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Executive summary 

A regional consultation was organized from 15 to 17 August 2012 in 

Bangkok, Thailand on World Health Assembly resolution (WHA65.22), 

“Follow-up of the report of the Consultative Expert Working Group (CEWG) 

on Research and Development: Financing and Coordination”. The CEWG 

submitted its report in May 2012. This report dealt with the need for an 

increase in investments in health research and development related to Type 

II and Type III diseases and the specific research and development needs of 

developing countries in relation to Type I diseases. 

Thirty-one participants representing Member States (except DPR 

Korea) of the WHO South-East Asia Region attended the consultation 

which was chaired and co-chaired by CEWG Members from South-East 

Asia Region, Dr Pichet Durongkaveroj, Thailand and Dr Laksono 

Trisnantoro, Indonesia respectively. Mr Sanjay Prasad from India was the 

Rapporteur.  

The participants reiterated the need for enhancing investments in 

health research and development (R&D) related to Type II and Type III 

diseases and the specific R&D needs of developing countries in relation to 

Type I diseases. They also stressed the need to “explore and, where 

appropriate, promote a range of incentive schemes for R&D including 

addressing, where appropriate, the de-linkage of the costs of R&D and the 

price of health products, for example, through the award of prizes, with the 

objective of addressing diseases which disproportionately affect developing 

countries”. 

The consultation, among other things, advocated the adoption of a 

regional resolution at the Sixty-fifth Regional Committee in Yogyakarta, 

Indonesia to take WHA65.22 and the CEWG process forwards. For this 

purpose, the following recommendations were made: 

Recommendations  

For Member States 

(1) Promote the establishment of a Global Health R&D observatory 

for medical products with regional/national observatories as 

necessary platforms to support the work of the global 

observatory. 
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(2) Support the formation of a governing body (referred to as the 

Advisory Committee in the CEWG report) with appropriate 

representation and adequate technical competencies from 

Member States for: (a) research coordination through oversight 

of the Global Health R&D observatory; (b) financing including 

the management of a global pool funding mechanism; and 

(c) monitoring and evaluation of R&D expenditures. 

(3) Create advisory mechanisms as suggested by CEWG, i.e. a 

network of research institutions and funders that may include 

specialized sections according to the subject of research. An 

advisory committee may be formed which could be based on 

the current Advisory Committee on Health Research (ACHR). 

Sub-committees to tackle specific topics and facilitate regional 

inputs could be established.  

(4) Examine the feasibility of a Global Health R&D Observatory to 

perform additional functions of evaluation and monitoring of 

related R&D.  

(5) Take measures to commit adequate resources for R&D for Type 

II, III diseases and specific R&D needs of developing countries 

on Type I diseases from existing, new or innovative sources 

made available at national and global levels. This may be 

achieved through increased funding and exploring new 

mechanisms including a pooled fund mechanism from different 

sources of finance. The objective being to ensure that promising 

medical products generated from pooled funds are global public 

goods and are made affordable to our populations.  

(6) To consider strategic options to achieve increased funding on 

health R&D, such as at  

Country level  

– Review existing mechanisms for an increase in the annual 

budget allocation, through the budget process in parliament.  

– Encourage new and innovative funding mechanisms such as 

sin tax, financial transaction tax, airline ticket surcharges etc. 

– Explore measures to stimulate private R&D investment 

including fiscal and non-fiscal incentives. 
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Global level  

– Explore pooled mechanisms such as voluntary contributions 

by Member States or philanthropic foundations. 

– Explore mandatory contributions through a legally binding 

international instrument such as an R&D Convention and its 

expeditious ratification. 

(7) Develop a transition mechanism (in terms of the number of 

years of grace period for adherence and financial commitments) 

for adoption and implementation of the proposed R&D 

Convention for the benefit of developing and least developed 

countries. For this purpose, it would be necessary to determine 

an appropriate and acceptable methodology for assessing and 

earmarking proposed contributions by Member States. New 

mechanisms such as a Global Social Enterprise with merging of 

corporate and social structures (suggested by Dr Laksono 

Trisnantoro, member of CEWG task force) for managing the fund 

may be examined. 

(8) Promote partnerships and coordination mechanism including for 

mapping R&D product development and R&D capacities to 

maximize synergies at country, regional and global levels 

especially in financial and human resources.  

(9) Develop information sharing mechanisms on R&D activities, 

mapping of R&D pipelines, mapping of capacities (financial/ 

human resources) and examine harmonizing standards of a 

whole range of R&D (Good Laboratory Practice, (GLP), Good 

Clinical Practice (GCP), Good Manufacturing Practice (GMP) for 

prioritization of R&D needs. 

(10) Engage actively in the negotiations of the open-ended meeting 

of Member States in November 2012, in particular for 

supporting development of a health R&D Observatory, effective 

global R&D coordination, adequate and sustainable global 

pooled funding for R&D on Type II and III diseases and specific 

R&D needs of Type I diseases in developing countries. 

(11) Ensure transparent and effective allocation of a global pooled 

fund in stimulating R&D, including an R&D Treaty under Article 

19 of the WHO Constitution. 
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(12) Recommend that the chair of the critical Inter-Governmental 

Meeting proposed by WHA65.22 and scheduled for November 

2012, should be from the SEA Region. 

(13) Consider adopting a resolution in RC65 at the Sixty-fifth session 

of the Regional Committee at Yogyakarta, Indonesia to take 

forward the aspirations of the Member States on CEWG. 

For WHO 

(1) Facilitate the establishment of a Global Health R&D observatory 

for medical products and a regional/national observatories as a 

platform to support the work of the global observatory and 

related advisory mechanism.  

(2) Assist Member States for adequate representation in the 

governing body (referred to as the Advisory Committee in the 

CEWG report) for: (a) research coordination through oversight of 

the Global Health R&D Observatory; (b) financing, including the 

management of the global pool funding mechanism; and 

(c) monitoring and evaluation of R&D expenditures. 

(3) Assist Member States to access and benefit from various 

proposed mechanisms including the pooled fund mechanism 

and the Global Health R&D Observatory. 

(4) Support Member States and promote partnership and 

coordination to enhance financial and human resources for R&D 

to maximize synergies at country, regional and global levels. 

(5) Support Member States for mapping R&D product development 

and R&D capacities. 

(6) Support an R&D Treaty under Article 19 of the WHO 

Constitution as suggested by CEWG through technical and 

financial support.  

(7) Support adoption of a resolution at the Sixty-fifth session of the 

Regional Committee at Yogyakarta, Indonesia to take forwards 

the aspirations of the Member States on CEWG. 



 

1 

1. Introduction 

A regional consultation was organized from 15 to 17 August 2012 in 

Bangkok, Thailand, on World Health Assembly resolution (WHA65.22), 

“Follow-up of the report of the Consultative Expert Working Group (CEWG) 

on Research and Development: Financing and Coordination”. The CEWG, 

set up by the World Health Assembly, presented its report in May 2012 

that made a number of proposals to improve the current financing and 

coordination of research and development related to Type II and Type III 

diseases and the specific research and development needs of developing 

countries in relation to Type I diseases.  

To provide input to the CEWG process, consultations were held in 

2011 in five WHO regions: in the South-East Asia Region, these took place 

in New Delhi on 7 October 2011. A large number of proposals that were 

under consideration by the CEWG were grouped into three sets: those that 

fell short of meeting the criteria; those that did not principally contribute to 

improved financing or coordination of research and development (R&D); 

and those that the CEWG felt best met the criteria summarized under the 

headings of public health impact, technical, financial and implementation 

feasibility. 

Based on a detailed analysis, CEWG presented its report to the World 

Health Assembly in 2012 and recommended a coordination function under 

the auspices of WHO that would include: (1) a global health R&D 

observatory to collect and analyse data, including in the areas of financial 

flows to R&D; and (2) advisory mechanisms – a network of research 

institutions and funders that may include specialized sections according to 

the subject of research. 

Pursuant to this report, resolution WHA65.22 requested Regional 

Committees (RC) to discuss at their meetings in 2012 the report of the 

CEWG in the context of the implementation of the Global Strategy and 

Plan of Action on Public Health, Innovation and Intellectual Property 

(GSPA) to contribute to concrete proposals and actions.  

The purpose of the regional consultation organized from 15 to 17 

August 2012 in Bangkok, Thailand is to enable development of regional 

perspectives for CEWG prior to the RC meeting. Thirty-one participants 
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representing Member States of the South-East Asia Region attended the 

three-day consultation. 

The consultation, among other things, advocated the adoption of a 

resolution by the Sixty-fifth session of the Regional Committee in 

Yogyakarta, Indonesia to take forward the outcomes under the CEWG 

process. 

2. General objectives 

To take forwards the recommendations of the Consultative Expert Working 

Group on Research and Development: Financing and Coordination 

(CEWG). 

3. Specific objectives 

(1) To enhance understanding and discuss the report of the EWG in 

the context of the South-East Asia Region. 

(2) To develop regional perspectives on different proposals 

including a Research and Development treaty proposed by the 

CEWG. 

4. Inaugural session 

The regional consultation was inaugurated by Dr Suwit Wibulpolprasert, 

Senior Adviser on Disease Control, Office of the Permanent Secretary, 

Ministry of Public Health, Royal Thai Government, who delivered the 

opening remarks on behalf of Dr Paijit Warachit, Permanent Secretary, 

Ministry of Public Health. 

Dr Suwit set the scene of the discussions by giving a history of 

intellectual property rights and its roots in the industrial revolution in the 

west. He also presented the Thai experience where the country, unlike 

other countries in the Region, adopted stronger intellectual property 

provisions in their domestic law in 1992. This was done in Thailand under 

the influence of free trade agreements much before the World Trade 
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Organisation (WTO) came into being in 1995 (and the further 10-year 

transition periods availed by other countries). He explained how Thailand 

was affected earlier by stronger IP laws, i.e. since 1992 while other 

countries started facing the consequences of Trade Related Aspects of 

Intellectual Property Rights Agreement (TRIPS) protections only in 2005. He 

emphasized the relevance for public health of two agreements – General 

Agreement in Trade in Services and TRIPS in the WTO. Dr Suwit explained 

the importance of the 2001 Doha Declaration in WTO for access to 

medicines for public health.  

Dr Suwit explained how flexibilities in TRIPS are important and how 

Thailand has made effective use of these as and when required for public 

health. Intellectual property rights issues in public health came up for 

discussion for the first time in 2003 and WHO set up the Commission on 

Intellectual Property Rights, Innovation and Public Health (CIPIH), 

(WHA56.27). CIPIH made 60 recommendations pursuant to which a major 

regional consultation was held in this Region in Maldives in 2007. These 

deliberations formed part of the dialogue in the intergovernmental working 

group (IGWG) “to draw up a global strategy and plan of action (GSPA)”. 

GSPA, as per World Health Assembly resolution WHA61.21, identified 

several deliverables on public health, innovation and intellectual property 

(IP) to promote innovation, transfer of technology and access to medicines 

for public health. GSPA has outlined 108 specific actions across 25 sub-

elements and eight elements. Element seven, “ensuring sustainable 

financing mechanisms”, led to the establishment of an expert working 

group (EWG). Dr Suwit explained how the EWG report was, among other 

factors, disclosed prior to its presentation which led to the establishment of 

the CEWG by the World Health Assembly. He underlined the importance 

of the present regional consultation pursuant to WHA 65.22. 

He stressed that participation of representatives from health, finance, 

commerce, industry, education, science and technology in this regional 

consultation is a good example of the principles of health in all the policies. 

He quoted Pandit Jawaharlal Nehru, the first Prime Minister of India who 

had said, just because we are poor does not mean we cannot do research.  

