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ELEVENTH MEETING 

Friday, 29 January 2016, at 09:00 

Chairman: Ms M.P. MATSOSO (South Africa) 

HEALTH SYSTEMS: Item 10 of the Agenda (continued) 

Comprehensive evaluation of the global strategy and plan of action on public health, innovation 

and intellectual property: progress update: Item 10.2 of the Agenda (Documents EB138/38 and 

EB138/38 Add.1) 

The representative of the CONGO, speaking on behalf of the Member States of the African 

Region, expressed concern that insufficient progress had been achieved since the previous discussion 

of the global strategy and plan of action on public health, innovation and intellectual property. The 

criteria established by the ad hoc evaluation management group remained abstract. It was time for 

WHO to ensure concrete progress in combating epidemics, strengthening vaccination programmes, 

and reducing treatment costs, among other challenges. Focus should be increased on sharing 

experience and technology and on promoting access to quality generic products at affordable prices. 

To that end, Member States should discuss waiving the necessary licenses and patents to enable the 

pharmaceutical sector, and African industry in particular, to make generic products available. In that 

light, he called on Member States and WHO to expedite the consolidation of the plan of action. 

The representative of BRAZIL believed that Member States would benefit from reviewing the 

evaluation inception report in its entirety. He agreed with the ad hoc evaluation management group 

that the evaluation should consider the impact of and barriers to the implementation of the global 

strategy and plan of action. 

The representative of EGYPT, speaking on behalf of the Member States of the Eastern 

Mediterranean Region, said that the evaluation’s findings would assist in setting benchmarks for 

meeting Sustainable Development Goal 3. He requested additional information on the composition of 

the ad hoc evaluation management group, the process for the selection of its members, and the bidding 

process for the selection of the independent evaluator. He encouraged countries to be proactive and 

minimize financial constraints by holding virtual consultations. He requested more consistent and 

committed support from WHO in the Region, especially from headquarters, to ensure that progress 

was made. 

The representative of the DOMINICAN REPUBLIC said that the heavy disease burden and 

epidemiological transition in developing countries, together with the elevated cost of research and 

development on noncommunicable diseases, prevented those countries from accessing priority 

medicines and it was important to identify alternative mechanisms. Ethically, it was important to find 

a point of convergence between the returns sought by pharmaceutical companies and national needs. It 

was one of the core functions of WHO to oversee such discussions. 
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The representative of COLOMBIA
1
 expressed concern regarding the fragmentation of some 

elements of the evaluation. She proposed creating a common framework for the development of an 

effective resource mobilization policy in order to facilitate access to innovation and research on 

priority diseases, and subsequently medicines, and to support the establishment of national policies. 

The representative of INDIA
1
 emphasized the importance of Member States’ engagement in the 

review process and recalled that the global strategy and plan of action covered the research and 

development needs of developing countries in relation to all diseases, not just those that 

disproportionately affected those countries. He agreed that the evaluation should consider the impact 

of and barriers to implementation of the global strategy and plan of action. He requested further 

information regarding the selection process of the 24 countries in which case studies would be carried 

out and requested that the evaluation inception report be presented at the earliest opportunity, 

disclosing the names and details of the selected evaluation team for the sake of transparency. 

The representative of the MEDICINES PATENT POOL FOUNDATION, speaking at the 

invitation of the CHAIRMAN, said that her organization was a concrete example of the successful 

implementation of the global strategy and plan of action, promoting transfer and access to key health-

related technologies. Welcoming the comprehensive evaluation, she acknowledged the many 

challenges still remaining, particularly concerning multidrug-resistant tuberculosis, which required 

greater global research and development efforts. More industry partnerships should be encouraged 

during the early stages of the research and development process, providing sufficient incentives to 

move drugs from pre-clinical to clinical development. Any new framework for research and 

development on tuberculosis should consider the needs of patients in high prevalence areas, and 

include patent pooling and innovation incentives. 

The representative of MEDICUS MUNDI INTERNATIONAL, speaking at the invitation of the 

CHAIRMAN, regretted that the identity of the independent external evaluator had not been disclosed. 

