandemic Influenza Preparedness Framework for sharing of influenza viruses and

access to vaccines and other benefits (the “Pandemic Influenza Preparedness Framework™);

Recognizing the role of industry as an important contributor to technology innovation and

transfer in addressing the challenges of pandemic influenza preparedness and response,

PIP
ZL—L77— 7 1. ADOPTS, in accordance with Article 23 of the WHO Constitution, the Pandemic Influenza

Preparedness Framework, including its annexes;
2. URGES Member States:’
(I) to implement the Pandemic Influenza Preparedness Framework;

(2) to support actively the wide implementation of the Pandemic Influenza Preparedness
Framework, and to consider providing adequate resources for its implementation;
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WHAG64.5 Pandemic influenza preparedness: sharing of influenza viruses and access to vaccines and other benefits
The Sixty-fourth World Health Assembly,

Having considered the report of the Open-Ended Working Group of Member States on Pandemic Influenza
Preparedness: sharing of influenza viruses and access to vaccines and other benefits;?2

Acknowledging the work of the Co-Chairs and the Bureau of the Open-Ended Working Group; Welcoming the
outcome of the Open-Ended Working Group of Member States on Pandemic Influenza Preparedness: sharing of
influenza viruses and access to vaccines and other benefits in elaborating the Pandemic Influenza Preparedness
Framework for sharing of influenza viruses and access to vaccines and other benefits (the “Pandemic Influenza
Preparedness Framework”); Recognizing the role of industry as an important contributor to technology innovation
and transfer in addressing the challenges of pandemic influenza preparedness and response,

1. ADOPTS, in accordance with Article 23 of the WHO Constitution, the Pandemic Influenza Preparedness Framework,
including its annexes;

2. URGES Member States:
(1) to implement the Pandemic Influenza Preparedness Framework;

(2) to support actively the wide implementation of the Pandemic Influenza Preparedness Framework, and to consider
providing adequate resources for its implementation;

3. CALLS UPON relevant stakeholders to give priority to implementing the Pandemic Influenza Preparedness
Framework;

4. REQUESTS the Director-General, in consultation with the Advisory Group:
(1) to implement the Pandemic Influenza Preparedness Framework;

(2) to monitor and review the operation of the Pandemic Influenza Preparedness Framework and all of its
components, in accordance with its provisions;

(3) to report, on a biennial basis, to the World Health Assembly, through the Executive Board, on progress in the
implementation of this resolution.

(Tenth plenary meeting, 24 May 2011 — Committee A, third report)



Pandemic influenza preparedness Framework
for the sharing of influenza viruses
and access to vaccines and other benefits

The objective of the Pandemic Influenza Preparedness
Framework 1s to improve pandemic influenza
preparedness and response, and strengthen the
protection against the pandemic influenza by improving

and strengthening the WHO global influenza surveillance
and response system (“WHO GISRS”),

with the objective of a fair, transparent, equitable,
efficient, effective system for, on an equal footing:

(1) the sharing of H5N1 and other influenza viruses with
human pandemic potential;

and

(11) access to vaccines and sharing of other benefits.
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4.1 Pandemic influenza preparedness
biological materials or PIP biological materials

“PIP biological materials”, for the purposes of this Framework
(and its appended Standard Material Transfer Agreements
(SMTAs) and terms of reference (TORs)) and the Influenza
Virus Tracking Mechanism (IVTM), includes

human clinical specimens, virus i1solates of wild type human
H5N1 and other influenza viruses with human pandemic
potential;

and modified viruses prepared from H5N1 and/or other
influenza viruses with human pandemic potential developed by
WHO GISRS laboratories, these being candidate vaccine
viruses generated by reverse genetics and/or high growth re-
assortment.

Also included in “PIP biological materials” are RNA extracted
from wild-type H5N1 and other human influenza viruses with
human pandemic potential and cDNA that encompass the
entire coding region of one or more viral genes.



Genetic sequences

« “Genetic sequences” means the order of nucleotides found
in a molecule of DNA or RNA. They contain the genetic
information that determines the biological characteristics of
an organism or a virus.

OPERATIONAL EXEMPTION

1 OPERATIONAL EXEMPTION: materials shared within the WHO
GISRS or with other laboratories specifically for non-commercial
public health uses including surveillance activities, diagnostic
applications, and quality assurance, are not handled as PIP
Biological Materials. Their onward transfer for purposes other than
those specified in the terms of reference of National Influenza
Centres, WHO Collaborating Centres, Essential Regulatory
Laboratories and H5 Reference Laboratories is not allowed under
this operational exemption.
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5.4 Standard Material Transfer Agreements

5.4.1 The Standard Material Transfer
Agreement 1 (SMTA 1) in Annex 1 will be used
to cover all transfers of PIP biological materials
within the WHO GISRS for the duration of its
applicability:.

5.4.2 The Director-General will, using the
Standard Material Transfer Agreement 2

(SMTA 2) in Annex 2, enter into agreements
with entities outside the WHO GISRS.