Dr Suwit concluded with the hope that the SEA Region would play an 

active role in the global meeting to be organized by WHO in November 

2012 in Geneva and that an agreement would be reached to improve 

access to medicines all over the world and for the developing countries. He 
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also hoped that the regional consultation would lead to the development of 

a common position for the SEA Region at the Sixty-fifth session of the 

Regional Committee in the first week of September 2012. 

5. Opening address 

Dr Maureen E. Birmingham, WHO Representative (WR) to Thailand read 

the message of Dr Samlee Plianbangchang, WHO Regional Director for 

South-East Asia. She welcomed all participants to the consultation and 

thanked the Royal Thai Government and the Ministry of Public Health for 

agreeing to host the meeting at short notice. She said that the regional 

consultation was a high point of a process that began almost two decades 

ago when it was recognized that various international trade agreements had 

brought to the fore new challenges in the management of public health.  

During a previous regional consultation on 5 and 6 April 2011 in 

SEARO in New Delhi a position paper of SEAR Member States’ on the 

Global Strategy and Plan of Action, Public Health and Innovation (GSPA-

PHI) was developed after discussing all eight elements in national and 

regional contexts. A second regional consultation was held in SEARO on 7 

October 2012 in New Delhi to provide input to the work of CEWG. It was 

pointed out that the present consultation is the third consultation organized 

by Regional Office for South-East Asia on this subject. 

The question before the CEWG was the search for new, innovative 

and sustainable sources of funding, and making better use of existing 

resources for R&D for the specific health needs of developing countries. For 

this, the CEWG analysed the current situation of R&D for health needs in 

developing countries and examined proposals for better financing and 

coordination of R&D. The key recommendation is for a binding 

international instrument on R&D. The CEWG believes that agreement on 

this could have far-reaching results on people suffering from all types of 

diseases in developing countries – now and in the future. When the CEWG 

report was submitted to WHA in 2012, Member States welcomed the 

analysis of the report and made a number of recommendations through 

resolution WHA 65.22. It was stated that national governments must take a 

lead in organizing national, regional and global consultations for developing 

financing and coordinating mechanisms for promoting R&D for diseases of 

public health importance.  

In his message, the Regional Director explained that the consultation 

was being held pursuant to requests from Member States to convene a 



Consultative Expert Working Group (CEWG) on Research and Development: Financing and Coordination 

5 

regional consultation to discuss the CEWG report in order to formulate 

some concrete proposals and actions, well before the commencement of 

the Sixty-fifth session of the Regional Committee in Yogyakarta, Indonesia. 

The consultation was important in order that regional interests and 

concerns are heard and firmed up prior to the open-ended meeting of all 

Member States in November 2012. SEAR Member States had been actively 

involved since the beginning of the process in discussions leading up to 

GSPA which demonstrated the importance of the subject to this Region as 

well as its desire to contribute to global health.  

The Regional Director hoped that as a result of the deliberations in 

this consultation a regional position would be developed which would 

enable the Member States of South-East Asia Region to take an informed 

position on WHA65.22 at the Regional Committee in Yogyakarta in 

September 2012. He also hoped the consultative process would demystify 

the CEWG report and enable the SEA Region to move forward in a 

concerted manner in further deliberations for ensuring sustainable financing 

mechanisms for R&D for public health.  

6. Technical session 

6.1 An overview of the Consultative Expert Working Group on 

Research and Development: Financing and Coordination 

(CEWG) and process of Technical Consultation – 

Dr Monir Islam, Director, Department of Health Systems 

Development, WHO-SEARO 

Dr Monir Islam gave the history of the CEWG process and the scope of 

GSPA-PHI. He also explained the outcomes of the regional meetings held 

earlier on this subject on 5-6 April 2011
1

 and 7 October 2011
2

, the reports 

of which are available on the SEARO website. He also explained the 

significance of the categorization of Type I, II and III diseases in the CEWG. 

GSPA-PHI has eight operative elements with 25 sub-elements and 108 

specific actions. The eight elements are:  

(1) prioritizing research and development needs; 

                                                           
1
 http://www.searo.who.int/LinkFiles/IPT_SEA-IPT_Meeting_report_April_2011.pdf 

2
 http://www.searo.who.int/LinkFiles/IPT_Meeting_report_CEWG_Oct_2011.pdf 
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(2) promoting research and development; 

(3) building and improving innovative capacity; 

(4) transfer of technology; 

(5) application and management of intellectual property to 

contribute to innovation and promote public health;  

(6) improving delivery and access;  

(7) promoting sustainable financing mechanisms; and  

(8) establishing and monitoring reporting systems. 

The CEWG was established under element seven, i.e. promoting 

sustainable financing mechanisms. Dr Monir explained the process leading 

to resolution WHA65.22 up to May 2012. The resolution calls for national 

and regional consultations to analyze the findings of the CEWG report for 

recommendations to the Sixty-sixth WHA in 2013. It is important to discuss 

the proposals of CEWG for: (1) research coordination; (2) financing; and (3) 

monitoring of R&D expenditures to meet public health needs of developing 

countries. The CEWG has also recommended that for financing R&D all 

countries should commit to spend at least 0.01% of GDP on government-

funded R&D to meet the health needs of developing countries. In addition, 

CEWG suggests countries should consider these targets: 

 Developing countries with a potential research capacity should 

aim to commit 0.05−0.1% of GDP to government-funded 

health research of all kinds. 

 Developed countries should aim to commit 0.15−0.2% of GDP 

to government-funded health research of all kinds. 

As the Chairman of CEWG, Professor John-Arne Røttingen had 

observed that “Intellectual property rights and sales do not provide enough 

incentive to encourage investment on diseases that affect people in 

developing countries. We therefore need:  

 to delink the cost of research from the price of the product, and  

 to develop mechanisms in addition to intellectual property rights 

to incentivize research investment.”  

WHO needs to play a central and stronger role in improving 

coordination of R&D directed at the health needs of developing countries. 
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Dr Monir also explained that the principal recommendation of the CEWG 

was negotiating for an R&D treaty. The CEWG advocates setting-up 

coordinating, advisory and financing mechanisms. Certain advisory 

mechanisms have been advocated by the CEWG, e.g. a network of 

research institutions and funders that may include specialized sections 

according to the subject of research (e.g. type of disease), based on an 

electronic platform supported by WHO, which may provide inputs to an 

advisory committee. The advisory committee could be based on the current 

Advisory Committee on Health Research with suitably revised terms of 

reference and ways of operation (subcommittees could be established to 

tackle specific topics and facilitate regional inputs). To take this process 

forward, the CEWG recommends setting up a working group or technical 

committee of two members from each WHO region and an Inter-

government working group to outline and negotiate for the R&D treaty. 

6.2 Perspective on the proposed Research and Development 

(R&D) Treaty – Dr Manisha Shridhar, WHO/SEARO 

Dr Shridhar informed that the 21-member CEWG had three experts from 

the SEA Region: Mr L.C. Goyal, Additional Secretary and Director-General, 

Department of Health and Family Welfare, India; Dr Laksono Trisnantoro, 

Director, Postgraduate Programme in Health Policy and Management, 

Gadjah Mada University, Indonesia; and Dr Pichet Durongkaveroj, 

Secretary General, National Science Technology and Innovation Policy 

Office, Ministry of Science and Technology, Thailand. She clarified that the 

report of CEWG needs to be seen in the overall perspective of R&D in 

WHO. Dr Shridhar covered the important milestones in WHO’s strategy for 

R&D beginning in 1990 with the Commission on Health Research and 

Development (CHRD). The CHRD made assessments of R&D with the base 

year 1986 and highlighted “an estimated 93% of the world’s burden of 

preventable mortality occurs in the developing world... [yet] only 5% [of 

research] was devoted specifically to health problems of developing 

countries”. CHRD recommended that governments should spend 2% of 

their health budgets on what it called essential national health research and 

donor nations should spend 5% of their aid for health in developing 

countries on research and the strengthening of research capacity. In 1993, 

the Council on Health Research and Development (COHRED) was 

established on the recommendation of CHRD that specializes in supporting 



Report of Regional Technical Consultation 

8 

countries in areas such as health research system assessment and 

development. In 1996, the Ad Hoc Committee on Health Research relating 

to future intervention options published another study on spending on 

health R&D with the base year 1992. In 2005, the Fifty-eighth World 

Health Assembly passed a resolution WHA58.4, urging Member States’ 

commitment to R&D activities.  

It may be noted that 1998 saw the setting up of a Global Forum for 

Health Research (GFHR) at the instance of the 1996 Ad Hoc Committee. 

The GFHR coined the phrase, “the 10/90 Gap”, indicating that 10% of 

research was devoted to 90% of the world’s health problems. It was 

estimated that in 2005 total global health research spending was US$ 160 

billion; the public sector spent US$ 3 billion in developing countries of 

which some US$ 0.6 billion was provided by development assistance. 

Later, the International Conference on Health Research for Development 

(Bangkok 2000) identified four key challenges: values, sustainable health 

research systems, research environment, and knowledge production and 

application. This was followed by two important ministerial summits: 

Ministerial Summit on Health Research (Mexico 2004) and Bamako 

Ministerial Forum on Research for Health (2008). These activities outlined 

the importance of R&D to meet public health needs of all countries.  

Dr Shridhar also explained the contributions made by various 

commissions to the Global R&D Fund e.g. in 2001, the Commission on 

Macroeconomics and Health called for the establishment of a new Global 

Health Research Fund of US$ 1.5 billion annually and for an equivalent 

increase in the amount of money going through existing channels to bodies 

such as WHO or public–private partnerships, making a total of US$ 3 

billion (funding from developed countries has increased, but currently 

amounts to less than US$ 2 billion annually). Finally, in 2006, the CIPIH, 

presented its report to the Fifty-ninth World Health Assembly. This led in 

2007-2008 to the Intergovernmental Working Group on Public Health, 

Innovation and Intellectual Property that had considered the proposal for a 

Global Health Research Fund. It was in 2009 that the Expert Working 

Group (EWG) was established to examine this issue. However, the EWG 

gave way to the formation of the CEWG in 2010. In parallel, in May 2010, 

the Sixty-third WHA63.21 World Health Assembly adopted another 

resolution, Research for Health, that defined a common framework on how 

research is approached in WHO and the role of WHO in global health 

research.  
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The CEWG’s role relating to classical medical research into new 

medicines and technologies, drugs, vaccines and diagnostics was 

elaborated. This is in contrast to operational or implementation research for 

improving health and delivery of health services. The latter R&D is related 

to the social, economic, cultural, political and policy issues that determine 

access to medical care and the effectiveness of public health interventions 

(including choice of interventions, alternative treatment practices and 

changes in clinical interventions), research in ethics and health policy.  

Dr Shridhar emphasized that WHO needed to play a central and key 

role in improving coordination of R&D directed at the health needs of 

developing countries. For this, different mechanisms were considered by 

CEWG (1) an R&D treaty under WHO’s Constitution - Article 19 (as a 

convention, on the lines of the Framework Convention on Tobacco Control 

(FCTC)), (2) Article 21 (as a regulation, e.g. International Health 

Regulations) and (3) Article 23 (as recommendations, e.g. WHA 

resolutions). CEWG recommended commencement of negotiations for an 

R&D treaty under Article 19 of the WHO Constitution. This process, as is 

seen by timelines of FCTC, could be a lengthy one. 

