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Public Health, Innovation and Intellectual Property

1 The Fifty-sixth World Health Assembly, in resolution WHA56.27, requested the Director-
Genera “to establish the terms of reference for an appropriate time-limited body to collect data and
proposals from the different actors involved and produce an analysis of intellectual property rights,
innovation, and public health, including the question of appropriate funding and incentive mechanisms
for the creation of new medicines and other products against diseases that disproportionately affect
developing countries...”

2. The Commission on Intellectual Property Rights, Innovation and Public Health submitted its
report' to the Fifty-ninth World Health Assembly, which, in resolution WHAS9.24, decided “to
establish ... an intergovernmental working group ... to draw up a global strategy and plan of action in
order to provide a medium-term framework based on the recommendations of the Commission ...
aimed, inter adia, at securing an enhanced and sustainable basis for needs-driven, essentia health
research and development relevant to diseases that disproportionately affect developing countries,
proposing clear objectives and priorities for research and development, and estimating funding needs
in this area’. The working group was requested to report to the Sixtieth World Health Assembly
through the Executive Board on the progress made, giving particular attention to needs-driven research
and other potential areas for early implementation, and to submit the final global strategy and plan of
action to the Sixty-first World Health Assembly through the Executive Board.

3. The first session of the Intergovernmental Working Group on Public Health, Innovation and
Intellectual Property was held in Geneva, from 4 to 8 December 2006. The Working Group was
chaired by Mr P. Oldham (Canada), with the following vice-chairmen: Mr B. Wijnberg (Netherlands),
Dr H. Gashut (Libyan Arab Jamahiriya), Dr A.E.O. Ogwell (Kenya),”? Mr Jaya Ratnam (Singapore),
and Mr N. Dayal (India). Dr Ogwell was also the Rapporteur.

4, The Working Group’s progress was reported to the Executive Board at its 120th session,® and
subsequently to the Sixtieth World Health Assembly in May 2007, which reviewed that progress and
adopted resolution WHA60.30.

5. The Intergovernmental Working Group, with the participation of Member States, and other
stakeholders, began its second session on 5 November 2007 in Geneva; the session was suspended on

! Document CIPIH/2006/1.
2 Dr Ogwell was replaced for the resumed second session of the IGWG by Dr J Mukabi (Kenya).

3 See document EB119/2006—-EB120/2007/REC/2, summary record of the ninth meeting of the 120th session,
section 2.
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10 November 2007 and resumed in April 2008. Meanwhile, a subgroup of the Working Group met on
17-19 March 2008 in Genevain order to review further the matrix containing the plan of action.

6. In its resumed second session (Geneva, 28 April — 3 May 2008), the Working Group continued
its consideration of the draft globa strategy and plan of action through three drafting groups. Two
drafting groups, chaired by Vice-Chairman Mr Daya (India) and Dr Viroj Tangcharoensathien
(Thailand) discussed the components of the draft global strategy and the third drafting group, chaired
by Vice-Chairman Dr Gashut (Libyan Arab Jamahiriya) reviewed further the matrix containing the
plan of action.*

7. The Working Group reached agreement on most aspects of the draft globa strategy but some
more work is needed on a few paragraphs. The Intergovernmental Working Group hereby transmits
the draft globa strategy, as of 3 May 2008 (Annex 1), to the Heath Assembly. The Working Group
holds the view that final agreement could be reached by the Sixty-first World Health Assembly and
recommends that the Health Assembly strive to finalize the global strategy. It was also proposed that a
draft resolution, including recommendations for the way forward, should be prepared for consideration
by the Health Assembly; that text is attached at Annex 2.

8. The text of the draft plan of action, as prepared by the third drafting group and then, at the
request of the Working Group, further elaborated by the chair of that drafting group, is attached as an
appendix to the draft global strategy. The Sixty-first World Health Assembly may wish to finalize
identification of the lead stakeholders for the specific actions agreed in the strategy. Additional work is
needed on progress indicators and on estimating the funding needs to implement the elements of the
plan of action. The Working Group considered that the work of finalizing the outstanding components
of the plan of action requires specific technical expertise and could be undertaken by the WHO
Secretariat, with expert support as required.

9. The Intergovernmental Working Group also recommends that the Health Assembly consider the
timely establishment of the expert working group, referred to in the global strategy (specific action
7.1(a)), for examining current financing and coordination of research and development as well as
proposals for new and innovative sources of financing to stimulate that research and development.

10. TheWorking Group aso considered that the Secretariat should initiate the early implementation
of anumber of specific actions, for which WHO has been identified as the lead stakehol der.

11. The Group’'s working process has been characterized by extensive consultations with and
among Member States, both in sessional and intersessional work, and the involvement of experts,
concerned entities and nongovernmental organizations, which has added much value.

! During deliberation of paragraph 2.2(a) of the global strategy it was agreed that the following should be inserted in
this report: “Colombia considers that the concept of discovery science is the knowledge concerned with the physical world
and its phenomena, which does not include the open source methods as they correspond to a particular way of licensing of a
right in the copyright field. Furthermore, Colombia considers that the choice of a particular way of licensing of aright
corresponds to the right-hol ders and not to the Governments.”
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ANNEX 1

Draft global strategy on public health, innovation
and intellectual property

The context

1 In resolution WHAS59.24 the Health Assembly recognized the growing burden of diseases and
conditions that disproportionately affect developing countries, and particularly women and children.
Reducing the very high incidence of communicable diseases in those countries is an overriding
priority. At the same time, it is important for WHO Member States and the WHO Secretariat to
recognize and better address the increasing prevalence of noncommunicable diseases in those
countries. (consensus)

2. Currently, 4.8 billion people live in developing countries, representing 80% of the world
population. Of this number, 2.7 hillion, representing 43% of the world population, live on less than
US$ 2 a day. Communicable diseases account for 50% of the developing countries’ burden of disease.
Furthermore, poverty, among other factors, directly affects the acquisition of health products' and
medical devices, especialy in developing countries. (consensus)

3. [Governments’, the pharmaceutical industry, charitable foundations and nongovernmental
organizations have taken initiatives in recent years to develop new products against diseases affecting
devel oping countries and to increase access to existing health products and medical devices. However,
these initiatives are not sufficient to surmount the challenges of meeting the goal of ensuring access
and innovation for needed health products and medical devices. More efforts should be made to avoid
suffering and reduce preventable mortality and to meet the health-related Millennium Devel opment
Goals and to implement States' obligations arising under applicable human rights treaties with
provisions relevant to health.[Jand to implement obligations arising under human rights treaties with
provisions relevant to health.]/[and to implement hedth-related provisions contained in the
international human rights instruments.]]

4. [Proposals should be developed for health-needs driven research and development that include a
range of incentive mechanisms, including also addressing the linkage between the cost of research and
development and the price of medicines, vaccines, diagnostic kits and other health-care products and a
method for tailoring the optimal mix of incentives to a particular condition or product with the
objective of addressing diseases that disproportionately affect developing countries.]
(consensus pending USA)

! The term “health products’ hereafter should be understood to include vaccines, diagnostics and medicinesin
accordance with resolution WHAS59.24.

2 [Where applicable, refers equally to regional economic integration organizationsin their areas of competence and in
accordance with WHA Resolution 59.24 , para 3(2).]
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5. Advances in biomedical science have provided opportunities to develop new, affordable, safe
and effective health products and medical devices, particularly those that meet public health needs.
Urgent efforts should be made to make these advances more affordable, accessible and widely
available in developing countries. (consensus)

6. The Report of the Commission on Intellectual Property Rights, Innovation and Public Health
provides an analysis of the problems and makes recommendations that form a basis of future actions.
(consensus)

7. Intellectual property rights are an important incentive for the development of new health-care
products. 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)

8. The Doha Ministerial Declaration on the TRIPS Agreement and Public Health confirms that the
agreement does not and should not prevent Members from taking measures to protect public health.
The declaration, while reiterating commitment to the Agreement on Trade-Related Aspects of
Intellectual Property Rights (TRIPS), affirms that the Agreement can and should be interpreted and
implemented in a manner supportive of the rights of WTO Members to protect public health and, in
particular, to promote access to medicines for al. (consensus)

9. Article 7 of the TRIPS agreement states that “the protection and enforcement of intellectual
property rights should contribute to the promotion of technological innovation into the transfer and
dissemination of technology, to the mutual advantage of producers and users of technological
knowledge and in a manner conducive to social and economic welfare, and to a balance of rights and
obligations”. (consensus)

10. The Universal Declaration of Human Rights provides that “everyone has the right freely to
participate in the cultural life of the community, to enjoy the arts and to share in scientific
advancement and its benefits’ and that “everyone has the right to the protection of the moral and
material interests resulting from any scientific, literary or artistic production of which he is the
author”. (consensus)

11. Theprice of medicinesis one of the factors that can impede access to treatment. (consensus)

12. International intellectual property agreements contain flexibilities that could facilitate increased
access to pharmaceutica products by developing countries. However, developing countries may face
obstacles in the use of these flexibilities. These countries may benefit, inter alia, from technical
assistance. (consensus)

Theaim

13. The global strategy on public health, innovation and intellectual property aims to promote new
thinking on innovation and access to medicines, as well as, based on the recommendations of the
CIPIH report, provide a medium-term framework for securing an enhanced and sustainable basis for
needs driven essentia health research and development relevant to diseases which disproportionately
affect developing countries, proposing clear objectives and priorities for R& D, and estimating funding
needsin this area. (consensus)
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14. The elements of the global strategy, which are designed to promote innovation, build capacity,
improve access and mobilize resources, will: (consensus)

a) provide an assessment of the public health needs of developing countries with respect to
diseases that disproportionately affect developing countries and identify their R& D priorities at
the national, regiona and international levels (consensus)

b)  promote R&D focusing on Type Il and Type Il diseases and the specific R&D needs of
developing countriesin relation to Type | diseases' (consensus except for footnote)

C) build and improve innovative capacity for research and development, particularly in
developing countries (consensus)

d)  improve, promote and accelerate transfer of technology between developed and
developing countries as well as among devel oping countries (consensus)

