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PIP OEWG, text as of 14 December, 13.00

Proposed preambular paragraphs
[Noting there has been a breakdown of trust in a global influenza surveillance network and the network does not deliver the desired level of transparency, fairness and equity] 
1.  PRINCIPLES

[That the threat of pandemic influenza persists. Timely sharing of surveillance information and highly pathogenic avian influenza viruses, as well as ensuring equitable access to effective vaccinations, medicines and related technology are important ingredients of global readiness to respond to the pandemic. The Pandemic Influenza Preparedness Framework for the sharing of influenza viruses and access to vaccines and other benefits is an international mechanism to implement a fairer, more transparent, equitable and efficient system. In developing countries, support to implementation of national integrated human and animal influenza action plans and building national minimum core capacity for detection, risk assessment, laboratory confirmation and rapid containment are critical success factors.] 

1.1
In relation to Pandemic Influenza Preparedness: Sharing of Influenza Viruses and Access to Vaccines and Other Benefits, WHO Member States:

(PP1)
Recall World Health Assembly resolution WHA60.28 on Pandemic influenza preparedness: sharing of influenza viruses and access to vaccines and other benefits; Consensus

(PP2)
Note the continuing risk of an influenza pandemic with potentially devastating health, economic and social impacts, particularly for developing countries which suffer a higher disease burden and are more vulnerable; Consensus

(PP3)
Recognize that Member States have a commitment to share on an equal footing H5N1 and other influenza viruses of human pandemic potential and the benefits, considering these as equally important parts of the collective action for global public health; Consensus
(PP4)
This Framework will be guided by the goal of its universal application for the protection of all people of the world from the international spread of disease; Consensus
(PP5)
Recall the need for rapid, systematic and timely sharing of H5N1 and other influenza viruses with human pandemic potential with WHO Collaborating Centres on Influenza and WHO H5 Reference Laboratories as a contribution to assessment of pandemic risk, development of pandemic vaccines, updating of diagnostic reagents and test kits, and surveillance for resistance to antiviral medicines; Consensus
(PP6)
Reaffirm obligations of States Parties under the International Health Regulations (2005);
 Consensus

(PP7)
Recognize this Framework is to be implemented in a manner consistent with applicable national and international laws, regulations, and obligations; Consensus
(PP8)
Recognize that the benefits arising from the sharing of H5N1 and other influenza viruses with human pandemic potential should be shared with all Member States based on public health risk and need; Consensus

(PP9) Recognize the need for a fair, transparent, equitable and efficient framework for the sharing of H5N1 and other influenza viruses with human pandemic potential and for the sharing of benefits, including access to and distribution of affordable diagnostics and treatments, including vaccines, to those in need, especially in developing countries, in a timely manner; Consensus 
(PP10) Recognize also the WHO leadership and oversight functions over these issues and the need for collaboration with United Nations System Influenza Coordinator and relevant intergovernmental organizations; Consensus

(PP11) Recognizing the sovereign right of States over their [biological] / [natural] resources and the importance of collective action to mitigate public health risks;
[(PP12) [Recognizing that this PIP Framework and the Nagoya Protocol should be implemented in a mutually supportive manner] [with a view to achieving the objectives of this framework] [and does not run counter to the objectives of the Convention on Biological Diversity and the Nagoya Protocol] [and that the Framework is in accordance with Article 3bis(4) of the Protocol.] 

or

[Recognizing that influenza pathogens do not fall within the scope of the Convention on Biological Diversity or the Nagoya Protocol]
[(PP13) [Recognize]/[Recall] the Doha Declaration on the TRIPS Agreement and Public Health as well as the Global strategy on public health, innovation and intellectual property, adopted in resolution WHA61.21.];  

Or

[Recalling the Global Strategy on Public Health, Innovation and Intellectual Property, adopted in resolution WHA61.21]

Or

[Delete]
(PP14) Recall that resolutions WHA60.28 and WHA61.21 recognize that “intellectual property rights do not and should not prevent Member States from taking measures to protect public health” and “that intellectual property rights are an important incentive in the development of new health care products. However, this incentive alone does not meet the need for the development of new products to fight diseases where the potential paying market is small or uncertain”; Consensus
(PP15)
Recognize that the commitment to share on an equal footing H5N1 and other influenza viruses of human pandemic potential and the benefits enables WHO Member States and the Director-General to assess the global risk of an influenza pandemic and allows WHO Member States and the Director‑General to take actions to reduce the risk of the emergence of a pandemic and to facilitate the development and production of vaccines, diagnostic materials and other pharmaceuticals that can assist in rapidly responding to and containing an emerging pandemic; Consensus
(PP16)
Acknowledge with serious concern that current global influenza vaccine production capacity remains insufficient to meet anticipated need in a pandemic; Consensus
(PP17)
Acknowledge with serious concern that the distribution of influenza vaccine manufacturing facilities is inadequate particularly in developing countries and that some Member States can neither develop, produce, afford nor access the vaccines and other benefits; Consensus
(PP18)
Note the WHO Global pandemic influenza action plan to increase vaccine supply (GAP)
 and its goal of reducing the gap between potential vaccine demand and supply during an influenza pandemic, by expanding the global capacity to produce influenza vaccine, including in developing countries; Consensus
(PP19)
Recognize the importance of Member States, pharmaceutical manufacturers and other entities with access to relevant technologies in respect of influenza vaccine, diagnostics, and pharmaceuticals making specific efforts to transfer these technologies, skills, knowledge and know-how to countries, particularly developing countries, that do not currently have access to these technologies, skills, knowledge and know-how; Consensus
(PP 20)
Recognize the need for financing mechanisms that would promote affordability and equitable access to quality influenza vaccines, medicines and technologies by developing countries. Consensus
2.  OBJECTIVE