6.3 The Negotiation Process and Way Forward – 

Dr Viroj Tangcharoensathien, Thailand 

Dr Viroj gave a detailed account of the historical milestones leading to the 

global agenda on access to essential medical products. He began with the 

CIPIH report, the IGWG process and GSPA leading to the establishment of 

the CEWG. Dr Viroj also explained the challenges of the negotiation 

process for the Sixty-fifth WHA where he was the chair of the drafting 

group. He explained how by Wednesday, 23 May 2012, four draft 

resolutions [conference papers] were tabled: 

 A65/A/Conf. Paper No 1 Kenya: in favour of a R&D Convention, 

and a hard law--legally binding, clear with very strong position 

on CEWG report;  

 A65/A/Conf. Paper No 2 Switzerland: focusing on processes; 

 A65/A/Conf. Paper No 4 tabled by UNASUR; and 

 A65/A/Conf. Paper No 5 USA et al: in line with Swiss text. 
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The paper by UNASUR was the base on which Member States set in 

motion a process to negotiate a binding agreement and resolutions on 

R&D. However, there was no clear position at that juncture to go ahead 

with a legally binding health R&D Convention as suggested by the CEWG. It 

was clear that all negotiators needed more time for thorough consultations 

with multi-ministries back in their respective capitals and that they cannot 

immediately make a decision to go ahead with a framework convention. Dr 

Viroj explained how he felt that a procedural resolution rather than a 

content resolution is the maximum the negotiation group can reach. 

Therefore, for the negotiation process for the Sixty-fifth WHA, it was 

decided to integrate all four texts into one combined text (a task 

accomplished by the Secretariat) and work with the four competing texts 

together. The drafting group proceeded by dissecting the resolution by 

anatomy (in medical terminology!) focusing first on paragraphs with greater 

convergence and those that were non-controversial. Kenya’s withdrawal of 

its conference paper significantly moved the discussion forward. 

The outcome of the negotiations was WHA65.22 adopted by 

consensus after 16.5 hours of discussion. Committee A of the World Health 

Assembly adopted the draft on Saturday, 26 May 2012. The resolution 

WHA65.22 in the preambular text only recalls previous relevant WHA 

resolutions. The operative paragraphs inter alia, call upon Member States, 

to increase investment in health R&D, requests the Regional Committees to 

discuss in their 2012 meetings the CEWG report. The resolution requests 

the Director-General to hold an open-ended meeting of Member States to 

analyse the report and feasibility of recommendations in the CEWG report 

(R&D coordination, financing and monitoring R&D expenditure) and report 

to the Sixty-sixth WHA (May 2013) through EB132 (January 2013). 

The way forward, Dr Viroj explained, is the IGM process scheduled 

for 26–28 November 2012 in Geneva. He explained that we needed to 

decide on a chair to steer negotiations. How far we could reach depended 

on the six Regional Committee discussions that were scheduled to take 

place in each WHO region and country positions established by national 

consultations.  

Dr Viroj believed that it was possible that the EU may play a critical 

bridging role (see European Parliament resolution on Major and Neglected 

Diseases in Developing Countries 2005/2047 INI http://www.europarl. 
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europa.eu/sides/getDoc.do? pubRef=-//EP//NONSGML+REPORT+A6-2005-

0215+0+DOC+PDF+V0/ EN) where para 55 calls for collaboration with 

the pharmaceutical industry on diseases of poverty, with a new framework 

proposal for R&D in such diseases, to provide incentives for investment, 

including protocol assistance, fee waivers, tax credits, subsidies, innovation 

prizes assistance for prequalification, advance purchase commitments and 

partial transfer of patent rights to drugs; and calls also for a "needs-based 

approach". 

Dr Viroj stressed that in this context it was important that the SEA 

Region spoke with one voice. He said that flexibilities in negotiation 

positions would also be needed for the 26-28 November 2012 meeting. He 

stressed that it was important for consensus to be arrived at to: 

 invest more on R&D for neglected diseases for developing 

countries and address market failure of IP regimes. 

 better coordinate and monitor R&D expenditure. 

 Recommend a convention on R&D as supplementary but not 

replacing the mainstream IP regimes.  

There are divergent views on whether a legally binding convention is 

necessary and what would happen if a hard-won R&D convention is not 

ratified by Member States. The observatory for coordination and monitoring 

R&D expenditure appears to be easy to agree to, while the most 

contentious is financing R&D-ensuring adequacy and sustainability of 

funding flows. Dr Viroj stressed that it was a long, winding, rough journey 

towards access to essential health products by developing countries.  

6.4 Current status of R&D and specific R&D needs of developing 

countries for Type II, Type III and Type I diseases” –  

Dr K. Satyanarayana, India 

Dr Satyanarayana covered the status of R&D in India and for select 

countries within and outside the Region. For this purpose, he outlined two 

major indicators for inventions and explained the same by using a large 

number of graphs and data: 
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 Publications – including ‘public domain knowledge’. 

Dr Satyanarayana tracked certain public health-related databases 

for R&D in WOS (Web of Science) and PubMed for Types II and 

III diseases and Type I diseases; and  

 Patents, and downstream work in R&D for Types II and III and 

Type I diseases. 

Dr Satyanarayana outlined the R&D needs of developed and least-

developed countries for Types I, II and III diseases and what is meant by 

‘neglected’ diseases. While R&D in Type I is also important, more research, 

whether captured through publications or patent filing, is reported for Type 

I rather than Type II and Type III diseases. For instance, during 1992-2011, 

there were 154 562 research papers on HIV/AIDS (a disease affecting an 

estimated 34 million people) but only 10 770 research papers for soil 

transmitted helminthiasis affecting over 1 billion persons. This trend is the 

same for both developing and developed countries and commercial 

considerations appear to override public health concerns even for the 

developing countries. Even though research activity on some Type II and 

Type III diseases has substantially increased over the last two decades, R&D 

needs strengthening in developing countries for Types II and III diseases. 

Also, noncommunicable diseases such as cardiovascular diseases, diabetes, 

cancers and chronic respiratory diseases are becoming important for both 

developed and developing countries. As a result, the latter would face a 

double burden of both the types of diseases. For developing countries, 

more so for least developed countries, strong and robust 

‘development’/‘downstream’ R&D activity would be a more immediate 

need rather than ‘discovery’ research. 

6.5 Research Coordination and Financing - Issues relevant to 

developing countries” – Dr Trihono, Indonesia 

Dr Trihono explained that the gap in resources and technology for Type II 

and Type III diseases is a key problem. Research as such was not yet a 

priority for many countries and often there were very small budgets for 

research. He stressed that market mechanisms on which intellectual 

property rights systems were based result in too little investment in R&D in 

diseases affecting developing countries as they lack the capacity to pay for 

effective health technologies including medicines, vaccines and diagnostics. 

He added that innovative methods were needed to increase the budget for 
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research. He outlined the contributions of the Commission on Health 

Research and Development (CHRD) over the years and the GFHR and the 

ACHR including Research and Training in Tropical Diseases (TDR). The 

work of WHO’s International Clinical Trial Registry was also highlighted.  

Dr Trihono said that there was a need to examine financial transaction 

tax and solidarity tobacco contribution for research funds and develop 

consensus on national research agendas and roadmaps of product-oriented 

research (vaccine, etc.). He noted that in Indonesia, baseline health 

research (BHR) had been established with mapping of health problems 

among districts. This had been included as the Public Health Development 

Index with a ranking for each district. Indonesia had mapped health 

facilities research (HFR), hospitals, health centres and laboratories. The 

mapping of Medicinal Plants and Traditional Medicine Research (MPTMR) 

included that of mapping medicinal plants-mapping of jamu (traditional 

medicine). The Public Health Development Index had resulted in a 

national roadmap and a collaboration programme with government, 

universities and the private sector. He said there were 16 parties as part of 

this collaboration consisting of government, experts/universities and 

business.  

6.6 Financing and Coordination for R&D - Next steps for 

Member States in SEA Region –  

Dr Pichet Durongkaveroj, Thailand 

Dr Pichet, who was a member of the CEWG chaired the regional 

consultation and described the CEWG process and how the report was 

prepared, what were the considerations and the processes adopted. He 

began with the terms of reference of the CEWG and the keywords for all 

the deliberations: deepen the analysis, delinking cost of R&D etc. He also 

highlighted the links between element seven and other elements of GSPA-

PHI. He explained how issues related to conflict of interests of CEWG were 

handled, the details of which are also part of the CEWG report. He 

described the backgrounds of the members of CEWG, the process adopted 

for the consultations, the calls for submissions of new papers and the 

outcome of regional consultations as part of the CEWG process. He also 

explained the position of R&D relevant to developing countries and the 

criteria adopted for evaluation of the proposals: public health impact, 
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technical feasibility, financial feasibility and implementation feasibility. He 

outlined the various financing options in the CEWG report and the need for 

global coordination in existing mechanisms. The details of the deliberations 

of CEWG are available on the website:  

http://www.who.int/phi/CEWG_Report_5_April_2012.pdf 

 

6.7 Criteria and methodology followed by CEWG for assessing 

proposals – Dr Laksono Trisnantoro, Indonesia 

Dr Laksono, who was also a member of the CEWG, co-chaired the 

consultation. He outlined in detail the criteria and methodology followed 

by CEWG for assessing proposals for promoting sustainable financing 

mechanisms. He explained how various proposals were shortlisted in the 

EWG report and taken into account for WHA63.28. The proposals 

evaluated by CEWG were those submitted to  

 the CEWG directly related to the work done by EWG; and  

 the CEWG but not directly related to the work done by EWG. 

The 22 grouped proposals featured in the EWG report were assessed 

along with the 15 submissions to CEWG. These proposals were regrouped 

as deemed relevant to CEWG’s mandate into 15 groups of proposals for 

evaluation. He emphasized that for the great majority of the proposals 

there is no definitive evidence on costs and benefits. He also underlined 

that the CEWG does not pretend that this method of prioritization is 

scientific - this is a collective judgment of the CEWG members. While each 

of the proposals could be pursued individually, the CEWG sees them as 

part of a wider package of measures. An essential condition for 

implementing these approaches will be a sustainable source of funding. 

Further, the proposals cover various stakeholder authorities and the 

question is how to involve in other ministries/political leaders in the SEA 

Region and whether MoH has the capacity for involving all stakeholders.  
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6.8 An overview of the 15 group proposals of CEWG –  

Dr Manisha Shridhar, WHO-SEARO  

Dr Manisha Shridhar presented an overview of the 15 groups of proposals 

of CEWG and their assessment by the working group. These proposals are 

as follows: 

Assessment of 15 grouped proposals 

CEWG proposals assessment 

1 Global Framework on Research and 

Development 

met criteria well 

2 Direct grants to companies met criteria well 

3 Patent pools met criteria well 

4 Pooled funds met criteria well 

5 Open approaches to research and 

development and innovation 

met criteria well 

6 Milestone prizes and end prizes met criteria well 

7 Purchase or procurement agreements met criteria less well 

8 Priority review voucher met criteria less well 

9 Green intellectual property met criteria less well 

10 Health Impact Fund met criteria less well 

11 Orphan drug legislation met criteria less well 

12 Tax breaks for companies met criteria less well 

13 Transferable intellectual property rights met criteria less well 

14 Removal of data exclusivity not relevant to 

CEWGs mandate 

15 Regulatory harmonization not relevant to 

CEWGs mandate 

The CEWG had emphasized that for the great majority of proposals 

there is no definitive evidence on which to base an objective judgement 

about costs and benefits and the CEWG did not pretend that this method of 

prioritization was scientific. The CEWG has used this methodology as a 
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means by which they could reach, in a reasonably systematic manner, a 

collective judgement. Each assessment was made under the following 

headings 

 public health impact 

 technical feasibility 

 financial feasibility 

 Implementation feasibility. 