€) encourage and support the application and management of intellectual property in a
manner that maximizes health-related innovation, especidly to meet the R&D needs of
developing countries, protects public health and promotes access to medicines for all, as well as
explore and implement, where appropriate, possible incentive schemes for R& D (consensus)

f) improve delivery of and access to all health products and medical devices by effectively
overcoming barriers to access (consensus)

g)  secure and enhance sustainable financing mechanisms for R&D and to develop and
deliver health products and medical devices to address the health needs of developing countries
(consensus)

h)  develop mechanisms to monitor and evaluate the implementation of the strategy and plan
of action, including reporting systems. (consensus)

The principles

15. The WHO Constitution states that “the objective of WHO shall be the attainment by all peoples
of the highest possible level of health”. Accordingly, WHO shall play a strategic and pro-active rolein
contributing to pursue the agenda on “public health, innovation and intellectual property”, within its
mandate and its constitutional objectives. To achieve this, WHO, including the regional and country
offices, shall strengthen institutional competencies and programmes to implement this strategy and

1 [The Commission on Macroeconomics and Health as referred to in the CIPIH report, specifies the definitions of
Typel, Il and I11 diseases, and the specific diseases on which this draft strategy focuses, are as followed: Type | diseases are
incident in both rich and poor countries, with large numbers of vulnerable populations in each. [The strategy will focus on the
Type | diseases which are increasingly prevalence in developing countries, [for example, diabetes, cardiovascular diseases
and cancer.]] Type Il diseases are incident in both rich and poor countries, but with a substantial proportion of the cases in
poor countries. [For the purposes of the Strategy, the focus is on HIV/AIDS and TB]. Type Il diseases are those that are
overwhelmingly or exclusively incident in developing countries. [For the purpose of the strategy, the focus is on the nine
neglected infectious diseases that disproportionately affect poor and marginalized population, prioritized by the UNICEF/
UNDP/ World Bank/ WHO Special Programme for Research and training in Tropical Diseases: Chagas disease, dengue and
dengue haemorrhagic fever, leishmaniasis, leprosy, lymphatic filariasis, malaria, onchocerciasis, schistosomiasis and human
African trypanosomiasis. Nevertheless, Member States can [either expand or narrow]/[revise] the list of diseases as
appropriate.]
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plan of action as well as the existing mandates given by relevant WHA resolutions. (consensus
pending USA)

16. The enjoyment of the highest attainable standard of health is one of the fundamental rights of
every human being without distinction of race, religion, political belief, economic or social condition.
(consensus)

17. [The right of everyone to the enjoyment of the highest attainable standard of physical and
mental health is recognized [as a fundamental human right] in the internationa Human Rights
[commitments]/[instruments],[and as a fundamental human right as recognized]/ [in particular,] in the
International Covenant on Economic, Socia and Cultural Rights J[Article 12.1.] (consensus to delete
pending Ecuador)

18. [The objectives of public health and the interests of trade should be appropriately [coordinated
and mutually supportive]/[balanced and coordinated.]]

or
[Theright to health takes precedence over commercial interests.]

19. The promotion of technological innovation and the transfer of technology should be pursued by
all states and supported by intellectual property rights. (consensus)

20. Intellectua property rights do not and should not prevent Member States from taking measures
to protect public heath. (consensus)

21. International negotiations on issues related to intellectual property rights and health should be
coherent in their approaches to the promotion of public health. (consensus)

22. The strengthening of the innovative capacity of developing countries is essential to respond to
the needs of public health. (consensus)

23. Research and development of developed countries should better reflect the health needs of
devel oping countries. (consensus)

24. The Globa Strategy and the Plan of Action should promote the development of health products
and medical devices needed by Member States, especially developing countries, that are:

(i)  developed in an ethical manner;
(i) availablein sufficient quantities;
(iii)  effective, safe and of good quality;
(iv) affordable and accessible;

(V) used in arational way.

(consensus)
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25. Intellectua 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)

26. Severd factors contribute to the price of health products and medical devices, and public
policies should address these factors to increase their affordability and accessibility. Among others,
competition and reduction or elimination of import tariffs on these products and devices can contribute
to the reduction of prices. Countries should monitor carefully supply and distribution chains and
procurement practices to minimize costs that could adversely influence the price of these products and
devices. (consensus)

The elements
Element 1. Prioritizing research and development needs

27. Hedlth research and development policies of developed countries need to reflect adequately the
health needs of developing countries. Gaps in research on Type Il and Type Il diseases and on the
specific R&D needs of developing countries in relation to Type | diseases need to be identified
urgently. A better understanding of the developing countries health needs, and their determinants is
essential to drive sustainable research and development on new and existing products. (consensus)

28. Theactionsto be taken to prioritize research and development needs are as follows:

(1.1) mapping global research and development with a view to identifying gaps in research and
devel opment on diseases that disproportionately affect devel oping countries (consensus)

(@ develop methodol ogies and mechanisms to identify gapsin research on Type Il and
Type |11 diseases and on developing countries specific R&D needs in relation to Type |
diseases (consensus)

(b) disseminate information on identified gaps, and evaluate their conseguences on
public health (consensus)

(c) provide an assessment of identified gaps at different levels — national, regional and
international — to guide research aimed at developing affordable and therapeutically
sound products to meet public health needs. (consensus)

(1.2) formulating explicit prioritized strategies for research and development at country and
regiona and inter-regional levels (consensus)

(@) set research priorities so as to address public health needs and implement public
health policy based on appropriate and regular needs assessments (consensus)

(b) conduct research appropriate for resource-poor settings and research on
technologically appropriate products for addressing public health needs to combat
diseases in devel oping countries (consensus)

(¢) include research and development needs on health systemsin a prioritized strategy
(consensus)
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29.

(d) urge the leadership and commitment of governments, regional and international
organizations and the private sector in determining priorities for R&D to address public
health need (consensus)

(e) increase overall R&D efforts on diseases that disproportionately affect developing
countries, leading to the development of quality products to address public health needs,
user friendly (in terms of use, prescription and management) and accessible (in terms of
availability and affordability). (consensus)

(1.3) encouraging research and development in traditional medicine in accordance with
national priorities and legidation, and taking into account the relevant international instruments,
including, as appropriate, those concerning traditional knowledge and the rights of indigenous
peoples (consensus)

(@ setresearchprioritiesin traditional medicine (consensus)

(b)  support developing countries to build their capacity in research and devel opment
in traditional medicine (consensus)

(c) promoteinternational cooperation and the ethical conduct of research (consensus)

(d) support South-South cooperation in information exchange and research activities
(consensus)

(e) support early-stage drug research and development in traditional medicine systems
in developing countries. (consensus)

Element 2. Promoting research and devel opment

There are many determinants of innovation capacity. Political, economic and social institutions

in each country should participate in the development of health research policy, taking into
consideration their own realities and needs. The range of measures to promote, coordinate and finance
public and private research in both developed and developing countries into Type Il and Type Il
diseases and into the needs of developing countries in relation to Type | diseases needs to be
substantially enhanced. Greater investment, in both developed and developing countries, is essential.

(consensus)

30.

The actions to be taken to promote research and development are as follows:

(2.1) supporting governments to develop or improve national health research programmes and
establish, where appropriate, strategic research networks to facilitate better coordination of
stakeholders in this area (consensus)

(@ promote cooperation between private and public sectors on research and
devel opment (consensus)
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(b) provide support for national health research programmes in developing countries
through political action and, where feasible and appropriate, long-term funding
(consensus)

(c) support governments in establishing health-related innovation in developing
countries. (consensus)

(2.2) promoting upstream research and product development in developing countries
(consensus)

(@) support discovery science, including where feasible and appropriate, voluntary
open-source methods, in order to develop a sustainable portfolio of new products
(consensus)

(b)  promote and improve accessibility to compound libraries through voluntary means,
provide technical support to developing countries and promote access to drug leads
identified through the screening of compound libraries (consensus)

(c) identify incentives and barriers, including IP-related provisions, at different levels
— national, regional and international - that might affect increased research on public
health, and suggest ways to facilitate access to research results and research tools
(consensus)

(d) support basic and applied scientific research on Type |l and Type |l diseases and
on the specific R&D needs of developing countries in relation to Type | diseases
(consensus)

(e) support early-stage drug research and development in developing countries
(consensus)

()  build capacity to conduct clinical trials and promote public and other sources of
funding for clinical trials and other mechanisms for stimulating local innovation, taking
into account international ethical standards and the needs of developing countries
(consensus)

(g promote the generation, transfer, acquisition upon agreed terms and voluntary
sharing, of new knowledge and technologies, consistent with national law and
international agreements, to facilitate the development of new health products and
medical devicesto tackle the health problems of devel oping countries. (consensus)

(2.3) improving cooperation, participation and coordination of health and biomedical research
and development (consensus)

(@ stimulate and improve global cooperation and coordination in research and
devel opment, in order to optimize resources (consensus)

(b) enhance exigting fora and examine the need for new mechanisms, in order to
improve the coordination and sharing of information on research and development
activities (consensus)
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31.

(c) encourage further exploratory discussions on the utility of possible instruments or
mechanisms for essential health and biomedical R&D, including inter alia, an essential
health and biomedical R&D treaty (consensus)

(d) support active participation of developing countries in building technological
capacity (consensus)

(e) promote the active participation of developing countries in the innovation process.
(consensus)

(2.4) Promoting greater access to knowledge and technology relevant to meet public health
needs of developing countries (consensus)

(@ promote the creation and development of accessible public health libraries in
order to enhance availability and use of relevant publications by universities, institutes
and technical centers, especially in devel oping countries (consensus)

(b) promote public access to the results of government funded research, by strongly
encouraging that all investigators funded by governments submit to an open access
database an electronic version of their final, peer-reviewed manuscript (consensus)

(c) support the creation of voluntary open databases and compound libraries
including voluntary provision of access to drug leads identified through the screening of
such compound libraries (consensus)

(d)  encourage the further development and dissemination of publicly or donor-funded
medical inventions and know-how through appropriate licensing policies, including but
not limited to open licensing, that enhance access to innovations for development of
products of relevance to the public health needs of developing countries on reasonable,
affordable and non-discriminatory terms (consensus)

(e) consider, where appropriate, use of a “research exception” to address public
health needs in developing countries consistent with the Agreement on Trade-Related
Aspects of Intellectual Property Rights. (consensus)

(2.5) Establishing and strengthening national and regional coordinating bodies on research and
devel opment (consensus)

(@ develop and coordinate a research and devel opment agenda (consensus)

(b) facilitate the dissemination and use of research and development outcomes.
(consensus)

Element 3. Building and improving innovative capacity

There is a need to frame and develop and support effective policies that promote the

development of capacities in developing countries related to health innovation. Key areas for

10
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investment are capacities relating to science and technology, local production of pharmaceuticals,
clinical trias, regulation, intellectua property and traditional medicine. (consensus)

32.