Member States should work towards a WHO free from conflicts of interest, nominating a truly 

independent evaluator. A broader evaluation and overall programme review was required, as some 

relevant activities had not been carried out due to underfunding. Furthermore, the methodology and 

terms of reference used remained vague and he requested further clarification in that regard, ensuring 

that the mandate of the review had been met. Finally, he urged Member States to abstain from 

enacting TRIPS-plus provisions that would obstruct the effective implementation of the global strategy 

and plan of action. 

The REPRESENTATIVE OF THE DIRECTOR-GENERAL (Evaluation and Organizational 

Learning) explained that the WHO Evaluation Office had worked with regional offices to select 

members for the ad hoc evaluation management group, ensuring geographical representation and 

gender balance, in addition to two senior evaluators from the United Nations Evaluation Group. 

Emphasizing the importance of independence and credibility, the bidding process for the external 

independent evaluator had been very thorough, and had been circulated as widely as possible. Bidders 

had been given a month to reply and, when received, all bids had been evaluated using a 

comprehensive two-part standard template considering technical and financial aspects. On the basis of 

those templates, the ad hoc evaluation management group and WHO Evaluation Office had agreed on 

a successful bid, which had then been considered by the Contract Review Committee. The templates 

used could not be shared publicly but Member States could request to see them at any time. The group 

had unanimously selected a Canadian company with extensive experience of international 

                                                      

1 Participating by virtue of Rule 3 of the Rules of Procedure of the Executive Board. 
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organizations. While recognizing the importance of transparency and engagement, he recalled that, 

among other stakeholders, Member States were themselves subject to evaluation and the Office had to 

ensure that it remained as independent as possible. It would, however, hold regular briefing sessions 

and provide updates on progress, starting with a presentation of the evaluation inception report to 

Member States in February 2016. Stakeholders would be able to provide input through an online 

survey that would be sent to all Member States. Furthermore, the 24 country case studies, a web-based 

survey, and a number of focus groups, would allow the public, academia, nongovernmental and civil 

society organizations, and the private sector to provide input. The 24 countries chosen for case studies 

would be selected at random to represent the six WHO regions and the four World Bank income 

groups, and the list of those selected would be provided during the Member State briefing. 

The representative of the DOMINICAN REPUBLIC expressed concern at the slow progress 

and discriminatory nature of the evaluation process, given that its basic objective was to ensure access 

to technology for developing countries. He perceived a lack of interest from developed countries, 

which stood in stark contrast with the extensive debates concerning infectious diseases. He observed 

that, in relative terms, mortality and morbidity due to infectious diseases was only a fraction of the toll 

of noncommunicable diseases, and medications to treat the latter were frequently unaffordable for 

developing countries. There had to be more decisive and rapid results. 

The representative of the UNITED KINGDOM OF GREAT BRITAIN AND NORTHERN 

IRELAND explained that her decision not to intervene on the current agenda item should not be taken 

as indifference. She had understood that the discussion pertained to the proposals contained in the 

report, with which she agreed, and not to the global strategy and plan of action itself. 

The Board noted the report.  

Follow-up to the report of the Consultative Expert Working Group on Research and 

Development: Financing and Coordination ‒ Planning for an open-ended meeting of Member 

States to discuss progress: Item 10.3 of the Agenda (Document EB138/39) 

The representative of BRAZIL welcomed the fact that the Global Observatory on Health 

Research and Development would soon be operational, as it would be a useful mechanism for 

coordinating and sharing information on research initiatives and avoiding duplication of work. He 

asked the Secretariat to furnish further details on: the contributions required for the two demonstration 

projects that still awaited funding; the expected results, participants and objectives of the open-ended 

meeting of Member States in March 2016; the coordination and linkages between the initiatives of the 

Consultative Expert Working Group: Financing and Coordination and the United Nations High-Level 

Panel on Access to Medicines to be held in March 2016; the research and development blueprint for 

public health emergencies; and technological innovation related to antimicrobial resistance. He 

proposed that Mr Sharma, Health Secretary of India, should chair the open-ended meeting. 