6.9 Outcome of discussions on CEWG in the Sub-Committee on 

Vaccine and Drug Development Health Research 

Consultation – Dr Manisha Shridhar, WHO-SEARO 

Dr Shridhar presented a summary of the discussions of the SEA Advisory 

Committee on Health Research (ACHR) Sub-committee on Vaccine and 

Drug Development held in SEARO on 27 July 2012 as part of the 

consultation process of the CEWG. 

The background to the ACHR process was outlined in view of its close 

association with R&D and the mandate of the CEWG. It was recapitulated 

that the South-East Asia Regional Advisory Committee on Medical Research 

(SEA/ACMR) was established in 1976 following Regional Committee 

resolutions in 1973, 1974 and 1975. SEA/ACMR had its own budget for 

research which, at the peak in 1988–1989 was US$ 5.97 million (US$ 3.4 

million in intercountry programmes and US$ 2.57 million in country 

budgets).In addition to the regional budget, research in the Region received 

support from technical divisions of WHO headquarters – especially 

programmes on vector biology and control, malaria, leprosy, tuberculosis, 

essential drugs, communicable diseases and epidemiology training, 

maternal and child health and family planning, and special programmes 

such as TDR and HRP. Also, there were sizeable inputs to research from 

other sources – such as the United Nations (agencies such as UNDP, 

UNFPA, UNAIDS) and the US Centers for Disease Control and Prevention. 

The objectives of SEA/ACMR were: 

 to strengthen national research capabilities; 



Consultative Expert Working Group (CEWG) on Research and Development: Financing and Coordination 

17 

 to promote and coordinate research on regional priorities and 

problems related to socioeconomic development not adequately 

covered by national and other efforts; 

 to promote research designed to facilitate rapid application of 

existing and emerging scientific knowledge. 

In 1987 SEA/ACMR was renamed Advisory Committee on Health 

Research -SEA/ACHR. The years 1995–1997 saw the deterioration of the 

global political situation, coupled with a global economic crisis, with WHO 

also facing great challenges. In 1995 a special commemorative anniversary 

session of the Committee was held at the Regional Office in New Delhi that 

outlined the following course of action in the given situation: national 

research capability strengthening, grants for institutional strengthening, 

setting up of WHO collaborating centres, setting up of medical research 

councils and analogous bodies.  

The present consultation on the CEWG report was held in the SEA-

ACHR sub-committee meeting through video conference on 27 July 2012. 

The members present were: Professor Harun Ar-Rasid, Bangladesh; 

Professor N.K. Ganguly, India: Professor Ranjit Roy Chaudhury, India; 

Dr Nyoman Kandun, Indonesia; and Dr Somsak Chunharas, Thailand. The 

July 2012 consultation emphasized that there should be an international 

mechanism to monitor progress and bring greater coherence to research on 

health problems of developing countries, which would also have the 

potential to mobilize additional long-term funding in support of such 

research. India along with Thailand and Indonesia need to see how their 

own needs and the needs of other countries (also by partnership with 

agencies such as Bill and Melinda Gates Foundation (BMGF) can be 

addressed. The twinning example of Timor-Leste, Maldives and Bhutan on 

capacity strengthening may be taken up for greater research collaboration 

in the Region.  

It is clear that the majority of the basic research is funded by the 

government. However, when the research products are taken up by 

companies to make these marketable and available, the medical products 

come under a different price tag. It was observed that the largest cost that 

comes is in clinical trial costs. For a solution to this, a network could be 

found in SEA Region. e.g. dengue trial in Thailand, need not be tried again 

in India. As regards infrastructure development, Dr Ganguly mentioned that 
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there are 16 infrastructure highways in Europe that could be used by other 

countries on payment and this could be important particularly in terms of 

sharing of information on clinical trials. If countries in the Region are trying 

to be a global player more specific strategies, based on existing country 

expertise and actual mapping of research partnerships is required. It was 

observed that in the case of malaria R&D, experience showed that the 

country-level linkage is not as effective as it should be.  

R&D projects could benefit with collaboration in the Region and 

regional and global goals and targets in which SEARO should play a critical 

role should be developed. There is also a need to employ resources in the 

countries themselves to support research. There is a need to foster the 

convergence of agriculture and health and to examine the indiscriminate 

use of antibiotics and pesticides. It is necessary to strengthen technology 

transfer units in different countries and to achieve the goal of development 

and delivery of affordable, effective, safe and quality health products. We 

should examine harmonization of regulations, which due to geographical 

proximity, could be possible as the biological strains of various diseases 

would have similarities. We need also to document R&D in different 

countries –e.g. Indian innovations could be better documented. The 

existing global funding on R&D is by big foundations, the contributions by 

developing countries have been minimal in research partnerships which, 

therefore, need to be augmented.  

The ACHR sub-committee highlighted that CEWG issues were 

important for ACHR. There was a need to engage in regional joint efforts 

rather than work on independent country plans. Intellectual Property Rights 

(IPR) management and capability needed to be developed for which this 

was considered an opportune time to come up with a concrete plan – such 

as one unit within each country to address IPR and public health linked 

with regional collaboration. COHRED and the Bamako conference had 

documented that 2% of the regular health budgets needed to be spent on 

R&D. Budget positions should be evaluated to see whether this had been 

done and what actions could be taken to move in this direction. 

6.10 Video discussion with HQ: Global perspective on CEWG 

A video discussion was organized between the participants and WHO-HQ 

in the afternoon session. 
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Dr Marie-Paule Kieny, Assistant Director-General, assisted by Dr Zafar 

Mirza, Coordinator, Department of Public Health, Innovation and 

Intellectual Property Innovation, Information, Evidence and Research 

Cluster, gave an overview of issues on Financing for Research and 

Development activities and the next steps in the CEWG process. 

The ADG highlighted that an open-ended meeting would be held in 

Geneva on 26–28 November 2012 and Dr Viroj from Thailand is being 

considered as a candidate for the Chair. They apprised the participants on 

the status of national and regional consultations in the other Regions of 

WHO. Dr Kieny emphasized that the agenda will focus on financing 

coordination and monitoring. The idea of Global Health Repository is quite 

strong, setting up of advisory networks, reactivating ACHR and revamping 

TDR in the CEWG context. The R&D Convention itself is likely to take a 

long time. 

Country presentations  

The various country presentations highlighted national priorities from 

Member States in respect of the CEWG report as follows: 

(a) Professor Choudhury M. Hasan (Bangladesh),  

 Global Health R&D Observatory would be very useful for 

Bangladesh. Research coordination should be done at 

national and regional levels. 

 For advisory mechanisms, experts must be taken from 

national and regional countries. 

 Financing should be available from regional and global 

sources and monitoring of R&D expenditures need to be 

done by national and regional committees. An R&D Treaty: 

between developing and developed countries is a welcome 

step. 

 Sufficient funds should be provided from global sources for 

capacity building to autonomous bodies like BCSIR 

(Bangladesh Council of Scientific and Industrial Research) 

and public universities where experts and basic 

infrastructural facilities are available. 
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(b) Mr Tshering Dhendup (Bhutan),  

 Need to strengthen the health research system in general 

and health research capacity development (human and 

physical infrastructure). 

 Strengthening of research culture and use of research 

findings for policy and decision making and strengthening 

research in traditional medicine and related medical 

products.  

(c) Mr Sanjay Prasad (India), outlined the national level 

consultation held in the country at various levels such as: 

 Inter-departmental Meeting  

 Meeting with the pharma industry 

 Civil society meeting. 

– The inter-departmental meeting had participation 

from: Department of Health Research, Indian Council 

of Medical Research (ICMR), Department of AYUSH 

(Indian System of Medicine), Department of Science 

and Technology, Department of Bio-Technology, 

Department of Economic Affairs, WHO Regional Office 

for South-East Asia, WHO Country Office and 

Directorate-General of Health Services (MoHFW).  

– need to delink cost of R&D and the price of drugs and 

address IPR issues for access and affordability of 

medical products.  

– enhancing the innovative capacity in developing 

countries and technology transfer to these countries 

and generating R&D outcomes as public goods, freely 

available for further research and production.  

– improve priority-setting based on the public health 

needs of developing countries and decision-making 

relying on governance structures which are transparent 

and give developing countries a strong voice.  
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– general level approval for an agreement which allows 

flow of sustainable financing for diseases mentioned in 

the CEWG Report. 

– International mechanisms for capacity building and 

fund sharing are inherently iniquitous which favour the 

developed countries and therefore, common objective 

for the usage of mechanisms such as pooled funding 

needs to be clearly delineated. There is a complexity 

involved in funding for research and development with 

a lack of database on the funding being made available 

for Type-III and II diseases.  

– The role of R&D in traditional medicine also needs to 

be emphasized.  

In the meeting with the pharma industry on CEWG had participation 

from a number of pharmaceutical companies such as: Unichem Labs Ltd, 

Zudus Cadilla Healthcare Ltd, Sun Pharma Ltd, IPCA Labs, Themis 

Medicare, LYCA labs, Astra Zeneca India Pvt. Ltd, Indian Pharmaceutical 

Alliance (pharma association), Indian Drug Manufacturing Association 

(pharma association) and Organisation of Pharma Producers of India 

(pharma association).  

 Welcomed the recommendation of the CEWG. It was 

emphasized that the Indian pharma industry was capable of 

high-end research if funding is available. When the time 

demanded, Indian industry produced affordable generics with 

reverse engineering.  

 High-end research in chemistry is possible though the country is 

not geared for research in bio-sciences.  

 The industry was keen to know what steps would be taken to 

build capacity of the R&D facilities in the private sector and 

whether it will cover New Drug Delivery System (NDDS) and 

fixed drug combinations for better compliance in the context of 

the CEWG report.  

 The civil society meeting had participation from MSF, DNDi, 

Research and Information System for Developing Countries, Health 
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Impact Fund, Federation of Indian Chambers of Commerce and 

Industry and WHO-SEARO.  

 Expressed full support for the recommendation of the CEWG 

including binding international agreement and securing sustainable 

funding to address identified R&D priorities in developing 

countries.  

 Generating R&D outcomes as public goods, freely available for 

further research and production and improving priority-setting 

based on the public health needs of developing countries including 

delinking cost of R&D and price of drugs was emphasized.  

 The R&D spending scenario of departments of Government of 

India involved in providing funds for R&D for new drugs (2010) 

was as follows:  

 Department of Health Research – US$ 17.178 million 

 Department of AYUSH (traditional medicine) – no clear data  

 Department of Bio-Technology – US$ 9.742 million 

 Department of Science and Technology (DST) – US$ 3.957 

million 

 There are a number of government initiatives to support pharma 

and biotech R&D such as Biotechnology Industry Partnership 

Programme (BIPP). BIPP is a funding initiative under the 

management of Biotechnology Industry Research Assistance 

Council (BIRAC) of Department of Biotechnology (DBT) that aims 

to promote innovation of national importance, preproof of concept 

research and biotechnology development in agriculture and health 

through public-private partnership. It was launched in 2008 with $ 

75 million to be disbursed over five years. It provides government 

cost sharing arrangements for “futuristic” technology projects. This 

scheme will not support incremental innovation.  

 Drugs and Pharmaceutical Research Programme (DPRP). The 

DPRP is a programme of the DST that intends to increase drug 

development capacity in India and support the development of 

products that meet India’s health needs. This is one of the few 

technology funding programmes dedicated exclusively to health. 
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Between 2004 and 2009, around 16% of its projects were oriented 

towards neglected diseases. 

 There are numerous government initiatives to support pharma and 

biotech R&D, such as the New Millennium Indian Technology 

Leadership Initiative (NMITLI). NMITLI is a popular programme of 

CSIR that began in 2001. This programme supports projects that 

establish India’s leadership role in technology. In addition to 

reviewing project requests, the NMITLI actively seeks out 

promising projects that align with areas of national importance and 

invites participation in technology transfer. The programme 

provides grant support to public institutions and low interest loans 

(3%-5%) to private partners. It emphasizes supporting high-risk 

projects that may be unable to procure funding from other 

mechanisms.  