The actions to be taken to build and improve innovative capacity are as follows:

(3.1) building capacity of developing countries to meet research and development needs for
health products (consensus)

(@) support investment by developing countries in human resources and knowledge
bases, especially in education and training including in public health (consensus)

(b) support existing and new research and development groups and institutions,
including regional centres of excellence, in devel oping countries (consensus)

(c) strengthen health surveillance and information systems. (consensus)

(3.2) Framing, developing and supporting effective policies that promote the development of
capacities for health innovation (consensus)

(@) establish and strengthen regulatory capacity in developing countries (consensus)

(b) strengthen human resources in research and development in developing countries
through long-term national capacity building plans (consensus)

(c) encourage international cooperation to develop effective policies for retention of
health professionals including researchers in devel oping countries (consensus)

(d) urge Member Sates to establish mechanisms to mitigate the adverse impact of the
loss of health personnel in developing countries, particularly researchers, through
migration, including by ways for both receiving and originating countries to support the
strengthening of national health and research systems, in particular human resource
development in the countries of origin, taking into account the work of WHO and other
relevant organizations. (consensus)

(3.3) providing support for improving innovative capacity in accordance with the needs of
developing countries (consensus)

(@) develop successful health innovation models in developing innovative capacity
(consensus)

(b) intensify North—South and South-South partnerships and networks to support
capacity building (consensus)

(c) establish and strengthen mechanisms for ethical review in the research and
development process, including clinical trials, especially in developing countries.
(consensus)

(3.4) supporting policies that will promote innovation based on traditional medicine within an
evidence-based framework in accordance with national priorities and taking into account the
relevant provisions of relevant international instruments (consensus)

11



A61/9 Annex 1

(@) establish and strengthen national and regional policies to develop, support,
promote traditional medicine (consensus)

(b) encourage and promote policies on innovation in the field of traditional medicine
(consensus)

(c) promote standard setting to ensure the quality, safety and efficacy of traditional
medicine, including by funding the research necessary to establish such standards
(consensus)

(d)  encourage research on mechanisms for action and pharmacokinetics of traditional
medi cine (consensus)

() promote South-South collaboration in traditional medicine (consensus)

() formulate and disseminate guidelines on good manufacturing practices for
traditional medicines and laying down evidence-based standards for quality and safety
evaluation. (consensus)

(3.5) developing and implementing, where appropriate, possible incentive schemes for health-
related innovation (consensus)

(@ encourage the establishment of award schemes for health-related innovation
(consensus)

(b)  encourage recognition of innovation for purposes of career advancement for health
researchers. (consensus)

Element 4. Transfer of technology

33. North—South and South—South development cooperation, partnerships and networks need to be
supported in order to build and improve transfer of technology related to heath innovation. Article 7
of the TRIPS Agreement states that the protection and the enforcement of intellectua property rights
should contribute to the promotion of technological innovation and the transfer and dissemination of
technology, to the mutual advantage of producers and users of technological knowledge and in a
manner conducive to social and economic welfare, and to the balance of rights and obligations.
(consensus)

34. Theactionsto betaken in relation to this element are as follows:

(4.1) promoting transfer of technology and the production of health products in developing
countries (consensus)

(@ explore possible new mechanisms and make better use of existing mechanisms to
facilitate transfer of technology and technical support to build and improve innovative
capacity for health-related research and development, particularly in developing
countries (consensus)

12
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(b) [promote transfer of technology and production of health products in developing
countries through investment and capacity building, including by providing guidance on
appropriate technol ogies] (consensus pending USA)

(c) promote transfer of technology and production of health products in developing
countries through identification of best practices, and investment and capacity building
provided by developed and developing countries where appropriate. (consensus)

(4.2) supporting improved collaboration and coordination of technology transfer for health
products, bearing in mind different levels of development (consensus)

(@ encourage North—-South and South—-South cooperation for technology transfers,
and collaboration between ingtitutions in developing countries and the pharmaceutical
industry (consensus)

(b) facilitate local and regional networks for collaboration on research and
devel opment and transfer of technology (consensus)

(c) continue to promote and encourage technology transfer to least-developed country
members of the WTO consistent with Article 66.2 of the Agreement on Trade-Related
Aspects of Intellectual Property Rights (consensus)

(d) promote the necessary training to increase absorptive capacity for technology
transfer. (consensus)

(4.3) developing possible new mechanisms to promote transfer of and access to key
health-related technol ogies (consensus)

(@) examine the feasibility of voluntary patent pools of upstream and downstream
technologies to promote innovation of and access to health products and medical devices
(consensus)

(b) explore and, if feasible, develop possible new mechanisms to promote transfer of
and access to key health-related technologies of relevance to public health needs of
developing countries especially on Type |1 and |11 diseases and the specific R&D needs of
developing countries in respect of Type | diseases, which are consistent with the
provisions of the TRIPS agreement and instruments related to that agreement, which
provide flexibilities to take measures to protect public health. (consensus)

Element 5. Application and Management of intellectual property to contribute to innovation
and promote public health

35. Theinternational regimes on intellectual property aim, inter alia, to provide incentives for the
development of new health products. However, incentive schemes for research and development,
especialy on Type Il and Type Il diseases and the specific R&D needs of developing countries in
respect of Type | diseases, need to be explored and implemented, where appropriate. Thereis a crucial
need to strengthen innovation capacity as well as capacity to manage and apply intellectual property in
developing countries, including, in particular, the use to the full of the provisions in the TRIPS

13
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Agreement and instruments related to that agreement, which provide flexibilities to take measures to
protect public health. (consensus)

36. Theactionsto betaken in relation to this element are as follows:

(5.1) supporting information sharing and capacity building in the application and management
of intellectual property with respect to heath related innovation and the promotion of public
health in developing countries (consensus)

(@ encourage and support the application and management of intellectual property in
a manner that maximizes health-related innovation [and promotes access to [health
products] / [medicines]] and that is consistent with the provisions in the TRIPS
Agreement and instruments related to that agreement and meets the specific R&D needs
of developing countries (consensus pending Suriname)

(b) promote and support, including through international cooperation, national and
regional ingtitutions in their efforts to build and strengthen capacity to manage and apply
intellectual property in a manner oriented to public health needs and priorities of
developing countries (consensus)

(c) [to compile, maintain and update, including supporting existing efforts for user-
friendly global databases on the status of health-related patents for specific priority
health products and facilitate widespread access to the databases, in particular by
developing countries and to strengthen national capacities of analysis and the quality of
patents|

(d) stimulate collaboration among pertinent national institutions and relevant
government departments, as well as between national, regional and international
ingtitutions, in order to promote information sharing relevant to public health needs
(consensus)

(e) strengthen education and training in the application and management of
intellectual property, from a public health perspective taking into account the provisions
contained in the Agreement on Trade-Related Aspects of Intellectual Property Rights,
including the flexibilities recognized by the Doha Ministerial Declaration on the TRIPS
Agreement and Public Health and other WTO instruments related to the TRIPS
Agreement (consensus)

(H facilitate, where feasible and appropriate, possible access to traditional medicinal
knowledge information for use as prior art in examination of patents, including, where
appropriate, the inclusion of traditional medicinal knowledge information in digital
libraries (consensus)

(g) promote active and effective participation of health representatives in intellectual
property-related negotiations, where appropriate, in order that such negotiations also
reflect public health needs (consensus)

(n) strengthen efforts to effectively coordinate work relating to intellectual property
and public health among the Secretariats and governing bodies of relevant regional and
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international organizations to facilitate dialogue and dissemination of information to
countries. (consensus)

(5.2) providing as appropriate, upon request, in collaboration with other competent
international organizations technical support, including, where appropriate, to policy processes,
to countries that intend to make use of the provisions contained in the agreement on Trade-
Related Aspects of Intellectual Property Rights, including the flexibilities recognized by the
Doha Minigterial Declaration on the TRIPS agreement and Public Health and other WTO
instruments related to the TRIPS agreement, in order to promote access to pharmaceutical
products (consensus)

(@) consider, whenever necessary, adapting national legislation in order to use to the
full the flexibilities contained in the Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS agreement), including those recognized by the Doha Declaration
on TRIPS agreement and Public Health and the WTO decision of 30 August 2003
(consensus)

(b) [awvoid the incorporation of TRIPS-plus measures in any trade agreements and in
national legidation that may have negative impact on access to health products or
treatmentsin devel oping countries)

or
[ delete subparagraph (b)]
or

[encourage those Member States, which so desire, when incorporating measures beyond
TRIPS to take into account the impact on access to health products in light of public
health priorities without prejudice to the sovereign rights of Member Sates)

(c) takeinto account in trade agreements the flexibilities contained in the Agreement
on Trade-Related Aspects of Intellectual Property Rights and including those recognized
by the Declaration on the TRIPS agreement and Public Health adopted by the WTO
Ministerial Conference (Doha, 2001) and the WTO decision of 30 August 2003
(consensus)

(d) consider, where appropriate, taking necessary measures in countries with
manufacturing capacity to, facilitate through export, access to pharmaceutical products
in countries with insufficient or no manufacturing capacity in the pharmaceutical sector
in a manner consistent with the Agreement on Trade-Related Aspects of Intellectual
Property Rights, the Doha Declaration on the TRIPS Agreement and Public Health and
the WTO decision of 30 August 2003 (consensus)