2.1
The objective of this Pandemic Influenza Preparedness Framework is to improve pandemic influenza preparedness [and response,] and strengthen the protection against the spread of pandemic influenza by improving and strengthening the [GISN to become the] WHO Global Influenza [Surveillance and Response System] / [WHO global influenza surveillance and response system] [, including the Global Influenza Surveillance Network and the relevant aspects of GOARN] [and relevant response activities] [and the Global Outbreak Alert and Response Network] [and implementation of the International Health Regulations (2005)]] [to attain] [and implementing] a fair[er, and more] transparent, equitable, efficient and effective system [and ensure] [, on an equal footing,] [for]:
Or

[The objective of the Pandemic Influenza Preparedness Framework is 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 Influenza Surveillance and Response System], with the objective of a fair, transparent, equitable, efficient, 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]
3.  SCOPE

3.1
This Framework applies to the sharing of H5N1 and other influenza viruses with human pandemic potential and the sharing of benefits. Consensus
3.2
This Framework does not apply to seasonal influenza viruses or other non-influenza pathogens or biological substances that may be contained in clinical specimens shared under this Framework. Consensus
4.  DEFINITIONS AND USE OF TERMS

(On the good faith understanding that all uses of the term “influenza virus” are understood to refer to “H5N1 and other influenza viruses with human pandemic potential”.)

For the purpose of this Framework, the following terms have the meanings assigned to them below. Consensus
4.1
Scientific terms

Pandemic Influenza Preparedness Biological Materials or PIP Biological materials

“PIP biological materials”, for the purposes of this Framework (and its annexed SMTA and TORS) and the Influenza Virus Tracking Mechanism (IVTM), includes human clinical specimens,
 virus isolates 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 [Network Influenza]\[GISN] laboratories], these being candidate vaccine viruses generated by reverse genetics and/or high growth re-assortment. Consensus

[Genetic materials, specifically RNA and cDNA, derived from wild-type H5N1 and other human influenza viruses with human pandemic potential.]
 “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. Consensus

“Reference reagents” are biological or chemical substances or organisms and parts thereof used in diagnostic or surveillance activities. They are rigorously characterized and shown to be suitable for use as standards in order to compare and validate results of analyses obtained in different laboratories. Consensus
“Reference reagents for potency determination of vaccines/vaccine potency reagents” means reagents used by vaccine manufacturers and regulatory laboratories for the purpose of testing and standardizing the potency of vaccines against H5N1 and other influenza viruses with human pandemic potential. Consensus

“Influenza virus with human pandemic potential” designates any wild-type influenza virus that has been found to infect humans and that has a haemagglutinin antigen that is distinct from those in seasonal influenza viruses so as to indicate that the virus has potential to be associated with pandemic spread within human populations with reference to the International Health Regulations (2005) for defining characteristics. Consensus
“Pandemic Influenza Preparedness vaccine virus” or “PIP vaccine virus” connotes any high-growth reassortant virus or any influenza reference virus, WHO-recommended influenza virus for vaccine use or other influenza virus material generated, including by new and emerging technologies, from H5N1 or other influenza virus with human pandemic potential that is provided to influenza vaccine manufacturers for the purposes of developing a prototype pandemic, pre-pandemic, pandemic or other influenza vaccine. Consensus
“Clinical specimens” means materials taken from [humans or animals, in as far as the samples taken from animals are shared by originating countries\laboratories with [the WHO Network]] [the respiratory tract (for example, swabs and aspirated fluid), and also blood, serum, plasma, feces, and tissues, collected from humans/[and non-human sources/animals] for diagnostic purposes [, detection of pathogens and further characterization], study or analysis.
“High-growth reassortant influenza viruses” means hybrid influenza viruses, including recombinant viruses, that have been generated from two or more different influenza viruses and selected to grow better in eggs or tissue cultures for optimal influenza vaccine production. Consensus
“Influenza reference viruses” means wild-type influenza viruses of human or animal origin that WHO has selected as representative of important groups of influenza viruses on the basis of extensive antigenic and genetic studies and comparisons with influenza viruses from many countries. As the influenza viruses evolve in nature, new influenza reference viruses are selected. Consensus
“WHO-recommended influenza viruses for vaccine use” means wild-type influenza viruses that are recommended by WHO as the basis for an influenza vaccine. Consensus
“Wild-type influenza viruses or influenza virus isolates” means naturally occurring influenza viruses that have been detected by any means including molecular methodology and/or cultured either in eggs or cells (i.e. isolated) directly from clinical specimens or subsequent culture passages and have not been purposefully modified. Consensus
4.2
Institutions, organizations and entities