 Additionally, the Small Business Innovation Research Initiative 

(SBIRI) was launched by DBT in 2005. This initiative supports high-

risk, pre-proof-of-concept research and late stage development in 

small and medium science-based companies with less than 500 

employees. The objectives of the programme include 

commercializing publicly generated technology, meeting societal 

needs and building the R&D capabilities of small firms.  

 The Technology Development Board (TDB) was established under 

Department of Scientific and Industrial Research (DSIR) in 1996 to 

encourage the commercialization of indigenous technology in all 

fields. Healthcare constitutes the greatest share of its agreements, 

and many biotech firms have benefitted from its support. 

With respect to the R&D treaty and developing financing 

mechanisms, numerous questions need to be settled. For example, the 

contribution of large developed countries appears to be understated at US$ 

70 million (India alone has contributed US$ 30 million in 2010 and going 

by the general increase in budgetary allocations, it would be approximately 

US$ 35 million in 2011). The diseases specifically thought about need to be 

clarified (Type II and III and some of Type 1 is a generic category). Since 

2008 annual surveys, known as G-Finder and funded by the Bill and 

Melinda Gates Foundation, have been undertaken to assess global R&D 
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funding for neglected diseases. G-Finder quantifies investments that meet 

three criteria: (1) where the disease disproportionately affects people in 

developing countries, (2) where there is a need for new products and 3) 

where there is a market failure. Broadly, this means Type II and Type III 

diseases, but not the needs of developing countries in relation to Type I 

diseases. As G Finder talks about ‘neglected diseases’ the recommendation 

of the CEWG is on the basis of “Type” of disease; which needs to be 

reconciled. Since the R&D at various levels of clinical trials requires 

different levels of funding, the resource allocation needs greater clarity, e.g. 

the estimated cost of lab to counter for a new molecule industry estimates 

vary from US$800 million to US$1.3 billion (Di Massi study).  

Certain questions outlined by India need to be addressed as part of 

further discussions on the CEWG process were: 

 Make an inventory of the laboratories across the world (public 

and private) which are engaged in research of such diseases and 

if so which are these and what kind of research (disease-based) 

are they carrying out and at what stage of development (pre-

clinical, Phase 1, 2, 3 or 4). This would be important as it is 

proposed than 20% to 50% of the pooled funds will be used for 

such funding. 

 Promote time line for obligations as was done in the case of 

TRIPS wherein countries at different levels of economic 

development were granted different periods for compliance (in 

this case for abiding by obligations to fund R&D). 

 The binding agreement may have oversight only over the 

progress made in cases wherein pooled funds are accessed 

rather than also those funded by the Member States entirely out 

of their own funds. 

 The fall back options if the binding agreement does not come 

through. 

Additional concerns expressed by India are: 

 Public private interface be examined e.g. A company owning a 

patented molecule needs to allow a lab/institute which draws 

funds through pooled funds under the binding agreement and 

developing the molecule through the various stages of clinical 
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trials on a royalty sharing basis? If that be so, would it mean that 

in such cases individual negotiations will have to be carried out 

with each company? If so what would that mechanism be? 

 The CEWG Report recognizes New Drug Discovery systems 

(NDDS). Has this been costed in the estimates of US$ 6 billion? 

 Would funding be made available for new fixed-dose 

combinations (FDCs) which enhance compliance and help fight 

anti-microbial resistance. 

 Considering the strengths of different labs across the globe to 

handle R&D at different levels, would there be a system where a 

‘molecule’ moves over different labs at different levels of 

development? If so what type of computed tomography (CT 

scan) CT protocols will have to be followed? 

 Considering lack of global harmonization in regulatory standards 

for drugs, global clinical trials will have to be handled in a 

different way. Countries may have to amend their laws to bring 

about harmony. For example, there is provision of medical 

treatment of trial subjects and compensation payment to the trial 

subject [in certain cases] in India while, in other countries, it is 

between the trial subject and the sponsor. 

 Would there be a system where the pooled funds are accessed 

by labs for their capacity development?, It may be possible that 

the pooled funds be entirely accessed by the developed 

countries thereby defeating the purpose of strengthening 

capacities in developing countries to conduct R&D. 

Mr Prasad stressed the need to take informed decisions on the CEWG 

processes pursuant to the report.  

(d) Dr Tri Juni Angkasawati (Indonesia), supported CEWG 

recommendations in general and the establishment of a Global 

Health R&D Observatory. Dr Angkasawati emphasized that it is 

important to avoid duplication of research and implement the 

lessons learnt. Regarding the advisory mechanism, a network of 

research institutions and funders and an advisory committee 

should be established on the pattern of TDR. Indonesia supports 
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an R&D Treaty under Article 19 of WHO’s constituion. For tax 

options, the following suggestions were made:  

 National tax options: 

– Tobacco tax and CSR (Corporate Social Responsibility) of 

private companies have been used for public health in 

general but not yet for health R&D. 

– The budget for health R&D should be increased. 

– International tax options:  

 Agree to use Financial Transactions Tax (FTT) and Solidarity 

Tobacco Contribution (STC). 

 Contribution from Member States. 

(e) Ms Aishath Samiya (Maldives), supported the establishment of 

a Global Health R&D Observatory and stated that regional as 

well as global monitoring of R&D activities were important. 

Maldives also supported the development of advisory 

mechanisms and proposed equal representation of WHO 

Regions in the Advisory Committee. It was stated that it is 

important to have a treaty/convention but the mechanism 

should involve obligations in keeping with country capacity. As 

this might be difficult to negotiate, other fallback options need to 

be considered in advance. Rather than allocating a certain 

percentage of total GDP of the country, Maldives suggested 

allocation of a certain percentage of public health sector budget 

for R&D. Maldives was working on a mechanism to strengthen 

the national research sector, however, it was considered too 

early to decide on the budget allocation for R&D in the health 

sector. Regarding national and international tax options, a tax 

system was recently introduced in the Maldives; and therefore 

linking health R&D with tax would take time. On the 15 groups 

of proposals, Maldives agreed with the observations of the 

CEWG. 

(f) Dr Win Maung (Myanmar), informed the meeting that research 

had been conducted in his country by four ministries:  

 Ministry of Health, Department of Medical Research; 

Medical University, 
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 Ministry of Industry – pharma, 

 Ministry of Science and Technology – Biotech Dept, 

Animal Breeding; Ministry of Lifestock and Fisheries – 

Animal Research Centre; 

 Ministry of Forestry (green environment). On the CEWG, 

Myanmar is considering holding concerted and 

comprehensive national level consultations in the near 

future. The country’s contribution to R&D is pegged at 

0.05% of the GDP.  

(g) Mr Sishir Kumar Dhungana (Nepal), explained that in Nepal 

R&D in modern healthcare system is weak due to the lack of 

financial, technical and human capacity. The Nepal Health 

Research Council is the lead agency to carry out health research. 

The Council grants permission for research related to health and 

gives recommendations for improvement of health policy. 

Currently the Council is focusing on the following areas for R&D: 

climate change and health, noncommunicable diseases, 

nutrition, use of traditional medicine (use of traditional 

knowledge), outbreak investigation, and tropical diseases. More 

than 85 research projects have been conducted by different 

agencies. 

For tax incentives for R&D activities, the existing Income-Tax Act 

has the provision for exemption of all types of R&D expenses for 

research centres and pharmaceutical industries. There is 

exemption of customs duty and VAT for all types of equipment 

imported for R&D. On the question of generating revenues for 

health-related R&D, it was observed that a certain percentage of 

the surcharge on excise duty on alcohol and tobacco products 

may be levied.  

The Government of Nepal levies 1% tax on all wage earners as 

social security tax; certain percentage of that tax can be used for 

health-related R&D. At the national level the following are 

important: human resource development for R&D, investment 

in infrastructure for R&D, collaboration and cooperation among 

the different institutions in R&D within the country, provision of 

Incentives for the private sector to carry out R&D, developing 

national priorities for R&D in the health sector, focus on R&D in 
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herbal and traditional medicine. At the global level, technology 

transfer, focus on health-related R&D in ODA financing, 

establishing a universal funding pool for R&D in the health sector 

are important.  

(h) Dr A. K. S. B. de Alwis (Sri Lanka), explained that research 

related to health is funded by the Ministry of Health through two 

authorized bodies: 

 National Health Research Council (NHRC) -research wing of 

MoH. 

 Medical Research Institute. 

A research allowance is provided as per treasury circular no. 45 and 

funds are granted for research proposals related to health after being 

assessed by an expert committee. 

NHRC was established in 1992 and functions under the purview of 

the Ministry of Health. The proposals are evaluated by the Council 

members and approval is given for granting funds. The Medical Research 

Institute (MRI) grants funds for a research proposal related to health. The 

yearly allocation of funds to MRI is from the following: Ministry of Health 

for research activities US$ 213 439, from WHO – US$ 63 242 and  

US$ 47 431 from UNICEF. MRI provides facilities to obtain ethical 

clearance for research proposals through an expert committee. For research 

through MRI, the National Science Foundation (NSF) provided around  

US$ 3 million, in 2012, around US$ 2.83 million. 

The Council for Agriculture Research Policy (CARP), provided  

US$ 1.61 million Overall 0.034% of GDP (excluding foreign funded, private 

sector or NGO) is being allocated to research. For research purposes, Sri 

Lanka is widely using Hellis, a resource sharing network functioning from 

1997. It is a library network connecting 22 libraries for access to health 

information and is assisted by WHO. The Medical Faculty of Colombo is 

the focal point. The following activities are in the pipeline: 

 Giving legal status of NHRC. 

 Giving legal status to national drug policy; continuation of work 

of late Dr Senaka Bibile on essential drugs. 

 Establishing legal status of clinical trials initiative.  
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 Establishing sub-committee for research allowance. 

 Promoting foreign training on research management. 

 Full membership in Joint Coordination Board (JCB) of Research 

on diseases of poverty (TDR), WHO. 

 Legal framework for research on genetic material. 

Sri Lanka’s expectations from CEWG are: enabling research 

promotion and developing facilitation and coordination mechanism at the 

regional level. There is a need to address funding and experience sharing 

and technological transfer including identification of regional research 

priorities. At the national level the priorities are promoting a capacity 

building mechanism, collaborative research and monitoring and evaluation 

of research conducted. Sri Lanka also expects the CEWG process to 

encourage young researchers, and develop forums for presentation and 

publication of research.  

(i) Dr Pathom Sawanpanyalert (Thailand), discussed the national 

(interim) consultation outcomes on the CEWG report. The first 

national consultation was held in Thailand on 26 June 2012 to 

introduce GSPA-PHI, CEWG and World Health Assembly 

resolution WHA65.22. He informed that the second 

consultation will be held on 22 August 2012 to discuss 

recommendations from this SEAR technical consultation. Other 

subjects discussed relate to the situation on R&D in health; focus 

on financing R&D and mechanisms; quantitative survey among 

participants; and a position framework. The participants in the 

first consultation were representatives from: 

 Ministries: Ministry of Public Health, Ministry of Science & 

Technology, Ministry of Finance, Ministry of Commerce, 

Ministry of Foreign Affairs, Ministry of Education (R&D 

universities), Board of Investment, Ministry of Industry. 