(e) encourage finding ways, in ongoing discussions, to prevent misappropriation of
health-related traditional knowledge, and consider where appropriate legislative and
other measures to help prevent misappropriation of such traditional knowledge.
(consensus)
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(5.3) exploring and, where appropriate, promoting possible incentive schemes for research and
development on Type Il and Type |l diseases and on developing countries’ specific research
and development needs in relation to Type | diseases (consensus)

(@ explore and, where appropriate, promote a range of incentive schemes for
research and devel opment including addressing, where appropriate, the de-linkage of the
costs of research and development and the price of health products, for example through
the award of prizes, with the objective of addressing diseases which disproportionately
affect devel oping countries (consensus)

(b) [assesstheimpact of data-exclusivity on accessto medicines|

or
[ delete subparagraph (b)] (move to Element 5.2)
(c) [consider adopting and/or effectively implementing competition policiesin order to
prevent or correct anti-competitive practices related to health products; and the use of
pro-competitive measures under [the intellectual property law and national legislation] ]
(d) [Consider developing guidelines for patent examiners on how properly to apply
patentability criteria in a way that promotes high quality patents and while taking into
account a public health perspective]

or

[delete (d)]

(e) [avoid redtrictions for the use of or reliance on undisclosed test data in ways that
would exclude fair competition or impede the use of flexibilities built into TRIPY

or

[delete (€)]

Element 6. Improving delivery and access

37. Support for and strengthening of health systemsis vita for the success of the strategy, as are the
stimulation of competition and the adoption of appropriate pricing and taxation policies for heath
products. Mechanisms to regulate the safety, quality and efficacy of medicines and other heath
products, coupled with adherence to good manufacturing practices and effective supply chain
management, are critical components of a well-functioning health system. (consensus)

38. International agreements that may have an impact on access to health products in developing
countries need to be regularly monitored with respect to their development and application. Any
flexibilities in such agreements, including those contained in the TRIPS agreement and recognized by
the Doha Declaration on the TRIPS Agreement and Public Health that would permit improved access
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need to be considered for action by national authorities in the light of the circumstances in their
countries. The impact of such actions on innovation needs to be monitored. (consensus)

39. Theactionsto be taken to improve delivery and access are as follows:

(6.1) encouraging increased investment in the health-delivery infrastructure and financing of
health products in order to strengthen the health system (consensus)

(@ invest in developing health-delivery infrastructure and encourage financing of
health products (consensus)

(b) develop effective and sustainable mechanismsin least-devel oped countriesin order
to improve access to existing medicines, acknowledging the transitional period until
2016" (consensus)

(c) prioritize health care in national agendas (consensus)

(d) encourage health authorities to improve domestic management capacities in order
to improve delivery and access to medicines and other health products with quality,
efficacy, safety and affordability and, where appropriate, to develop strategies to promote
rational use of medicines (consensus)

(e) increase investment in human resource development in the health sector
(consensus)

()  develop effective country poverty reduction strategies that contain clear health
obj ectives (consensus)

(g encourage pooled procurement mechanisms for health products and medical
devices, where appropriate. (consensus)

(6.2) establishing and strengthening mechanisms to improve ethical review and regulate the
quality, safety and efficacy of health products and medical devices (consensus)

(@) devdop and/or strengthen the capacity of national regulatory authorities to
monitor the quality, safety and efficacy of health products while sustaining ethical review
standards (consensus)

(b)  promote operational research to maximize the appropriate use of new and existing
products, including cost-effective and affordable products in high disease-burden settings
(consensus)

(c) comply with good manufacturing practices for safety standards, efficacy and
quality of health products (consensus)

(d) strengthen the WHO pre-qualification programme (consensus)

Y In line with the extension, provided to |east-devel oped countries, by Article 7 of the Doha Declaration on the TRIPS
Agreement and Public Health.
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(60 [To consider developing and strengthening, where appropriate, legidative,
regulatory oversight mechanisms and other measures to minimize the risks to public
health resulting from the [production, trafficking and] use of drugs which have been
counterfeited," adulterated,[ have expired or are substandard, including by prohibiting
the production and trafficking of counterfeit and substandard products]/[ have expired,
through health promotion, surveillance and health regulation.]]

(H  where appropriate, initiate programmed actions on regional and sub-regional
levels with the ultimate goal of harmonization of processes employed by the regulatory
authorities for drug marketing approvals ( consensus)

(g) promote ethical principles for clinical trials involving human beings as a
requirement of registration of medicines and health-related technologies, with reference
to the Declaration of Helsinki, and other appropriate texts, on ethical principles for
medical research involving human subjects, including good clinical practice guidelines
(consensus)

(h)  support regional networks and collaborative efforts to strengthen the regulation
and implementation of clinical trials using appropriate standards for medicines
evaluation and approval. (consensus)

(6.3) promoting competition to improve availability and affordability of health products
consistent with public health policies and needs (consensus)

(@ support the production and introduction of generic versions, in particular of
essential medicines, in developing countries, through the development of national
legidlation and/or policies that encourage generic production and entry, including a
“regulatory exception” or “ Bolar” -type provision, and which are consistent with the
TRIPS Agreement and instruments related to that agreement (consensus)

(b) frame and implement policies to improve access to safe and effective health
products, especially essential medicines, at affordable prices, consistent with
inter national agreements (consensus)

(c) consider where appropriate, inter alia, the reduction or eimination of import
tariffs on health products and medical devices and the monitoring of supply and
distribution chains and procurement practices to minimize cost and increase
access(consensus)

! [Definition of counterfeit medicines: WHO defines counterfeit medicines as medicines which are deliberately and

fraudulently mislabeled with respect to identity or source. Counterfeiting occurs both with branded and generic products and
counterfeit medicines may include products with the correct ingredients but fake packaging, with wrong ingredients, without
active ingredients or with insufficient active ingredients.]

OR

[A medical product is counterfeit when there is a false representation in relation to its identity, history, or source. This
applies to the product, its container, packaging or other labelling information. Counterfeiting can apply to both branded and

generic

products. Counterfeits may include products with correct ingredients’components, with wrong

ingredients/components, without active ingredients, with incorrect amounts of active ingredients, or with fake packaging.]
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(d) [encourage pharmaceutical companies to continue or to adopt pricing policies,
including differential pricing policies, that are conducive to promoting access to quality,
safe, efficacious and affordable health products in developing countries, consistent with
national law] (consensus pending USA)

(e) [stimulate the development of policies to monitor pricing to improve affordability
of health products and strengthen WHO’s ongoing work on pharmaceutical pricing]
(consensus pending USA)

[(f) adopt or effectively implement competition policies in order to prevent or remedy
anti-competitive practices related to the use of medicinal patents, including the use of
measures that favour competition available under intellectual property law] (crossref to
potential duplication with para 5.3(c))

(g9) increase information among policy makers, users, doctors and pharmacists regarding
generic products. (consensus)

Element 7. Promoting sustainable financing mechanisms

40. In recent years donors have provided substantial additional financing to make health products
available in developing countries through new mechanisms. Additional financing has aso been
secured for research and development activities relevant for the control and treatment of the diseases
covered by this strategy. Nonetheless, further funding on a sustainable basis is essential to support a
long-term research and development effort for products to meet the health needs of developing
countries. The most serious gaps in financing for health products and research and development
covered by this strategy need to be identified and analysed. (consensus)

41. It is important to make maximum use of and complement as appropriate and feasible current
initiatives, thereby contributing to a flow of resources into innovation and implementation.
(consensus)

42. Theactionsto be taken to promote sustainable financing mechanisms are as follows:

(7.1) endeavouring to secure adequate and sustainable financing for research and development,
and improve coordination of its use, where feasible and appropriate, in order to address the
health needs of developing countries (consensus)

(@) establish a results-oriented and time-limited expert working group under the
auspices of WHO and linking up with other relevant groups to examine current financing
and coordination of research and development, as well as proposals for new and
innovative sources of financing to stimulate R& D related to Type Il and Type I11 diseases
and the specific R&D needs of developing countries in relation to Type | diseases
(consensus)

(b) consider channelling additional funds to health-oriented research organizations as
appropriate in both the private and public sector of developing countries and promote
good financial management to maximize its effectiveness as recommended by the
resolution WHA 58.34 (consensus)
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() create a database of possible sources of financing for R & D. (consensus)

(7.2) facilitating the maximum use of, and complementing as appropriate, existing financing,
including that through public-private and product devel opment partnerships, in order to develop
and deliver safe, effective and affordable health products and medical devices (consensus)

(@ document and disseminate best practices in public-private and product
devel opment partner ships (consensus)

(b) develop tools to periodically assess performance of public-private and product
development partner ships (consensus)

(c) support public-private and product development partnerships and other
appropriate research and development initiatives in developing countries. (consensus)

Element 8. Establishing monitoring and reporting systems

43.  Systems should be established to monitor performance and progress of this strategy. A progress
report will be submitted to the Health Assembly through the Executive Board every two years. A
comprehensive evaluation of the strategy will be undertaken after four years. (consensus)

44.  Stepsto be taken will include:

(8.1) measuring performance and progress towards objectives contained in the strategy and
plan of action (consensus)

(@ establish systems to monitor performance and progress of the implementation of
each element of the Global Strategy and Plan of Action (consensus)

(b)  monitor and report periodically to WHO' s governing bodies on the gaps and needs
related to health products and medical devices in developed and developing countries
(consensus)

(c) continue to monitor, from a public health perspective, in consultation as
appropriate with other international organizations, the impact of intellectual property
rights and other issues addressed in the report of the Commission on Intellectual
Property Rights, Innovation and Public Health, on the development of, and access to,
health care products, and to report thereon to the Health Assembly (consensus)

(d) monitor and report on the impact of incentive mechanisms on innovation of and
access to health products and medical devices (consensus)

(e) monitor and report on investment in research and development to address the
health needs of devel oping countries. (consensus)
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Appendix
Draft Plan of Action Chair’s Text

Status 3 May 2008

Explanation by the Chair of the Drafting Group on the Plan of Action of the ‘ Stakeholder’ Column
in the attached table

Discussed Text

- White background indicates text discussed by the Drafting Group, with unbracketed text indicating
consensus and bracketed text indicating that consensus has not been reached.