“Essential regulatory laboratories” means influenza laboratories designated by WHO located in, or associated with, national regulatory agencies and which have a critical role at the global level for developing, regulating and standardizing human influenza vaccines. Such laboratories participate in the [WHO Network] in accordance with their corresponding terms of reference. Consensus
“Influenza vaccine, diagnostic and pharmaceutical manufacturers” means public or private entities including academic institutions, government owned or government subsidized entities, nonprofit organizations or commercial entities that develop and/or produce human influenza vaccines and other products derived from or using H5N1 or other influenza viruses of human pandemic potential. Consensus
“National Influenza Centres” or “NICs” means influenza laboratories authorized and designated by the Member State and subsequently recognized by WHO to perform a number of functions including providing PIP biological materials to the [WHO Network] in accordance with the Terms of Reference. Consensus
“Other authorized laboratory” means influenza laboratories authorized by the Member State to provide PIP biological materials to the [WHO Network]. This term is intended to cover laboratories in those Member States which do not have a National Influenza Centre or Member States with NICs but which also have additional laboratories with certain roles usually performed by NICs. Consensus
“Public health researchers” means researchers in public health and/or basic sciences at public or private institutions outside of the [WHO network], universities and other academic research institutions with a primary research interest in public health. Consensus
“WHO Collaborating Centres on Influenza” or “WHO CCs” means influenza laboratories designated by WHO and supported by national authorities to perform certain roles within the [WHO Network], and which have accepted formal Terms of Reference from WHO. In general, they differ from National Influenza Centres and WHO H5 Reference Laboratories in having global responsibilities and more extensive technical capacities. Consensus
“WHO H5 Reference Laboratories” means influenza laboratories that have been designated by WHO in order to strengthen national and regional capacity for reliably diagnosing H5 virus infection until this capacity is more widespread. Consensus
[“WHO Network”] means the international network of influenza laboratories, coordinated by WHO, that conduct year-round surveillance of influenza, assessing the risk of pandemic influenza and assisting in preparedness measures. The [WHO Network] comprises National Influenza Centres, WHO Collaborating Centres on Influenza, WHO H5 Reference Laboratories and Essential Regulatory Laboratories. Consensus
4.3
Other terms

“Advisory Group” means the Group referred to in paragraph 7.2 of this Framework. Consensus
“Affected country” means countries with laboratory confirmed cases of H5N1, or other influenza viruses with human pandemic potential. Consensus
“Director-General” means the Director-General of the World Health Organization. Consensus
“Least-developed country” means those countries that are periodically classified as least-developed countries by the United Nations Committee for Development Policy. Consensus
“Originating laboratory” means a National Influenza Centre or other authorized laboratory that initially sends [PIP biological materials] / [clinical specimens] to other laboratories within the [WHO Network] and to other recipients.
“Originating Member State” means the Member State where the [PIP biological materials] / [clinical specimens] were first collected.

“Pandemic Influenza Preparedness Framework” means this Pandemic Influenza Preparedness Framework for the Sharing of Influenza Viruses and Access to Vaccines and Other Benefits. Consensus
“Influenza Virus Traceability Mechanism” means an IT based system for tracking the transfer and movement of PIP biological materials into, within and out of the [WHO Network] as defined in the framework. Consensus
“WHO antivirals stockpile” means a reserved quantity of antiviral medicines and associated equipment for management of outbreaks of H5N1 and other influenza viruses with human pandemic potential, as specified in section 6.8 of this framework. Consensus
“WHO Member States” means the States party to the WHO Constitution. Consensus
“WHO pandemic influenza preparedness vaccine stockpile” or “PIP vaccine stockpile” is the stockpile of vaccines for H5N1 or other influenza viruses with human pandemic potential referred to in paragraph 6.9 of this Framework. Consensus
“WHO Secretariat” has the meaning assigned to it in the WHO Constitution. Consensus










� See http://www.who.int/csr/ihr/en/.


� Document WHO/CDS/EPR/GIP/2006.1; http://www.who.int/csr/resources/publications/influenza/CDS_EPR_GIP_2006_1.pdf.


� The definition for this term has been provided.
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