The representative of KUWAIT, speaking on behalf of the Member States of the Eastern 

Mediterranean Region, emphasized the need to incorporate into national, regional and global research 

agendas the subject of diseases affecting vulnerable communities. Discussions during the current 

session of the Executive Board had repeatedly highlighted the importance of research and 

development, not least with regard to the Ebola virus disease and antimicrobial resistance. As progress 

thus far had been slower than anticipated, she hoped that the open-ended meeting of Member States 

would prompt research and development to be incorporated into all relevant programmes more 

quickly. 
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The representative of LIBERIA, speaking on behalf of the Member States of the African 

Region, welcomed the phased establishment of the Global Observatory which would enable WHO to 

map available resources in individual countries. Recalling the Algiers Declaration, which 

recommended a contribution of two per cent of national budgets to research and development, she 

encouraged Member States to make up for the funding shortfall, and noted that two of the six 

demonstration projects outlined in the document were awaiting the payment of pledges. She 

recommended focusing discussions at the open-ended meeting on the pooled fund and on progress 

made with regard to resolution WHA66.22 (2013). Non-State actors ought to be invited, but closed 

meetings also be held where appropriate. She proposed that the open-ended meeting discuss a 

publicly-accessible database of research findings; capacity building for Member States in research and 

development; standards for biological research and development; and the ethical sharing, handling and 

storage of biological specimens, including during outbreaks. 

The representative of THAILAND, speaking on behalf of the Member States of the South-East 

Asia Region, said that the work of the Consultative Expert Working Group should be expanded given 

the inclusion of research and development under Sustainable Development Goal 3. He requested 

Member States to provide further financial and technical support for the underfunded demonstration 

projects. For the open-ended meeting, he suggested concentrating on the items listed in paragraph 4 of 

resolution WHA66.22 primarily considering the action taken by the WHO Secretariat; the proposed 

time frame; comments by Member States; and the way forward. 

The representative of NEPAL welcomed the establishment of the Global Observatory and the 

six demonstration projects, which would hopefully serve to improve diagnosis, treatment and care in 

developing countries. It was, however, regrettable that the programme remained significantly 

underfunded for 2014–2017. He encouraged Member States to commit further resources, and urged 

WHO to explore alternative sources of funding from bodies such as the GAVI Alliance and the Global 

Fund to Fight AIDS, Tuberculosis and Malaria. He endorsed the proposal by the representative of 

Brazil to elect Mr Sharma as the chairman of the open-ended meeting. 

The representative of the REPUBLIC OF KOREA expressed appreciation for WHO’s 

leadership in building the research and development capacities of Member States, in particular, by 

expanding open-ended meetings. Nevertheless, it was unfortunate that the majority of open-ended 

meetings were held at WHO headquarters in Geneva, as geographical distance or time difference often 

prevented attendance or webcast viewing. In order that the voices of more Member States be heard, 

she encouraged a regional rotation of the venue of open-ended meetings. She requested regular 

updates on the work of the Global Observatory. 

The representative of the UNITED STATES OF AMERICA applauded the work on the 

demonstration projects and the Global Observatory and remained committed to practical and 

measurable approaches to meet the needs for research and development into diseases 

disproportionately affecting developing countries. He appreciated the contributions to the pooled fund, 

even though the significant shortfall for the demonstration projects was disappointing. The 

Consultative Expert Working Group had requested funding in proportion to a country’s gross domestic 

product and his country had maintained its spending on that basis. Had other countries done the same, 

middle-income countries alone would have raised US$ 4 billion over the previous two years. The 

Secretariat should explore alternative voluntary funding possibilities, outline strategies to optimize 

prospects of adequate and sustainable financial support and place the topic on the agenda for the open-

ended meeting. It was important to consider concepts like innovative public–private projects, which 

could contribute to financing goals in ways that promoted the delinkage of price with intellectual 

property in low-income countries. Additionally, WHO should examine practical impediments to 
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bringing funding to an adequate scale, including using public ventures to remove the risk of research 

and development projects for entrepreneurs. 