- Shaded background indicates text discussed by the Drafting Group where consensus was achieved.
The Chair has standardized the sequence and nomenclature of the text in accordance with the
format agreed by the Drafting Group.

Text not discussed (Chair’s proposal)

- Black background indicates text which has been proposed by the Chair but has not been discussed
by the Drafting Group and is therefore not consensus text.
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* Stakeholder (s)
Lead stakeholders are indicated by bold typeface.

Reference to Gover nments means WHO Member States' are urged to take action.

WHO means the Director General is reguested to take action.

Other International Intergovernmental Organizations, both globa and regional, means
WHO Member States, or WHO as mandated by its Member States through this Plan of Action,
invite these Organizations to take action. The Director General is requested to bring this Global
Strategy and Plan of Action to the attention of all relevant international organizations and invite
them to consider the relevant provisions of this Global Strategy and Plan of Action.

Member States are urged to raise appropriate issues in the governing bodies of the
organizations.

Other relevant stakeholders means WHO Member States, or WHO as mandated by its
Member States through this Plan of Action, invite these relevant actors to take action. These
include inter aia, as appropriate, international and national research institutions, academia;
national and regiona regulatory agencies; relevant health-related industries, including both
public and private; public—private partnerships, public-private and product development
partnerships; nongovernmental organizations, concerned communities; development partners;
charitable foundations; publishers; research and development groups; regional bodies; regional
organizations. (consensus)

! Where applicable, refers equally to regional economic integration organizations in their areas of competence and in

accordance with WHA Resolution 59.24, para 3(2).
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Elements and sub-elements [Specific actions [Stakeholder(s)* |Time frame
Element 1. Prioritizing research and development needs
(1.1) mapping global research and development with a view to (a) develop methodologies and WHO; Governments; other |2008-2015
identifying gaps in research and development on diseases that mechanisms to identify gaps in relevant stakeholders
disproportionately affect developing countries (consensus) research on Type Il and Type llI
diseases and on developing
countries’ specific R&D needs in
relation to Type | diseases
(consensus)
(b) disseminate information on WHO; Governments; other |2008-2015
identified gaps, and evaluate their  |relevant stakeholders
consequences on public health
(consensus)
(c) provide an assessment of WHO; Governments; other |2008-2015
identified gaps at different levels —  |relevant stakeholders
national, regional and international —
to guide research aimed at
developing affordable and
therapeutically sound products to
meet public health needs
(consensus)
(1.2) formulating explicit prioritised strategies for research and (a) set research priorities so as to Governments; regional 2008-2015
development at country and regional and inter-regional levels address public health needs and organizations
(consensus) implement public health policy based
on appropriate and regular needs
assessments (consensus)
(b) conduct research appropriate for |Governments; WHO; other [2008-2015
resource-poor settings and research [relevant stakeholders
on technologically appropriate (including academia,
products for addressing public health [relevant health-related
needs to combat diseases in industries, national research
developing countries (consensus) institutions and public—
private partnerships)
(c) include research and development |Governments; WHO; other [2008-2015
needs on health systems in a relevant stakeholders
prioritized strategy (consensus) (including academia,
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national research
institutions, and public—
private partnerships)

(d) urge the leadership and WHO; Governments; other | 2008-2015
commitment of governments, International
regional and international Intergovernmental
organizations and the private sector |Organizations; other
in determining priorities for R&D to  |relevant stakeholders
address public health needs (including private sector)
(consensus)
(e) increase overall R&D efforts on  |[Governments; WHO; other [2008-2015
diseases that disproportionately relevant stakeholders
affect developing countries, leading |(including academia,
to the development of quality relevant health related
products to address public health industries, national research
needs, user friendly (in terms of use, |institutions, and public—
prescription and management) and |private partnerships)
accessible (in terms of availability
and affordability) (consensus)
(1.3) encouraging research and development in traditional (a) set research priorities in Governments; WHO; other | 2008-2015
medicine in accordance with national priorities and legislation, and [traditional medicine (consensus) International
taking into account the relevant international instruments, Intergovernmental
including, as appropriate, those concerning traditional knowledge Organizations; other
and the rights of indigenous peoples (consensus) relevant stakeholders
(including academia,
[relevant health-related
industries]; national
research institutions; public—
private partnerships; and
concerned communities)
(b) support developing countries to  |Governments; WHO; other | 2008-2015

build their capacity in research and
development in traditional medicine
(consensus)

International
Intergovernmental
Organizations; other

6/T9V
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relevant stakeholders
(including academia,
relevant health-related
industries, national research
institutions, public—private
partnerships)

(c) promote international cooperation |Governments; WHO; other | 2008-2015
and the ethical conduct of research |International
(consensus) Intergovernmental
Organizations; other
relevant stakeholders
(d) support South-South cooperation |Governments; WHO; other | 2008-2015
in information exchange and International
research activities (consensus) Intergovernmental
Organizations; regional
organizations; other relevant
stakeholders
(e) support early-stage drug research|Governments; WHO; other | 2008-2015
and development in traditional International
medicine systems in developing Intergovernmental
countries (consensus) Organizations; other
relevant stakeholders
Elements and sub-elements Specific actions Stakeholder(s)* Time frame
Element 2. Promoting research and development
(2.1) supporting governments to develop or improve national a) promote cooperation between Governments; WHO; other | 2008-2015
health research programmes and establish, where appropriate, private and public sectors on International
strategic research networks to facilitate better coordination of research and development Intergovernmental
stakeholders in this area (consensus) (consensus) Organizations; other
relevant stakeholders
(b) provide support for national Governments; regional 2008-2015
health research programmes in organizations; WHO
developing countries through political|(technical assistance); other
action and, where feasible and relevant stakeholders
appropriate, long-term funding
(consensus)
(c) support governments in Governments; regional 2008-2015

establishing health-related innovation
in developing countries (consensus)

organizations; WHO
(technical assistance); other

T Xouuy
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relevant stakeholders

(2.2) promoting upstream research and product development in
developing countries (consensus)

(a) support discovery science, Governments; WHO; other [2008-2015
including where feasible and international

appropriate, voluntary open-source |intergovernmental

methods, in order to develop a organizations; other relevant
sustainable portfolio of new products |stakeholders

(consensus)

(b) promote and improve Governments; WHO; other [2008-2015
accessibility to compound libraries  |International

through voluntary means, provide Intergovernmental

technical support to developing Organizations; other

countries and promote access to relevant stakeholders

drug leads identified through the

screening of compound libraries

(consensus)

(c) identify incentives and barriers, |Governments; WHO; other [2008-2015
including IP-related provisions, at International

different levels — national, regional  |Intergovernmental

and international - that might affect |Organizations (including

increased research on public health, WIPO and WTO); other

and suggest ways to facilitate access relevant stakeholders

to research results and research

tools (consensus)

(d) support basic and applied Governments; WHO; other |2008-2015
scientific research on Type Il and International

Type Il diseases and on the specific |Intergovernmental

R&D needs of developing countries |Organizations; other

in relation to Type | diseases relevant stakeholders

(consensus)

(e) support early-stage drug research|Governments; WHO; other [2008-2015

and development in developing
countries (consensus)

International
Intergovernmental
Organizations; other
relevant stakeholders
(including relevant health-
related industries,
academia, international and
national research
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institutions; donor agencies;
development partners; non-
governmental organizations)

(f) build capacity to conduct clinical |Governments; WHO; other |2008-2015
trials and promote public and other |International
sources of funding for clinical trials  |Intergovernmental
and other mechanisms for Organizations; other
stimulating local innovation, taking |relevant stakeholders
into account international ethical (including relevant health-
standards and the needs of related industries;
developing countries (consensus) academia; development
partners; charitable
foundations; public-private
partnerships; non-
governmental organizations)
(g) promote the generation, transfer, |Governments;
acquisition upon agreed terms and  |[WHO/WHO]; other
voluntary sharing, of new International
knowledge and technologies, Intergovernmental
consistent with national law and Organizations, other
international agreements, to relevant stakeholders
facilitate the development of new (including; academia,
health products and medical international and national
devices to tackle the health research institution;
problems of developing countries relevant health-related
(consensus) industries and development
partners)
(2.3) improving cooperation, participation and coordination of (a) stimulate and improve global Governments; WHO; other |2008—2015
health and biomedical research and development (consensus) cooperation and coordination in International
research and development, in order |Intergovernmental
to optimize resources (consensus) |Organizations; other
relevant stakeholders
(b) enhance existing fora and Governments; WHO; other [2008-2015

examine the need for new
mechanisms, in order to improve the
coordination and sharing of

relevant stakeholders
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information on research and
development activities (consensus)

(c) encourage further exploratory
discussions on the utility of possible
instruments or mechanisms for
essential health and biomedical
R&D, including inter alia, an
essential health and biomedical R&D
treaty (consensus)

Interested Governments;
[WHO;] other relevant
stakeholders (including
nongovernmental
organizations)

[2008-2010]

(d) support active participation of Governments; WHO; other [2008-2015
developing countries in building relevant stakeholders
technological capacity (consensus)
(e) promote the active participation of|Governments; WHO; other |[2008-2015
developing countries in the relevant stakeholders
innovation process (consensus)
(2.4) promoting greater access to knowledge and technology (a) promote the creation and Governments; WHO; other [2008-2015
relevant to meet public health needs of developing countries development of accessible public International
(consensus) health libraries in order to enhance |Intergovernmental
availability and use of relevant Organizations; other
publications by universities, institutes relevant stakeholders
and technical centres, especially in  |(including academia,
developing countries (consensus) research institutions,
relevant health-related
industries; nongovernmental
organizations; publishers)
(b) promote public access to the Governments; WHO; other [2008-2015
results of government funded International
research, by strongly encouraging |Intergovernmental
that all investigators funded by Organizations; other
governments submit to an open relevant stakeholders
access database an electronic (including academia and
version of their final, peer-reviewed (research institutions)
manuscripts (consensus)
(c) support the creation of voluntary |Governments; 2008-2015
open databases and compound [WHO]/[WHOYJ; other
libraries including voluntary provision |International
of access to drug leads identified Intergovernmental

through the screening of such

Organizations (including

6/T9V
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compound libraries (consensus)