Such agreements will cover all transfers of PIP
biological materials to recipients for their
duration.
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egg based quadrivalent vaccines

for use in the 2019-2020 northern hemisphere influenza season

« an A/Brisbane/02/2018 (H1N1)pdmQ9-like virus;

« an A/Kansas/14/2017 (H3N2)-like virus; *

« a B/Colorado/06/2017-like virus (B/Victoria/2/87 lineage); and
« a B/Phuket/3073/2013-like virus (B/Yamagata/16/88 lineage).
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A/Guangdong-Maonan/SWL 1536/2019
- Requested clarification on 28 February 2020
+ CNIC confirmation emalil on April 2020

A/Paris/2554/2019
- Request clarification on 22 April 2020
- MTA reported complete on 17 June 2020
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Egg-based Vaccines
« an A/Guangdong-Maonan/SWL1536/2019 (HIN1)pdmO09-like

VIrus;

« an A/Hong Kong/2671/2019 (H3N2)-like virus;
 a B/Washington/02/2019 (B/Victoria lineage)-like virus; and

e a B/Phuket/307

3/2013 (B/Yamagata lineage)-like virus.

Cell- or recombinant-based Vaccines

« an A/Hawaii/70/2019 (H1N1)pdmQ9-like virus;

« an A/Hong Kong/45/2019 (H3N2)-like virus;

« a B/Washington/02/2019 (B/Victoria lineage)-like virus; and

* a B/Phuket/307

3/2013 (B/Yamagata lineage)-like virus.
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Egg-based Vaccines

« an A/Victoria/2570/2019 (H1IN1)pdmO9-like virus;

« an A/Cambodia/e0826360/2020 (H3N2)-like virus;

« a B/Washington/02/2019 (B/Victoria lineage)-like virus; and
» a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.

Cell- or recombinant-based Vaccines

« an A/Wisconsin/588/2019 (H1N1)pdm09-like virus;

« an A/Cambodia/e0826360/2020 (H3N2)-like virus;

« a B/Washington/02/2019 (B/Victoria lineage)-like virus; and
» a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus.
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&= [ : Austria (EU), China, Indonesia, USA, India, Ghana, UAE, Bangladesh,
Russia, Argentina, Monaco, Canada, Switzerland, Brazil, Japan.

I.  Pathogen sharing and Access
li. Benefit sharing
lii.  Public Health Implications

« COVID-19 Laboratory network

« Bio Hub : pilot voluntary program Pandemic preparedness

« CBD 2021 : Global multilateral treaty
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University of Oxford and Astrazeneca ChAdOx1 Phase 3

Moderna, Inc. Nucleic acid Phase 3

Novavax, Inc. Recombinant protein nanoparticle technology Phase 3
Inovio Pharmaceuticals Nucleic acid Phase 1/2

Cure Vac Nucleic acid Phase 3

Clover Biopharmaceuticals Phase 1

University of Hong Kong Live attenuated vaccine Preclinical
Biological E Limited Protein Antigen Phase 1/2

SK bioscience Recombinant protein Preclinical

Instiitut Pasteur, Themis Bioscience, University of Pittsburgh Measles vector
Development Discontinued

University of Queensland Recombinant protein Development Discontinued

HI 8L . https://cepi.net/research dev/our-portfolio/
20214F3 5 HIZ T 7B AL =15
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Article 4. Relationship with International Agreements and Instruments

1. The provisions of this Protocol shall not affect the rights and obligations
of any Party deriving from any existing international agreement, except
where the exercise of those rights and obligations would cause a serious
damage or threat to biological diversity. This paragraph is not intended to
create a hierarchy between this Protocol and other international instruments.

2. Nothing in this Protocol shall prevent the Parties from developing and
implementing other relevant international agreements, including other
specialized access and benefit—sharing agreements, provided that they are
supportive of and do not run counter to the objectives of the Convention
and this Protocol.

3. This Protocol shall be implemented in a mutually supportive manner with
other international instruments relevant to this Protocol. Due regard should
be paid to useful and relevant ongoing work or practices under such
international instruments and relevant international organizations, provided
that they are supportive of and do not run counter to the objectives of the
Convention and this Protocol.

4. 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 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.



Article 8. Special Considerations

In the development and implementation of its access and benefit—
sharing legislation or regulatory requirements, each Party shall:

(a) Create conditions to promote and encourage research which
contributes to the conservation and sustainable use of biological
diversity, particularly in developing countries, including through
simplified measures on access for non—commercial research
purposes, taking into account the need to address a change of intent
for such research;

(b) Pay due regard to cases of present or imminent emergencies that
threaten or damage human, animal or plant health, as determined
nationally or internationally. Parties may take into consideration the
need for expeditious access to genetic resources and expeditious
fair and equitable sharing of benefits arising out of the use of such
genetic resources, including access to affordable treatments by
those in need, especially in developing countries;

(c) Consider the importance of genetic resources for food and
agriculture and their special role for food security.