 R&D related institutes: National Research Council, of 

Thailand (NRCT), Science, Technology and Innovation 

Administration in Thailand, National Science and 

Technology Development Agency, The Thailand Research 

Fund, The Health Systems Research Institute (HSRI), 

Agricultural Research Development Agency, The Thailand 

Centre of Excellence for Life Sciences. 
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 Private sector: The Pharmaceutical Research & 

Manufacturers Association, Thai Pharmaceutical 

Manufacturers Association. 

 Federation of Thai Industries, Thai Capital Corporation, 

Government Pharmaceutical Organization, Siam BioScience, 

BioNet Asia. 

 NGOs: AIDS Access Foundation, Thailand Consumer 

Protection. 

Dr Pathom explained (with data from the Bank of Thailand) that 

royalty and payments to consultants showed a negative balance of 148 095 

Baht in 2008. Therefore, Thailand encourages individual researchers 

through: 

 Researchers: annual prize and awards by Thailand Research 

Fund, National Research Council of Thailand, National Science 

and Technology Development Agency (NSTDA). 

 Science and technology post-graduate students/young scientists: 

scholarship, co-funding from joint projects between supervisors 

and research institutes. 

Private sector and industries are encouraged to do research through:  

 Financial incentives: tax deduction for R&D expense and 

depreciation cost; tax exemption for imported equipment and 

corporate income tax; cash and soft loan. 

 Joint ventures with technology transfer. 

 Non-financial incentives: buddy/ mentor system; consultancy 

system; services on S&T. 

He emphasized the need to coordinate R&D in:  

 Public and private sectors with a mechanism through the MoST 

(NSTDA) and industries; Science Park. 

 Public-to-public (science and technology to other areas of 

science): establishing routine forums between funding agencies 

and research institutes. 
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 Transfers from science and technology to medical science: 

target-based budget allocation between NRCT and HSRI (pilot 

project). 

The National Plan and strategy on innovation for Thailand has a First 

10-year plan (2012-2021) on Green innovation. For this it is planned to  

 Increase human resource in R&D to 25 per 10000; 60% working 

in the private sector. 

 R&D investment ≥ 2% GDP; private ≥ 70%. 

The main targets in health are preventable diseases and emerging 

diseases with improved domestic science, technology and innovation in 

order to reduce imported technology. The following areas in R&D are 

currently in the pipeline:  

 Medicines: HIV/AIDS (development). 

 Diagnostics: melioidosis.  

Thailand is developing a national R&D observatory with a data 

package of each area of technology including health and medical science. 

In Thailand (in accordance with the definition in GSPA), the following are 

targeted:  

 Type I: influenza, SARS, swine flu, hepatitis, other viral infection, 

bacterial infection of antimicrobial resistance. 

 Type II: malaria; HIV/AIDS; XDR-, MDR-TB; enterovirus; 

dengue, thalassemia 

 Type III: melioidosis, opisthochiasis; helminthiases; cholangio-

carcinoma. 

(j) Mr Basilio Martins Pinto (Timor-Leste), explained that the 

Ministry of Health has established a research unit with a 

Ministerial decree. Six staff were at the central level/research unit 

plus a research focal point at the district level. The research 

focus is as follows: health system strengthening, programme 

implementation and evaluation. There is some research on 

malaria, lymphatic filariasis, tuberculosis (TB), with a perspective 

of combination approach for TB treatment and nutrition 

particularly MDR-TB. Timor-Leste would like to set up advisory 
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mechanisms and collaboration with Minzes School of Public 

Health. Future possibilities for tri-lateral collaboration are being 

explored between: the University of Gajah Mada, Yogyakarta, 

Indonesia and, Minzes School of Public Healt, Darwin, Australia 

and the Research Unit (Ministry of Health). Timor-Lest supports 

the CEWG report and for financial options, is in favour of pooled 

fund (voluntary and mandatory contribution) including airplane 

ticket tax or airport tax and sin tax.  

7. Group discussions 

After detailed technical discussions on the CEWG report, the participants 

were requested to formulate their recommendations through group work. 

The purpose of the group discussions was to reflect on all the key issues of 

the CEWG Report and participants worked in three groups. Each group 

gave its suggestions as summarized below. The groups addressed the issues 

of structure, financing and monitoring of R&D expenditure and the 

discussions focused on the establishment of a Global Health R&D 

Observatory to collect and analyse data. This included the following 

aspects: 

 Financial flows to R&D, on the lines previously followed by the 

GFHR
3

 and currently, in a different way, by G-Finder
4

.  

 The R&D pipeline. Monitoring the current composition of R&D 

and the progress of R&D. Identifying gaps and unnecessary 

duplication. 

                                                           
3
 CEWG p 90 Global Forum for Heath Research (GFHR) created in 1998. The GFHR centred its mission on the so-

called 10/90 Gap – i.e. that only 10% of all health research is devoted to the health problems of 90% of the 

world’s population (p 32- The GFHR at the instigation of the 1996 Ad Hoc Committee, coined the phrase “the 

10/90 Gap”, indicating that 10% of research was devoted to 90% of the world’s health problems. Ironically this 

appears to have been derived from the calculations of the Commission on Health Research and Development 

(CHRD), although the CHRD never referred to this ratio. Rather more dramatically, the CHRD said that an 

“estimated 93% of the world’s burden of preventable mortality (measured as years of potential life lost) occurs in 

the developing world. [yet] only 5% [of research] was devoted specifically to health problems of developing 

countries... 

4
 CEWG p 33- Since 2008 annual surveys, known as G-Finder and funded by the Bill and Melinda Gates 

Foundation, 14 have been undertaken to assess global R&D funding for neglected diseases. G-Finder quantifies 

investments that meet three criteria: 1) where the disease disproportionately affects people in developing 

countries, 2) where there is a need for new products and 3) where there is a market failure. Broadly this means 

Type II and Type III diseases, but not the needs of developing countries in relation to Type I diseases. 



Consultative Expert Working Group (CEWG) on Research and Development: Financing and Coordination 

33 

 Learning lessons. A capacity for analytical and advisory work on 

key issues in R&D responding to the needs of funders and 

researchers and monitoring and evaluation. 

Advisory mechanisms. The arrangements for this would be decided 

by WHO Member States in the first instance, and later by parties to a 

convention, if negotiated. The mechanisms, although driven by 

governments, both developing and developed, should take into account the 

need to develop a shared vision and shared priorities with the diverse 

organizations involved in the funding and execution of health R&D.  

Clear role for constituent elements such as: 

 A network of research institutions and funders on the subject of 

research (e.g. type of disease), based on an electronic platform 

supported by WHO and which may provide inputs to the 

advisory committee. 

 An advisory committee. 

 All countries should commit to spend at least 0.01% of GDP on 

government-funded R&D devoted to meeting the health needs 

of developing countries in relation to the types of R&D defined 

in our mandate. In addition, CEWG proposes that countries 

should consider these targets: 

– Developing countries with a potential research capacity 

should aim to commit 0.05−0.1% of GDP to government-

funded health research of all kinds 

– Developed countries should aim to commit 0.15−0.2% of 

GDP to government-funded health research of all kinds.  

These issues were discussed in the national, regional and global 

contexts. 

Group 1: Research and Coordination: examined the activities on a short-

term and long- term basis for research and coordination. The following 

emerged.  

 It was felt necessary to prioritize R&D, set up a central body for 

databases and an MoU for R&D coordination (long- to medium-

term). 
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 At the national level there is a need to set up a national 

committee with members from the areas of health, science and 

technology, national planning and education. 

 At the regional level, a committee comprising experts from all 

Member States from priority areas may be included. 

 A technical sub-committee may be formed if required. WHO 

should form global committees with experts from all relevant 

fields from Member States and from the region. 

 There is a need to examine priority areas of R&D, capacity 

building in those areas, regulatory harmonization (for R&D pre-

clinical/clinical trial International Conference on Harmonization, 

Good Clinical Practice (ICH GCP), setting up the R&D 

programme at national level; centre of excellence at the regional 

level and setting up a health information management system 

(HIMS). 

The coordination function should be closely linked to include fund-

seeking activities and setting up an observatory (to set up the databases). 

The Member States may take up  

 Setting up R&D platforms in priority areas.  

 SEARO should set up centres of excellence for coordination of 

priority R&D areas and WHO at global level should coordinate 

networking of research centres of excellence. 

 For the purpose of creating an observatory with relevant 

databases we may take up Health Information Management 

System. 

 The countries need to focus on funding available for R&D, 

human resources for R&D, infrastructure (hardware software) ex. 

lab equipments; computer and inclusion of other data that 

enhance and support R&D.  
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Group II: Financing 

Group II discussed financing options in the CEWG. The CEWG report aims 

to achieve specified levels of public funding on health R&D given as: 

 0.01% of GDP for all countries. 

 0.05-0.1% of GDP for developing countries with potential 

research capacity. 

 0.15-0.2% of GDP for developed countries. 

The group advised that financial commitment could be made a 

through financing mechanism established under R&D Convention for which 

a contribution of 20%-50% of total funding obligation to a pooled funding 

mechanism may be considered. Countries without research capacity may 

be uncomfortable paying to the pool, especially if the research focuses on 

diseases or topics not relevant to them. For small countries, prevalence and 

extent of diseases is also not significant or cost effective. Regarding 

allocation of resources of 0.01% of GDP for developing countries, this 

would depend on resource availability. The figure of 0.01% is a big amount 

for some resource-strapped countries and may not be relevant for the 

countries that have no research capacity.  

In principle, the group agreed with CEWG recommendations with the 

following modifications: 

 To make it legally binding in a transition period, say 10 years. 

 To make it immediately binding but have a grace period for 

countries that cannot spend the required amount at the 

moment. 

For financing mechanism options it was proposed to: 

 Not rely on annual budget since it would not be sustainable. 

 Raise sin taxes and luxury taxes. 

 Small amounts (piggy-back taxes).  

For contribution to Pool Funds (20%-50%), it was proposed that this 

be considered to the tune of 5%-15% based on achievement of fund 

contributions. The role of WHO should be to:  
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 Look at alternative financing mechanisms and partnerships for 

R&D financing and innovation. 

 Create a consortium for monitoring financing and expenditure. 

 Support member states in building technical capacity in R&D 

and in fund raising. 

 Support Member States in developing R&D systems. 

Group III : Monitoring of research and development expenditure 

Group III focused on monitoring of R&D and it was suggested that there is a 

need to develop a prioritized list of neglected diseases (national, regional, 

global for type I, II and III), with the option of revising these lists from time 

to time. 

 It is important to establish an independent monitoring system 

with earmarked funds from pooled funds for monitoring 

indicators and targets (input, process, outputs and outcomes).  

 For priority diseases- mapping of existing R&D and level of 

research, R&D capacity of different countries/regional labs, 

existing funding, separate lists for vaccines, drugs and diagnostics 

etc. would have to be outlined. Once a priority list is decided 

upon the all research on the priority diseases should take a 

contribution from the pooled fund. 

 It is likely that Member States may claim intellectual property (IP) 

over their research for neglected diseases and R&D taken up at 

national level. 

 There is a need to focus on capacity building and pooling of 

research and funds for regional-level lab/research centres of 

excellence for carrying out R&D of diseases in the priority list. 

 At the same time, capacity building at the national level also to 

conduct R&D and interpreting research findings needs 

augmentation. The responsibility of G-Finder needs to be taken 

up by a permanent mechanism in WHO at the global level.  

There is a need to examine standardization of monitoring reports for 

better coordination. The mandatory reporting to Member States by the 
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monitoring body – both at funder (body managing funds) and researcher 

level is essential. It was recognized that:  

 Harmonization of regulatory framework is imperative for 

research benefits to be shared between different countries 

(globally or at regional level). 

 Countries tax funded R & D can decide on the R &D areas at the 

national level but should not claim for IP if the research is as a 

result of allocated funds under the convention (so might not be 

in the global and regional prioritized list). 