WIPO and WTQ); other
relevant stakeholders
(including relevant health-
related industries)

(d) encourage the further Governments; WHO; other [2008-2015
development and dissemination of |International
publicly or donor-funded medical Intergovernmental
inventions and know-how through Organizations; other
appropriate licensing policies, relevant stakeholders
including but not limited to open (including academia and
licensing, that enhance access to national research
innovations for development of institutions)
products of relevance to the public
health needs of developing countries
on reasonable, affordable and non-
discriminatory terms (consensus)
(e) consider, where appropriate, use |Governments; [WHOJ;
of a “research exception” to address |[other international
public health needs in developing intergovernmental
countries consistent with the organizations (including
Agreement on Trade-Related WTO and WIPO)]
Aspects of Intellectual Property
Rights (consensus)
2.5 establishing and strengthening national and regional (a) develop and coordinate a Governments; regional 2008-2015
coordinating bodies on research and development (consensus) research and development agenda |organizations; WHO; other
(consensus) relevant stakeholders
(b) facilitate the dissemination and  |Governments; regional 2008-2015

use of research and development
outcomes (consensus)

organizations; WHO; other
relevant stakeholders

T Xouuy
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Elements and sub-elements |Specific actions |Stakeh0|der(s)* |Time frame
Element 3. Building and improving innovative capacity
(3.1) building capacity of developing countries to meet research (a) support investment by developing |Governments; other 2008-2015
and development needs for health products (consensus) countries in human resources and  |International
knowledge bases, especially in Intergovernmental
education and training including in  |Organizations; other
public health (consensus) relevant stakeholders
(including development
partners)
(b) support existing and new Governments; other 2008-2015
research and development groups |International
and institutions, including regional Intergovernmental
centres of excellence, in developing |Organizations; other
countries (consensus) relevant stakeholders
(including research and
development groups,
relevant health-related
industries and development
partners)
(c) strengthen health surveillance Governments; WHO; other [2008-2015

and information systems
(consensus)

International
Intergovernmental
Organizations; other
relevant stakeholders
(including non-governmental
organizations, research
institutions, academia)

(3.2) framing, developing and supporting effective policies that
promote the development of capacities for health innovation
(consensus)

(a) establish and strengthen
regulatory capacity in developing
countries (consensus)

Governments; WHO; other
relevant stakeholders
(including national and
regional regulatory
agencies)

2008-2015

(b) strengthen human resources in
research and development in
developing countries through long-
term national capacity building plans

Governments; other
International
Intergovernmental
Organizations; other

2008-2015
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(consensus)

relevant stakeholders
(including development
partners; international and
national research
institutions)

(c) encourage international
cooperation to develop effective
policies for retention of health
professionals including researchers
in developing countries (consensus)

Governments; WHO; other
International
Intergovernmental
Organizations (including
IOM and ILO); other relevant
stakeholders [(including
Global Health Workforce
Alliance)]

2008-2015

(d) urge Member States to establish
mechanisms to mitigate the adverse
impact of the loss of health
personnel in developing countries,
particularly researchers, through
migration, including by ways for both
receiving and originating countries to
support the strengthening of national
health and research systems, in
particular human resource
development in the countries of
origin, taking into account the work of
WHO and other relevant
organizations (consensus)

Governments

[WHO; other International
Intergovernmental
Organizations (including
IOM and ILO); other relevant
stakeholders [(including [the
Global Forum on Migration
and Development] GHWA);]]

Or

No stakeholders defined

2008-2015

(3.3) providing support for improving innovative capacity in
accordance with the needs of developing countries (consensus)

(a) develop successful health
innovation models in developing
innovative capacity (consensus)

Governments; WHO; other
International
Intergovernmental
Organizations (including
WIPO, OECD and
UNCTAD); other relevant
stakeholders (including
academia; research
institutions; health related
industries and

2008-2015
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developmental partners)

(b) intensify North—South and South—
South partnerships and networks to
support capacity building
(consensus)

Governments; WHO; other |2008-2015
International
Intergovernmental
Organizations; other
relevant stakeholders
(including academia,
research institutions,
relevant health-related
industries)

(c) establish and strengthen
mechanisms for ethical review in the
research and development process,
including clinical trials, especially in
developing countries (consensus)

Governments; WHO; other [2008—-2015
relevant stakeholders
(including academia and
research institutions)

(3.4) supporting policies that will promote innovation based on
traditional medicine within an evidence-based framework in
accordance with national priorities and taking into account the
relevant provisions of relevant international instruments
(consensus)

(a) establish and strengthen national
and regional policies to develop,
support, promote traditional medicine
(consensus)

Governments; WHO; other [2008-2015
International
Intergovernmental
Organizations [(including
WIPO)]; other relevant
stakeholders (including
concerned communities)

(b) encourage and promote policies
on innovation in the field of traditional
medicine (consensus)

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders
(including international and
national research
institutions, concerned
communities)

(c) promote standard setting to
ensure the quality, safety and
efficacy of traditional medicine,
including by funding the research
necessary to establish such

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders
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T Xouuy
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(d) encourage research on
mechanisms for action and
pharmacokinetics of traditional
medicine (consensus)

(e) promote South-South

collaboration in traditional medicine

(consensus)

(including national and
regional regulatory
agencies; international and
national research
institutions; development
partners)

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders
(including academia,;
international and national
research institution; relevant
health-related industries)

Governments; WHO; other
International
Intergovernmental
Organizations [(including
WIPO)]; other relevant
stakeholders (including
research institutions,
regional bodies, academia)

2008-2015

(f) formulate and disseminate

Governments; WHO; other

2008-2015

T Xouuy

guidelines on good manufacturing |International

practices for traditional medicines Intergovernmental

and laying down evidence-based Organizations; other
standards for quality and safety relevant stakeholders
evaluation (consensus) (including national and
regional regulatory
agencies, relevant health-
related industries)

€e
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(3.5) developing and implementing, where appropriate, possible
incentive schemes for health-related innovation (consensus)

(a) encourage the establishment of
award schemes for health-related
innovation (consensus)

(b) encourage recognition of
innovation for purposes of career
advancement for health researchers
(consensus)

Elements and sub-elements

Specific actions

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders
(including academia;
international and national
research institution;
development partners;
charitable foundations)

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders
(including academia;
international and national
research institution;
development partners;
charitable foundations)

Element 4. Transfer of technology

(4.1) promoting transfer of technology and the production of health
products in developing countries (consensus)

(a) explore possible new
mechanisms and make better use of
existing mechanisms to facilitate
transfer of technology and technical
support to build and improve
innovative capacity for health-related
research and development,
particularly in developing countries
(consensus)

(c) promote transfer of technology
and production of health products in
developing countries through
identification of best practices, and

Governments; WHO; other
International
Intergovernmental
Organizations (including
WTO, UNCTAD, UNIDO);

other relevant stakeholders
(including; international and
national research institution;
relevant health-related
industries)

International
Intergovernmental
Organizations [(including

Governments; WHO; other |2008—2015

6/T9V
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investment and capacity building
provided by developed and
developing countries where
appropriate (consensus)

WTO, WIPO and
UNCTAD)];other relevant
stakeholders

(including [relevant health-
related industries], or
[relevant health-related
industries]; academia;
nongovernmental
organizations; development
partners; charitable

foundations)
(4.2) supporting improved collaboration and coordination of (a) encourage North—South and Governments; WHO; other [2008-2015
technology transfer for health products, bearing in mind different  |South—South cooperation for International
levels of development (consensus) technology transfers, and Intergovernmental
collaboration between institutions in |Organizations [(including
developing countries and the WTO and WIPO)];other
pharmaceutical industry (consensus) |relevant stakeholders
(including relevant health-
related industries;
international and national
research institutions;
academia; nongovernmental
organizations; development
partners)
(b) facilitate local and regional Governments; WHO; other [2008-2015

networks for collaboration on
research and development and
transfer of technology (consensus)

International
Intergovernmental
Organizations; other
relevant stakeholders
(including relevant health-
related industries, national
research institutions,
academia; nongovernmental
organizations)

(c) continue to promote and

encourage technology transfer to

Governments; WTO; [WHO

or WHOQ]; [other

2008-2015

T Xouuy
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least-developed country members of
the WTO consistent with Article 66.2
of the Agreement on Trade-Related
Aspects of Intellectual Property
Rights (consensus)

International
Intergovernmental
Organizations (including
WIPO); other relevant
stakeholders (including
academia; research
institutions; relevant health-
related industries)]

(d) promote the necessary training to
increase absorptive capacity for
technology transfer (consensus)

(4.3) developing possible new mechanisms to promote transfer of
and access to key health-related technologies (consensus)

(a) examine the feasibility of
voluntary patent pools of upstream
and downstream technologies to
promote innovation of and access to
health products and medical devices
(consensus)

(b) explore and, if feasible, develop
possible new mechanisms to
promote transfer of and access to
key health-related technologies of
relevance to public health needs of
developing countries especially on
Type Il and Il diseases and the
specific R&D needs of developing

Governments; WHO; other
International
Intergovernmental
Organizations

[(including WTO, WIPO,
and UNCTAD)]; other
relevant stakeholders
(including research
institutions)

Governments; WHO; other
International
Intergovernmental
Organizations (including
WIPO); other relevant
stakeholders (including
international and national
research institution;

relevant health-related
industries, nongovernmental

organizations; academia)

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders

2008-2015

6/T9V

T Xouuy



LE

countries in respect of Type |
diseases, which are consistent with
the provisions of the TRIPS
agreement and instruments related
to that agreement, which provide
flexibilities to take measures to
protect public health (consensus)

Elements and sub-elements

Specific actions

Time frame

Element 5. Application and Management of intellectual propert

to contribute to innovation and promote

(5.1) support information sharing and capacity building in the
application and management of intellectual property with respect
to health related innovation and the promotion of public health in
developing countries (consensus)