The representative of INDIA
1
 said that his country had shown its commitment to the 

Consultative Expert Working Group process through a US$ 1 million contribution to the 

demonstration projects. The need for research and development had been accentuated by the Ebola 

virus disease outbreak in West Africa, the emergence of antimicrobial resistance, difficulties in 

accessing new medicines and the adoption of Sustainable Development Goal 3. A focused discussion 

was needed on how to improve the coordination of research and development initiatives, ensuring 

policy coherence and integrating the central Consultative Expert Working Group principles into their 

design and implementation. The mandate of the Consultative Expert Working Group merited greater 

attention from Member States as it covered all communicable and noncommunicable diseases, 

including neglected tropical diseases, and focused on access and affordability and new medicines, 

diagnostics and vaccines. However, the Group should expand its agenda to include the elaboration of a 

research and development agreement on essential health research, and the establishment of a 

sustainable financing mechanism. Relevant non-State actors should be allowed to participate in 

discussions of the open-ended meeting. He thanked Member States for proposing Mr Sharma as 

chairman of that meeting. 

The representative of COLOMBIA,
1
 noting the Secretariat’s successful efforts to draw up 

alternatives to established incentives on the protection of intellectual property and innovative 

medicines for neglected diseases, said there should be greater coherence between research and 

development initiatives. One of the greatest challenges to the sustainability of health systems was 

guaranteeing access to many new medicines, owing to high prices. Those medicines could become 

more affordable, thereby improving the efficiency of health services, if they were subject to 

competition and if final prices could be delinked from research and development costs. He supported 

the recommendation of the Consultative Expert Working Group on a pooled fund to promote 

innovation concerning type I, II and III diseases, which would be a step towards a global coordination 

framework. In that respect, the work of the Drugs for Neglected Diseases initiative would contribute 

significantly to the global action plan on antimicrobial resistance. 

The representative of SWITZERLAND
1
 called for the discussion of three issues in particular at 

the open-ended meeting: the scope of a potential coordination mechanism and pooled voluntary fund, 

taking into account the studies commissioned by the Special Programme for Research and Training in 

Tropical Diseases concerning the possible shape that the new financing mechanism could take; 

elements of the two most recent research and development-related workstreams on infectious diseases 

with pandemic potential and antimicrobial resistance relevant to the agenda of the Consultative Expert 

Working Group, making sure that all major gaps in research and development were covered by those 

different workstreams in a coordinated manner and that synergies between them were created where 

appropriate; and the role of the Global Observatory as the lynchpin for priority setting in research and 

development. She endorsed the proposed election of Mr Sharma as chairman of the open-ended 

meeting.  

The representative of the MEDICINES FOR MALARIA VENTURE, speaking at the invitation 

of the CHAIRMAN, suggested that the work of the Consultative Expert Working Group should be 

aligned with other global frameworks for the research and development of new tools against poverty-

related and neglected diseases. The open-ended meeting would provide an opportunity to promote 

                                                      

1 Participating by virtue of Rule 3 of the Rules of Procedure of the Executive Board. 
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innovative collaboration in the public health sector, including through non-profit product development 

partnerships. Such partners tended to be committed to affordable health interventions and products 

which met the needs of vulnerable people in developing countries, and their participation in the 

Consultative Expert Working Group process facilitated progress review and contributed to discussions 

on the future monitoring, coordination and financing of health and development. 

The representative of the DRUGS FOR NEGLECTED DISEASES INITIATIVE, speaking at 

the invitation of the CHAIRMAN, said that after years of working individually with partners to 

develop affordable medicines, it was time to advance from individual collaboration to a sustainable 

system of innovation with a clear normative framework. The large number of research and 

development issues under discussion by the Executive Board demonstrated that proceeding without a 

single comprehensive framework could result in fragmentation and duplication of efforts. She urged 

Member States at the open-ended meeting to extend the Consultative Expert Working Group process 

to consider market failure, more ambitious financing goals and a global research and development 

agreement. 

The representative of the GLOBAL HEALTH COUNCIL, INC., speaking at the invitation of 

the CHAIRMAN, stressed the importance of product development partnerships with non-State actors 

in the research and development of innovative health products for low- and middle-income countries, 

as 58% of neglected disease products in research pipelines were being developed by product 

development partnerships or public–private partnerships. Given that contribution, she requested that 

civil society actors be allowed to participate in the open-ended meeting. 

The representative of MEDICUS MUNDI INTERNATIONAL, speaking at the invitation of the 

CHAIRMAN, welcomed the progress made on planning for the open-ended meeting, but requested 

that a discussion on a research and development agreement be added to the agenda and that civil 

society be invited to take part. She expressed concern over the fragmented implementation of the 

recommendations of the Consultative Expert Working Group. Sustainable funding was required for 

the Global Observatory and the demonstration projects, and the current funding gap had highlighted 

the need for a system of mandatory contributions. 