8. Conclusions 

At the regional technical consultation, participants reiterated the need for 

enhancing investments in health research and development (R&D) related 

to Type II and Type III diseases and addressing the specific R&D needs of 

developing countries in relation to Type I diseases. It was also emphasized 

that there is a need to “explore and, where appropriate, promote a range of 

incentive schemes for R&D including addressing, where appropriate, the 

de-linkage of the costs of R&D and the price of health products, for 

example through the award of prizes, with the objective of addressing 

diseases which disproportionately affect developing countries”. For this 

purpose and to take World Health Assembly resolution WHA65.22 

forward, the participants made the following recommendations: 

9. Recommendations 

For Member States 

(1) Promote the establishment of a Global Health R&D observatory 

for medical products with regional/national observatories as 

necessary platforms to support the work of the global 

observatory. 

(2) Support the formation of a governing body (referred to as the 

Advisory Committee in the CEWG report) with appropriate 

representation and adequate technical competencies from 

Member States for: (a) research coordination through oversight 
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of the Global Health R&D observatory; (b) financing including 

the management of a global pool funding mechanism; and 

(c) monitoring and evaluation of R&D expenditures. 

(3) Create advisory mechanisms as suggested by CEWG, i.e. a 

network of research institutions and funders that may include 

specialized sections according to the subject of research. An 

advisory committee may be formed which could be based on 

the current Advisory Committee on Health Research (ACHR). 

Sub-committees to tackle specific topics and facilitate regional 

inputs could be established.  

(4) Examine the feasibility of a Global Health R&D Observatory to 

perform additional functions of evaluation and monitoring of 

related R&D.  

(5) Take measures to commit adequate resources for R&D for Type 

II, III diseases and specific R&D needs of developing countries 

on Type I diseases from existing, new or innovative sources 

made available at national and global levels. This may be 

achieved through increased funding and exploring new 

mechanisms including a pooled fund mechanism from different 

sources of finance. The objective being to ensure that promising 

medical products generated from pooled funds are global public 

goods and are made affordable to our populations.  

(6) To consider strategic options to achieve increased funding on 

health R&D, such as at  

Country level  

– Review existing mechanisms for an increase in the annual 

budget allocation, through the budget process in parliament.  

– Encourage new and innovative funding mechanisms such as 

sin tax, financial transaction tax, airline ticket surcharges etc. 

– Explore measures to stimulate private R&D investment 

including fiscal and non-fiscal incentives. 

Global level  

– Explore pooled mechanisms such as voluntary contributions 

by Member States or philanthropic foundations. 
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– Explore mandatory contributions through a legally binding 

international instrument such as an R&D Convention and its 

expeditious ratification. 

(7) Develop a transition mechanism (in terms of the number of 

years of grace period for adherence and financial commitments) 

for adoption and implementation of the proposed R&D 

Convention for the benefit of developing and least developed 

countries. For this purpose, it would be necessary to determine 

an appropriate and acceptable methodology for assessing and 

earmarking proposed contributions by Member States. New 

mechanisms such as a Global Social Enterprise with merging of 

corporate and social structures (suggested by Dr Laksono 

Trisnantoro, member of CEWG task force) for managing the fund 

may be examined. 

(8) Promote partnerships and coordination mechanism including for 

mapping R&D product development and R&D capacities to 

maximize synergies at country, regional and global levels 

especially in financial and human resources.  

(9) Develop information sharing mechanisms on R&D activities, 

mapping of R&D pipelines, mapping of capacities (financial/ 

human resources) and examine harmonizing standards of a 

whole range of R&D (Good Laboratory Practice, (GLP), Good 

Clinical Practice (GCP), Good Manufacturing Practice (GMP) for 

prioritization of R&D needs. 

(10) Engage actively in the negotiations of the open-ended meeting 

of Member States in November 2012, in particular for 

supporting development of a health R&D Observatory, effective 

global R&D coordination, adequate and sustainable global 

pooled funding for R&D on Type II and III diseases and specific 

R&D needs of Type I diseases in developing countries. 

(11) Ensure transparent and effective allocation of a global pooled 

fund in stimulating R&D, including an R&D Treaty under Article 

19 of the WHO Constitution. 

(12) Recommend that the chair of the critical Inter-Governmental 

Meeting proposed by WHA65.22 and scheduled for November 

2012, should be from the SEA Region. 
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(13) Consider adopting a resolution in RC65 at the Sixty-fifth session 

of the Regional Committee at Yogyakarta, Indonesia to take 

forward the aspirations of the Member States on CEWG. 

For WHO 

(1) Facilitate the establishment of a Global Health R&D observatory 

for medical products and a regional/national observatories as a 

platform to support the work of the global observatory and 

related advisory mechanism.  

(2) Assist Member States for adequate representation in the 

governing body (referred to as the Advisory Committee in the 

CEWG report) for: (a) research coordination through oversight of 

the Global Health R&D Observatory; (b) financing, including the 

management of the global pool funding mechanism; and 

(c) monitoring and evaluation of R&D expenditures. 

(3) Assist Member States to access and benefit from various 

proposed mechanisms including the pooled fund mechanism 

and the Global Health R&D Observatory. 

(4) Support Member States and promote partnership and 

coordination to enhance financial and human resources for R&D 

to maximize synergies at country, regional and global levels. 

(5) Support Member States for mapping R&D product development 

and R&D capacities. 

(6) Support an R&D Treaty under Article 19 of the WHO 

Constitution as suggested by CEWG through technical and 

financial support.  

(7) Support adoption of a resolution at the Sixty-fifth session of the 

Regional Committee at Yogyakarta, Indonesia to take forwards 

the aspirations of the Member States on CEWG. 
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Annex 1 

Concept Note 

I.  Introduction 

(1) The consultative expert working group on research and 

development: financing and coordination (CEWG) submitted its 

report to the World Health Assembly (WHA) in May 2012. 

(2) The CEWG was established by World Health Assembly 

resolution WHA63.28 to take forward and deepen the analysis 

of the work of the earlier expert working group (EWG).  

(3) The events leading to the formation of the CEWG are related to 

the independent Commission on Intellectual Property Rights, 

Innovation and Public Health (CIPIH), set up in pursuance to 

World Health Assembly resolution WHA56.27. The CIPIH report 

made important observations on the status of innovation, IPR 

and the pharmaceutical industry. In 2006, based on the 

recommendations of the CIPIH, World Health Assembly 

resolution WHA59.24 established … “an intergovernmental 

working group (IGWG) … to draw up a global strategy and plan 

of action (GSPA)”. The GSPA, as per resolution WHA 61.21 

identified several deliverables on public health, innovation and 

intellectual property (IP) to promote innovation, transfer of 

technology and access to medicines for public health. The GSPA 

outlined 108 specific actions across 25 sub-elements and eight 

elements.  

II. Process at CEWG 

(4) A 21-member CEWG was established under GSPA element 

seven, with three experts from the SEA Region, who made an 

assessment of the proposals contained in the EWG report and 

additional proposals submitted to them. These were 

consolidated into 15 grouped proposals. The CEWG assessed 

each of these based on criteria summarized under the headings 
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of public health impact, technical, financial and implementation 

feasibility. Consultations were held in five WHO Regions. In the 

SEA Region, these consultations took place on 7 October 2011 

in New Delhi. The CEWG further grouped these proposals into 

three sets: those meeting the criteria less well, those not 

principally contributing to improved financing or coordination of 

research and development (R&D) and those that best met the 

criteria to stimulate R&D needed by developing countries for 

health-care products for Type I, II and III diseases
5

.  

III. Recommendations of CEWG 

(5) The proposals that CEWG felt best met the criteria are: global 

framework on research and development; open approaches to 

research and development and innovation; pooled funds; direct 

grants to companies; milestone prizes and end prizes and patent 

pools. While it would be possible to pursue each of these 

proposals individually, the CEWG sees them as part of a wider 

package of measures that will promote R&D in ways that can 

also help address access issues. Delinking of the cost of R&D 

should be a fundamental principle underpinning open 

approaches to research and development and innovation.  

(6) The CEWG recommended a coordination function under the 

auspices of WHO that would include: (1) a global health R&D 

observatory. This would need to collect and analyse data, 

including in the areas of financial flows to R&D and the R&D 

pipeline. (2) advisory mechanisms: a network of research 

institutions and funders that may include specialized sections 

according to the subject of research (e.g. type of disease), based 

                                                           
5
 Type I diseases are incident in both rich and poor countries, examples of communicable diseases include 

measles, hepatitis B, and Haemophilus influenza Type b, and examples of noncommunicable diseases abound 

(e.g. diabetes, cardiovascular diseases and tobacco-related illnesses). Many vaccines for Type I diseases have 

been developed in the past 20 years but have not been widely introduced into the poor countries because of 

cost. Type II diseases are incident in both rich and poor countries, but with a substantial proportion of the cases 

in the poor countries. HIV/AIDS and tuberculosis are examples: both diseases are present in both rich and poor 

countries, but more than 90 % of cases are in the poor countries. Type III diseases are those that are 

overwhelmingly or exclusively incident in the developing countries, such as African sleeping sickness 

(trypanosomiasis) and African river blindness (onchocerciasis). Such diseases receive extremely little R&D, and 

essentially no commercially-based R&D in the rich countries. When new technologies are developed, they are 

usually serendipitous, as when a veterinary medicine developed by Merck (ivermectin) proved to be effective in 

control of onchocerciasis in humans. Type II diseases are often termed neglected diseases and Type III diseases 

very neglected diseases (CIPIH p. 13). 
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on an electronic platform supported by WHO. This may provide 

inputs to an advisory committee that could be based on the 

current Advisory Committee on Health Research mechanism.  

(7) To strengthen R&D capacity in, and technology transfer to 

developing countries, the CEWG stressed the need for: 

 Capacity building and technology transfer to developing 

countries. 

 Promotion of partnerships and collaboration based on joint 

agendas and priority setting related to developing country 

health needs and national plans for essential health research. 

 Development and retention of human resources and 

expertise. 

 Institutional and infrastructure development. 

 Sustainable medium/long-term collaborations. 

(8) The CEWG suggested a framework for negotiation of an R&D 

convention with the objectives of inter alia: 

 Promoting R&D for new health technologies for developing 

countries and secure access through delinking R&D costs 

and the prices of the products. 

 Securing sustainable funding for R&D priorities in developing 

countries.  

 Improving coordination of public and private R&D, 

enhancing the innovative capacity in developing countries 

and technology transfer to these countries.  

(9) A necessary condition for implementing these approaches will 

be a sustainable source of funding. For this, CEWG suggested 

that: 

(a) All countries should aim to achieve specified levels of public 

funding on health R&D relevant to the needs of developing 

countries. 

(b) All countries should commit to spend at least 0.01% of GDP 

on government-funded R&D devoted to meeting the health 

needs of developing countries. 
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(c) In addition, countries should consider these targets: 

developing countries with a potential research capacity 

should aim to commit 0.05%−0.1% of GDP to government-

funded health research of all kinds and developed countries 

should aim to commit 0.15%−0.2% of GDP to government 

funded health research of all kinds. 

(d) Countries could fulfill their financial commitment through 

contributions to a financing mechanism established under 

the R&D convention, in combination with domestic 

spending on R&D undertaken to attain the convention’s 

objectives, or through development assistance where 

applicable. 

(e) A financing mechanism should be established based on 

contributions by governments. The convention may 

determine a level of contribution, taking account of 

countries’ own investments in relevant R&D, either 

domestically or in other countries. The CEWG suggested a 

contribution of 20%-50% of total funding obligation to a 

pooled funding mechanism. 