(b) promote and support, including
through international cooperation,
national and regional institutions in
their efforts to build and strengthen
capacity to manage and apply
intellectual property in a manner
oriented to public health needs and
priorities of developing countries
(consensus)

(d) stimulate collaboration among
pertinent national institutions and
relevant government departments,
as well as between national, regional
and international institutions, in order
to promote information sharing
relevant to public health needs
(consensus)

(e) strengthen education and training
in the application and management
of intellectual property, from a public
health perspective taking into

public health (consensus)

Governments; WHO; other
International
Intergovernmental
Organizations (including
WIPO, WTO); other relevant

stakeholders (including
international and national
research institutions and
development partners)

Governments; WHO; Other
International
Intergovernmental
Organizations [including
WIPO and WTQ] Other
relevant stakeholders
(including academia;
international and national
research institutions;
development agencies;
nongovernmental
organizations; relevant
health-related industries)

Governments; WHO; other
International

Intergovernmental
Organizations (including

T Xouuy
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account the provisions contained in
the Agreement on Trade-Related
Aspects of Intellectual Property
Rights, including the flexibilities
recognized by the Doha Ministerial
Declaration on the TRIPS Agreement
and Public Health and other WTO
instruments related to the TRIPS
Agreement (consensus)

(f) facilitate, where feasible and
appropriate, possible access to
traditional medicinal knowledge
information for use as prior art in
examination of patents, including,
where appropriate, the inclusion of
traditional medicinal knowledge
information in digital libraries.
(consensus)

(g) promote active and effective
participation of health
representatives in intellectual
property-related negotiations, where
appropriate, in order that such
negotiations also reflect public health
needs (consensus)

(h) strengthen efforts to effectively
coordinate work relating to
intellectual property and public health
among the Secretariats and
governing bodies of relevant regional
and international organizations to
facilitate dialogue and dissemination
of information to countries
(consensus)

WIPO, WTO); other relevant
stakeholders (including
international and national
research institutions and
development partners)

Governments; WHO; other
International
Intergovernmental
Organizations (including
WIPO); other relevant
stakeholders (including
concerned communities)

Governments

Governments; WHO; other
International

Intergovernmental
Organizations (including
WIPO and WTO)
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(5.2) providing as appropriate, upon request, in collaboration with
other competent international organizations technical support,
including, where appropriate, to policy processes, to countries that
intend to make use of the provisions contained in the agreement
on Trade-Related Aspects of Intellectual Property Rights, including
the flexibilities recognized by the Doha Ministerial Declaration on
the TRIPS agreement and Public Health and other WTO
instruments related to the TRIPS agreement, in order to promote
access to pharmaceutical products (consensus)

(a) consider, whenever necessary, [ClEIGInEIIEHANIS[ORO)1,1c];
adapting national legislation in order [IgitlggEile]gE:

to use to the full the flexibilities Intergovernmental
contained in the Agreement on Organizations (including
Trade-Related Aspects of Intellectual ML eX:TssRAYS)]
Property Rights (TRIPS agreement),
including those recognized by the
Doha Declaration on TRIPS
agreement and Public Health and the
WTO decision of 30 August 2003
(consensus)

(c) take into account in trade Governments
agreements the flexibilities contained
in the Agreement on Trade-Related
Aspects of Intellectual Property
Rights and including those
recognized by the Declaration on the
TRIPS agreement and Public Health
adopted by the WTO Ministerial
Conference (Doha, 2001) and the
WTO decision of 30 August 2003
(consensus)

Governments

(d) consider, where appropriate,
taking necessary measures in
countries with manufacturing
capacity to, facilitate through export,
access to pharmaceutical products
in countries with insufficient or no
manufacturing capacity in the
pharmaceutical sector in a manner
consistent with the Agreement on
Trade-Related Aspects of
Intellectual Property Rights, the
Doha Declaration on the TRIPS
Agreement and Public Health and
the WTO decision of 30 August
2003 (consensus)
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(e) encourage finding ways, in Governments; WHO; other
ongoing discussions, to prevent International
misappropriation of health-related Intergovernmental
traditional knowledge, and consider [@]feETglrZ\ile]sEX({aled[¥le]lgle]
where appropriate legislative and WIPO, WTO, UNEP); other

other measures to help prevent relevant stakeholders
misappropriation of such traditional  [(lg«lS{e[lglsWefe]sYet=TgaT=Te)
knowledge (consensus) communities)
(5.3) exploring and, where appropriate, promoting possible (a) explore and, where appropriate, [ClEIgalnl IS [OMNe]1pl=Tg
incentive schemes for research and development on Type Il and |promote a range of incentive International

Type Il diseases and on developing countries’ specific research  |schemes for research and Intergovernmental

and development needs in relation to Type | diseases (consensus) |[development including addressing,  [@lfsElalvZ:\ile]glsiNe]1g[=]8

where appropriate, the de-linkage of EENERIESELG lollo[:1E

the costs of research and (including international and
development and the price of health [gElfesEINg=E1 o]

products, for example through the institutions; development
award of prizes, with the objective of JElilEIEdEIE ][
addressing diseases which foundations; relevant health
disproportionately affect developing [EEUERl[IGIES)]

countries (consensus)

Elements and sub-elements Specific actions

Element 6. Improving delivery and access (consensus)

(6.1) encouraging increased investment in the health-delivery (a) invest in developing health- Governments; WHO; other

infrastructure and financing of health products in order to delivery infrastructure and encourage [[fiGInEUEL

strengthen the health system (consensus) financing of health products intergovernmental
(consensus) organizations; other relevant

stakeholders (including
development partners,

charitable foundations,
private sector and relevant
health-related industries)

T Xouuy




mechanisms in least-developed

the transitional period until 2016*
(consensus)

countries in order to improve access [ [OVERInEE]
to existing medicines, acknowledging [s]gsElglr£1 el sSMe ]I @ [SVETal

(c) prioritise health care in national
agendas (consensus)

(d) encourage health authorities to
improve domestic management
capacities in order to improve
delivery and access to medicines
and other health products with
quality, efficacy, safety and
affordability and, where appropriate,
to develop strategies to promote
rational use of medicines.
(consensus)

(e) increase investment in human
resource development in the health
sector (consensus)

(b) develop effective and sustainable [€lol=Igalnl=IalEHAI = [OHNe]1al=1s

international

stakeholders

Governments; [WHO;
Other International
Intergovernmental
Organizations [including the
World Bank, IMF and

Governments; WHO

Governments; WHO; other
International

Intergovernmental
Organizations [including the
World Bank]; other relevant
stakeholders (including
development agencies;
nongovernmental
organizations; charitable
foundations)

2008-2015

2008-2015

|44

1 In line with the extension, provided to least-developed countries, by Article 7 of the Doha Declaration on the TRIPS Agreement and Public Health.
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Governments; other
relevant stakeholders
(including development
partners)

(f) develop effective country poverty
reduction strategies that contain
clear health objectives (consensus)

(9) encourage pooled procurement  [€lVEIdalaleIal AN S (@ 1e]1a 5]

mechanisms for health products and [IgiGggEUle]sE

medical devices, where appropriate [IGEfe[aERnEhleE]

(consensus) Organizations; other
relevant stakeholders

(6.2) establishing and strengthening mechanisms to improve
ethical review and regulate the quality, safety and efficacy of health
products and medical devices (consensus)

(a) develop and/or strengthen the Governments; WHO; other
capacity of national regulatory relevant stakeholders
authorities to monitor the quality, (including national and
safety and efficacy of health products [gs[{e]iEINg=Ie[VIE1{e]aY
while sustaining ethical review agencies and development

standards (consensus) partners)

(b) promote operational research to  [€laeIdalaleal AN S (@ 1ae]1a 5]

maximize the appropriate use of new [[EGETE

and existing products, including cost- [IiIfe[aYEIlnEhleE]

effective and affordable products in  [@lgsElalv£iile]s X (gl B elIgle}

high disease-burden settings UNICEF, GFATM); other

(consensus) relevant stakeholders
(including international and
national research
institutions;

nongovernmental
organizations, development
partners and charitable
foundations)

(c) comply with good manufacturing |Governments; WHO; other
practices for safety standards, relevant stakeholders
efficacy and quality of health (including national

products (consensus) regulatory bodies; relevant
health-related industries;
development partners

2008-2015

2008-2015
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(d) strengthen the WHO pre- Governments; WHO, other

qualification programme (consensus) [IgltlggEle]gE
Intergovernmental
Organizations (including
UNICEF); other relevant
stakeholders (including
national and regional
regulatory agencies and
development partners)

(f) where appropriate, initiate Governments; WHO; other
programmed actions on regional and EIEVEIIESELGC lollo[:1S
sub-regional levels with the ultimate [{g{el[¥lellaleNgE:1ie]sF=1R=1gTe!

goal of harmonization of processes [(Ele[lelstINg:Ie[8IE te]3Y
employed by the regulatory agencies, regional bodies
authorities for drug marketing and development partners)
approvals (consensus)

(g) promote ethical principles for Governments; WHO; other
clinical trials involving human beings [IgGliaEiife]sk:l

as a requirement of registration of Intergovernmental
medicines and health-related Organizations; other
technologies, with reference to the  [EIEVEIIESEUE lol[o[ST6S
Declaration of Helsinki, and other (including national and
appropriate texts, on ethical regional regulatory
principles for medical research agencies)

involving human subjects, including
good clinical practice guidelines
(consensus)

(h) support regional networks and Governments; WHO; other
collaborative efforts to strengthen the [EIEVEINIESCUC lol[o[516]
regulation and implementation of (including national and
clinical trials using appropriate regional regulatory
standards for medicines evaluation El[lglelzF Il faE1ie]gEEUR=Tgle)

T Xouuy
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and approval (consensus) national research
institutions, regional bodies
and development partners)

(6.3) promoting competition to improve availability and affordability |(a) support the production and Governments
of health products consistent with public health policies and needs [introduction of generic versions, in
(consensus) particular of essential medicines, in
developing countries, through the
development of national legislation
and/or policies that encourage
generic production and entry,
including a “regulatory exception” or
“Bolar’-type provision, and which are
consistent with the TRIPS
Agreement and instruments related
to that agreement (consensus)

(b) frame and implement policies to  [elZEIglnlEilEMAN S}
improve access to safe and effective
health products, especially essential
medicines, at affordable prices,
consistent with international
agreements (consensus)

(c) consider where appropriate, inter [€le:Igalal=Tals
alia, the reduction or elimination of
import tariffs on health products and
medical devices and the monitoring
of supply and distribution chains and
procurement practices to minimize
cost and increase access

(consensus)

(g) increase information among Governments; WHO; other
policy makers, users, doctors and relevant stakeholders
pharmacists regarding generic (including nongovernmental
products (consensus) organizations and relevant

health related industry)

T Xouuy
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Elements and sub-elements

|Specific actions

|Stakeho|der(s)* |Time frame

Element 7. Promoting sustainable financing mechanisms (consensus)

(7.1) endeavoring to secure adequate and sustainable financing for|
research and development, and improve coordination of its use,
where feasible and appropriate, in order to address the health
needs of developing countries (consensus)

(a) establish a results-oriented and
time-limited expert working group
under the auspices of WHO and
linking up with other relevant groups
to examine current financing and
coordination of research and
development, as well as proposals
for new and innovative sources of

specific R&D needs of developing
countries in relation to Type |
diseases (consensus)

financing to stimulate R&D related to
Type Il and Type Il diseases and the

Governments; WHO; other
International
Intergovernmental
Organizations; other
relevant stakeholders

(b) consider channelling additional
funds to health-oriented research
organizations as appropriate in both
the private and public sector of
developing countries and promote
good financial management to
maximize its effectiveness as
recommended by the resolution
WHA 58.34 (consensus)

Governments; WHO; other

International
Intergovernmental
Organizations; other
relevant stakeholders
(including development
partners, charitable
foundations, international
and national research
institutions, academia,
private sector and relevant
health-related industries)

(c) create a database of possible
sources of financing for R & D
(consensus)

Governments; WHO; other
relevant stakeholders

(7.2) facilitating the maximum use of, and complementing as
appropriate, existing financing, including that through public-
private and product development partnerships, in order to develop
and deliver safe, effective and affordable health products and

(a) document and disseminate best
practices in public-private and
product development partnerships
(consensus)

medical devices (consensus)

Governments; WHO; other [2008—2015
relevant stakeholders
(including research
institutions, public-private
and product development

T Xouuy
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partnerships)

(b) develop tools to periodically Governments; WHO; other [2008—-2009
assess performance of public-private |relevant stakeholders
and product development (including research
partnerships (consensus) institutions; public-private
and product development
partnerships; charitable
foundations)
(c) support public-private and Governments; WHO; other [2008-2015
product development partnerships  |International
and other appropriate research and |Intergovernmental
development initiatives in developing |Organizations; other
countries (consensus) relevant stakeholders
(including relevant health-
related industries, charitable
foundations, development
partners, nongovernmental
organizations; academia;
research institutions)
Elements and sub-elements Specific actions Stakeholder(s)* Time frame
Element 8. Establishing monitoring and reporting systems
(8.1) measuring performance and progress towards objectives (a) establish systems to monitor Governments; WHO From 2009

contained in the strategy and plan of action (consensus)

performance and progress of the
implementation of each element of
the Global Strategy and Plan of
Action (consensus)

(b) monitor and report periodically to
WHO's governing bodies on the
gaps and needs related to health
products and medical devices in
developed and developing countries
(consensus)

(c) to continue to monitor, from a
public health perspective, in
consultation as appropriate with
other international organizations, the
impact of intellectual property rights

Governments; WHO

Governments; WHO; other

International

Intergovernmental
Organizations (including
WIPO and WTQ); other

[From 2009]
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and other issues addressed in the
report of the Commission on
Intellectual Property Rights,
Innovation and Public Health, on the
development of, and access to,
health care products, and to report
thereon to the Health Assembly
(consensus)

(d) monitor and report on the impact
of incentive mechanisms on
innovation of and access to health
products and medical devices
(consensus)

(e) monitor and report on investment
in research and development to
address the health needs of
developing countries (consensus)

relevant stakeholders

Governments; WHO; other

International
Intergovernmental
Organizations (including
WIPO and WTQ); Other
relevant stakeholders
Governments; WHO; other
relevant stakeholders

T Xouuy
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A global responsibility for action

1 Global responsibility for implementation of the strategy by 2015 will rest with a range of
[actors] /[stakeholderg], including WHO's Member States, the WHO Secretariat, WIPO, WTO,
national ingtitutions, development partners, academia, pharmaceutical companies, public—private
partnerships, charitable foundations and nongovernmental organizations. Together they can ensure that
(i) the discovery and development of health products are promoted and funded in a sustainable manner
in order to address the health needs of developing countries, and (ii) health products are accessible and
affordable for people and governments in developing countries. Successful implementation will
require concerted action.

2. Details of specific collaborative action on implementation are set out in the following draft plan
of action, which provides a medium-term framework for stakeholders. It includes progress indicators.

3. The implementation of the plan of action will involve numerous stakeholders at national,
regiona and global levels. Therefore, realistic costing of the plan will require detailed information on
the activities to be undertaken by each stakeholder and at which level. Costs will be reviewed after
discussion and agreement on the range of specific actions during this second session of the Working
Group. These estimates will include a costing for initial implementation in 2008 and 2009, and a
preliminary cost estimate for full implementation. Costing assumptions and estimates for
implementation from 2010 should be updated in the biennia review due at the end of 2009 on the
basis of predefined monitoring and evaluation data.

(Tomove 4, 5, and 6 to the Committee of the Whole)
4. [High prices of medicines contribute to inequitable access to treatment.

5. It is important to strengthen capacity of local public ingtitutions and business in
developing countriesfor participating in research and development efforts.

6. Efforts to develop new products will be of no value if they cannot be made available and
accessible to those who need them. |

NOTE: Text for “A globa responsibility for action” forwarded by Drafting Group B for
consideration by the Plan of Action Drafting Group
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ANNEX 2

DRAFT RESOLUTION

Draft global strategy on public health, innovation
and intellectual property

The Sixty-first World Health Assembly,

Recalling the establishment pursuant to resolution WHA59.24 of an intergovernmental working
group to draw up a global strategy and plan of action in order to provide a medium-term framework
based on the recommendations of the Commission on Intellectual Property, Innovation and Public
Health, and to secure, inter alia, an enhanced and sustainable basis for needs-driven, essential health
research and development relevant to diseases that disproportionately affect developing countries,
proposing clear objectives and priorities for research and development, and estimating funding needs
inthisarea;

Recalling resolution WHA60.30 which provided support to and further guidance on the work of
the Intergovernmental Working Group;

Further recalling resolutions WHA49.14 and WHAS52.19 on revised drug strategy, WHAS53.14
and WHA54.10 and WHAS7.14 on HIV/AIDS, WHAGS6.27 on intellectual property rights, innovation
and public health, , WHAS8.34 on the Ministerial Summit on Health Research, and WHA59.26 on
internationa trade and health;

Having considered the report of the Intergovernmental Working Group on Public Hedlth,
Innovation and Intellectual Property;*

Welcoming the progress made by the Intergovernmental Working Group in elaborating a global
strategy and plan of action,

1 ADOPTS the Globa strategy on public health, innovation and intellectua property:? (Note:
Pending discussion at the Sxty-first World Health Assembly, language referring to the plan of action
may be devel oped)

1 Document A61/9.
2 Document A61/9, Annex 1.
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2. URGES Member States:

(1) to adopt and implement the specific actions recommended in the Global strategy on
public hedlth, innovation and intellectua property;

(2) to support actively the wider implementation of the Globa strategy on public health,
innovation and intellectual property, in particular by providing adequate resources for its
implementation;

3. CALLS UPON other relevant international organizations and bodies to give priority within their
respective mandates and programmes to implementing the Global strategy on public health, innovation
and intellectual property;

4, REQUESTS the Director-General:

(1) to provide support for Member States, upon request, in implementing the Global strategy
on public hedlth, innovation and intellectual property and in monitoring and evaluating its
implementation;

(2) to support effective promotion and implementation of the Global strategy on public
health, innovation and intellectual property and, when approved, the plan of action;

(3 to finalize urgently the outstanding components of the draft plan of action, including
progress indicators and estimated funding needs, and to submit the final draft plan of action for
consideration by the Sixty-second World Health Assembly through the Executive Board.

(49) Notwithstanding the request in subparagraph (3) above, to prepare a Quick Start
Programme with adequate budget provision and begin immediately to implement the elements
of the Global strategy on public health, innovation and intellectual property that fall under the
responsibility of WHO, starting with the following actions:

(i)  map global research and development activities, establish baselines and identify
research gaps ( linked to global strategy 1.1, 7.1 (c), 7.2 (a ,b) and 8.1 (¢));

(i)  improve cooperation, collaboration and information-sharing in health research and
development (linked to global strategy 1.3 (d), 2.1 (a), 2.3, 2.4 (b), 3.3 (b));

(iii) support research and development and promote standard setting for traditional
medicinesin developing countries (linked to global strategy 1.3, 3.4);

(iv) develop and strengthen regulatory capacity, including safety, efficacy, quality and
ethical review (linked to global strategy 3.2 (a), 6.2 ); and

(v) support information sharing and capacity building in the application and
management of intellectual property for hedth innovation and public health, in
collaboration with other relevant international agencies (linked to global strategy 5.1);

(5) to establish urgently a results-oriented and time-limited expert working group to examine
current financing and coordination of research and development, as well as proposals for new
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and innovative sources of funding to stimulate research and development related to Type |l and
Type Il diseases and the specific research and development needs of developing countries in
relation to Type | diseases, and to report on its work to the Sixty-third World Health Assembly
through the Executive Board,;

(6) to reflect the Global strategy on public health, innovation and intellectual property and,
when approved, the plan of action in forthcoming WHO Programme budgets;

(7) to monitor performance and progress in implementing the Globa strategy on public
health, innovation and intellectual property and plan of action, and to report progress to the
Sixty-third World Health Assembly through the Executive Board, and subsequently every two
years to the Health Assembly, through the Executive Board.
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