IV. Process suggested by CEWG at Sixty-fifth World 

Health Assembly 

(10) The CEWG suggests that the World Health Assembly should 

consider, first, to draft and negotiate the proposed R&D 

agreement following from the report by establishing a working 

group or technical committee composed of two members from 

each WHO Region to undertake preparatory work on the 

elements of a draft agreement, soliciting inputs as necessary from 

other Member States, relevant intergovernmental organizations, 

funders, researchers, the private sector, civil society and 

academics as necessary. Alternatively, as was done with the 

FCTC, an open-ended intergovernmental working group could 

be established with appropriate technical support. The World 

Health Assembly should also provide for the establishment of an 

intergovernmental negotiating body open to all Member States 

to be established under Rule 40 of the World Health Assembly’s 

rules and procedures. 
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V. WHA65.22: “Follow up of the report of the 

Consultative Expert Working Group (CEWG) on 

Research and Development: Financing and 

Coordination: Main operative paragraph and 

implications on the collaborative activities with 

Member States 

(11) The CEWG report was discussed in May 2012 and through 

WHA65.22 Member States (MS) decided the following:  

 MS should hold national-level consultations for concrete 

proposals and actions under the CEWG report. 

 Regional Committees should discuss the CEWG report at 

their 2012 meetings. 

 The WHO Director-General should hold an open-ended 

meeting of MS to thoroughly analyse the report and the 

feasibility of the recommendations proposed by the CEWG 

and take into account related studies as well as the results 

from national consultations and regional committee 

discussions, and develop proposals or options relating to: 

(1) research coordination; (2) financing; and (3) monitoring 

of R&D expenditures. 

 The DG should present proposals and options on the CEWG 

report at the Sixty-sixth World Health Assembly. 

(12) The actions that are needed to be completed in the Region 

are (1) Member States should national consultations on CEWG 

report with relevant stakeholders. (2) WHO-SEARO convenes a 

CEWG Report Regional Technical Consultation to formulate 

some concrete proposals and actions as per requests from MS 

(3) the Sixty-fifth session of the Regional Committee should 

discuss the CEWG report and come up with regional priorities in 

Yogyakarta, Indonesia.  
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Annex 2 

Message from Dr Samlee Plianbangchang,  

Regional Director, WHO South-East Asia Region 

[Read by Dr Maureen E. Birmingham,  

WHO Representative to Thailand] 

Ladies and Gentlemen,  

I have great pleasure in conveying the greetings of Dr Samlee 

Plianbangchang, Regional Director, WHO South-East Asia Region, and 

welcoming you on his behalf to this regional technical consultation. 

Dr Samlee Plianbangchang is unable to be here today. I have the 

honour to read out his message. 

quote 

I warmly welcome you all to this regional technical consultation in 

Bangkok and thank the Royal Thai Government and the Ministry of Public 

Health for hosting the consultation at a short notice. I am happy to note 

that with the exception of DPR Korea, representatives from all Member 

States in our Region are attending this consultation. We hope to be joined 

in the technical discussions by WHO Assistant Director-General, Dr Marie-

Paule Kieny and Dr Zafar Mirza, Coordinator from WHO headquarters.  

At this consultation, we will discuss and develop a possible regional 

position on the CEWG report. This is a high point of a process that began 

almost two decades ago when it was recognized that various international 

trade agreements have brought to the fore new challenges in the 

management of public health. In the case of developing countries, the 

market failure which intellectual property rights try to correct is 

compounded by a lack of reliable demand for the products generated by 

research and development. In 2003, WHO Member States set up a 

Commission on Intellectual Property Rights, Innovation and Public Health 

(CIPIH) to examine these issues and the Commission presented its report in 
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2006. This report was followed by an Inter-Governmental Working Group 

leading to the adoption of the Global Strategy and Plan of Action on Public 

Health, Innovation and Intellectual Property (GSPA-PHI) in 2008.  

The CEWG was set up under element seven of the Global Strategy, 

that is, ensuring sustainable financing mechanisms. The CEWG reviewed 

the work of the Expert Working Group on Research and Development: 

Financing and Coordination, which had earlier reported to the World 

Health Assembly. To set up the CEWG Member States nominated experts 

through a consultative process in Regional Committee meetings in 2010. 

Out of a total of 77 nominations, the WHO Director-General proposed a 

composition of 21 experts keeping in view the regional balance, diversity of 

expertise and gender balance.  

From this Region, we had three members in the CEWG, 

Mr L.C. Goyal from India; Dr Laksono Trisnantoro from Indonesia; and 

Dr Pichet Durongkaveroj, from Thailand. We are happy that Dr Laksono 

Trisnantoro and Dr Pichet Durongkaveroj are present today and we hope 

to benefit from their experience. We are also fortunate that it was a 

Member State from our Region, Thailand, that was Chair of the drafting 

group that was constituted to come up with a common text as there were 

four resolutions tabled in May 2012. We hope to have the benefit of 

Dr Viroj’s insight into the negotiation process and the likely challenges 

ahead on the CEWG deliberations.  

It may be noted that this is the third consultation being organized by 

SEARO related to this subject. Regional consultations were held in the 

Regional Office in New Delhi on 7 October 2011 to provide inputs to the 

work of CEWG. Additionally, the Global Strategy, GSPA-PHI was discussed 

and regional and national plans developed during a Regional Consultation 

on 5 and 6 April 2011 also held in SEARO. 

At the World Heath Assembly in May 2012, Member States 

welcomed the analysis of the report and through World Health Assembly 

resolution WHA65.22 made a number of recommendations. It was decided 

that national governments must take a lead in national, regional and global 

consultations for developing financing and coordinating mechanisms for 

promoting research and development for diseases of public health 

importance. In doing so, Member States may allow for flexibilities in 
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developing a regional position so that the CEWG recommendations may be 

taken forward in the best interest of the Member States of the South-East 

Asia Region. It was also desired that Member States should implement, 

where feasible, proposals and actions identified by national consultations 

and establish and/or strengthen mechanisms for improved coordination of 

research and development including increase in investments in health R&D 

in collaboration with WHO and other relevant partners that include the 

private sector, academic institutions and nongovernmental organizations. 

For this purpose, the CEWG clearly stated that: 

 Firstly, Member States must hold national level consultations for 

concrete proposals and actions under the CEWG report. 

I understand that many of you have held national consultations 

in your countries on this report.  

 Secondly, the Regional Committees should discuss the CEWG 

report at their 2012 meetings, and for which this item has been 

included in the agenda of our Regional Committee meeting in 

Yogyakarta next month.  

 Finally, WHA65.22 mandates that the WHO Director-General 

should hold an open-ended meeting of Member States to 

thoroughly analyse the report and the feasibility of the 

recommendations proposed by the CEWG and take into 

account related studies as well as the results from national 

consultations and Regional Committee discussions, and develop 

proposals or options relating to (1) research coordination, 

(2) financing and (3) monitoring of R&D expenditures, and 

present proposals and options on the CEWG report at the Sixty-

sixth World Health Assembly in 2013. 

We are holding this consultation at the request of our Member States 

who have been actively involved since the beginning of the discussions 

leading to the Global Strategy and Plan of Action on Public Health, 

Innovation and Intellectual Property. This reflects the importance of the 

issue to this Region as well as our desire to contribute to global health. This 

Consultation will provide an opportunity to receive feedback on the 

national consultations and develop a regional perspective for CEWG for 

consideration of the Regional Committee. This would enable Member 

States of our Region to take an informed decision on this report at the 

Regional Committee in Yogyakarta in September 2012 prior to the open-
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ended meeting of all Member States proposed in November 2012. We also 

hope this consultative process would demystify the CEWG report and 

enable our Region to move forward in a concerted manner in further 

deliberations for ensuring sustainable financing mechanisms for research 

and development to meet our specific needs.  

I wish you all the best for a very productive consultation and for a 

pleasant stay in Bangkok.  

Unquote 

In conclusion, I shall, of course, apprise the Regional Director of your 

deliberations and the outcome which, I am sure, will be most fruitful. I also 

wish you a successful consultation and a pleasant stay in Bangkok. 
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Annex 3 

Agenda 

 

1. Opening session: 

a. Welcome  

b. Inauguration 

2. Overview of Global Strategy and Plan of Action on Public Health, 

Innovation and Intellectual Property and Consultative Expert 

Working Group (CEWG) 

3. Taking forward CEWG recommendations: WHO/HQ  

4. Research and Development: Financing and Coordination- next 

steps for the South-East Asia Region  

5. Criteria and Methodology for Research and Development: 

Financing and Coordination relevant to South-East Asia Region  

6. Proposals considered by the CEWG 

7. Recommendations from National Consultations  

8. Developing a regional perspective on R&D Financing and 

Coordination proposals for South-East Asia 

9. Conclusions and Recommendations 
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Annex 4 

List of participants 
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Professor of Dhaka University 
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Mr Sanjay Prasad 

Director (International  
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Scientist G & Coordinator 

Department of Health Research 

Indian Council of Medical Research 

New Delhi 
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Center of Humanities 

Health Policy and Community Empowerment 

National Institute for Health Research and  

Development 

Ministry of Health 
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 Relevance of Research, Science and 

 Technology 

Ministry of Research and Technology 

Jakarta 

Dr Trihono 

Head 

National Institute of Health Research 

 and Development 

Jakarta 

Dr Laksono Trisnantoro 

Director 

Post-Graduate Programme in Health   

 Policy and Management 

Gadjah Mada University 

Yogyakarta 

Maldives 

Ms Aishath Samiya 

Director 

Ministry of Health 

Malé 

Ms Aminath Nashia 

Director 

Ministry of Finance and Treasury 
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Mr Mohamed Latheef 

Permanent Secretary 
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Myanmar 

Dr Win Maung 

Director (Disease Control) 

Department of Health 

Ministry of Health 

Naypyitaw 

Ms Ni Ni Swe 

Director 

Budget Department 

Ministry of Finance and Revenue 

Naypyitaw 

Dr Mar Too Nyi Pu 

Professor 

Technological University (Kyauskse) 

Ministry of Science and Technology 

Naypyitaw 
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Senior Pharmacist 

Department of Drug Administration 

Ministry of Health and Population 
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Under Secretary 

Ministry of Science and Technology 

Kathmandu 

Mr Sishir Kumar Dhungana 

Joint Secretary 

Ministry of Finance 
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Sri Lanka 

Dr A. K. S. B. de Alwis 

Deputy Director General  

(Education, Training and Research) 

Ministry of Health 

Colombo  

Dr (Mrs) R.S. Wilson Wijeratnam 

Additional Director (R&D) 

Industrial Technology Institute  
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Thailand 

Dr Pathom Sawanpanyalert 

Deputy Director General 

Department of Medical Sciences 

Ministry of Public Health 

Nonthaburi 

Mr Somchai Tiamboonprasert 

Science and Technology Counselor 

Office of the Permanent Secretary 

Ministry of Science and Technology 

Bangkok 
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Trade Officer, Expert Level 

Department of Trade Negotiations  

Ministry of Commerce 

Nonthaburi 

Dr Suwit Wibulpolprasert 

Senior Adviser on Disease Control 

Office of the Permanent Secretary 

Ministry of Public Health 

Nonthaburi 

Dr Pichet Durongkaveroj 

Secretary-General 

National Science Technology and  

 Innovation Policy Office 

Ministry of Science and Technology 

Bangkok 

Miss Sumalee Satitchaichareon 

Director 

Income and Consumption Tax Policy  

  Division 

Fiscal Policy Office 

Ministry of Finance 
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Director 

Research and Development Institute 

Government Pharmaceutical Organization 
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Timor-Leste 
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Head of Policy  

Ministry of Health 
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