The representative of MSF INTERNATIONAL, speaking at the invitation of the CHAIRMAN, 

cautioned against the many fragmented proposals to address research and development gaps, and said 

that the open-ended meeting should serve to reconcile such efforts to and to evaluate other research 

and development blueprints and frameworks to ensure coherence. All research and development on 

essential health technologies should follow the principles of affordability, effectiveness, efficiency and 

equity. Additionally, the open-ended meeting should discuss any outstanding elements of the work of 

the Consultative Expert Working Group, including a research and development agreement. 

The ASSISTANT DIRECTOR-GENERAL (Health Systems and Innovation) said that health-

related research and development was making progress, albeit slowly, and commended Member 

States’ long-term commitment. The funding gap for the demonstration projects remained large, 

standing at US$ 75 million of the required US$ 85 million and she encouraged Member States to 

discuss additional financing mechanisms at the open-ended meeting. An updated agenda had been 

prepared for that meeting. It included an overall progress review of the strategic workplan, a 

presentation from the United Nations Secretary-General’s High-Level Panel on Access to Medicines, a 

presentation on initiatives relating to the work of the Consultative Expert Working Group, notably 

neglected tropical diseases, the research and development blueprint, antimicrobial resistance and the 

financing and coordination of research and development activities. Welcoming the proposal that 

Mr Sharma of India should act as Chairman of the open-ended meeting, she encouraged the 
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appointment of a Vice-Chairman to assist him. She noted the additional agenda items that had been 

proposed, and requested Member States to decide upon the participation of civil society actors. 

She agreed with the need for continued regional consultations on the work of the Consultative 

Expert Working Group. She acknowledged the need for improved coordination of research and 

development activities, noting the Drugs for Neglected Diseases initiative on antimicrobial resistance. 

Finally, welcoming the donation made by the Government of Switzerland to the Global Observatory, 

she said Member States should discuss the proposal to pool voluntary funds for all three research and 

development work streams. 

The representative of the UNITED STATES OF AMERICA warned that, while the suggested 

additions to the agenda were relevant, it was important not to overload the agenda of the open-ended 

meeting as that could prevent progress being made. 

The Board noted the report. 

Substandard/spurious/falsely-labelled/falsified/counterfeit medical products: Item 10.4 of the 

Agenda (Document EB138/40) 

The representative of the DEMOCRATIC REPUBLIC OF THE CONGO, speaking on behalf of 

the Member States of the African Group, said that ensuring access to quality medicines should be at 

the heart of any strategy to attain universal health coverage plan and, in turn, the Sustainable 

Development Goals. Substandard/spurious/falsely-labelled/falsified/counterfeit (SSFFC) medical 

products remained a significant threat to public health, particularly in developing countries. He 

welcomed national efforts to implement the Partnership Agreement between the members of the 

African, Caribbean and Pacific Group of States and the European Community and its Member States 

(Cotonou, 2000) and measures taken by the WHO Regional Office for Africa to counter SSFFC 

products. Furthermore, WHO should strengthen the capacity of that office to enable Member States to 

develop their own responses. WHO should help developing countries establish sustainable 

procurement systems with “track and trace” mechanisms for quality medicines; and support the 

creation of monitoring, testing and alert systems and facilities. Barriers to quality medicines had to be 

removed by developing partnerships to reduce the price of medical products; supporting local 

production of generic quality medicines; building national regulatory capacity; and supporting the 

implementation of the African Medicines Agency. 

The representative of CHINA emphasized the importance of international cooperation, 

collaboration among national regulatory authorities and early detection and control in combating 

SSFFC medical products. He commended efforts to write guidelines and frameworks, and supported 

the development of national legislation. His country would continue to collaborate with other Member 

States in that regard. 

The representative of ALBANIA welcomed the establishment of the informal working group to 

assess existing “track and trace” technologies, methodologies and models. He highlighted efforts to 

develop and leverage existing recommendations for effective risk communication and 

recommendations for awareness campaigns on SSFFC medical products and related actions and 

behaviours. Recognizing that national regulatory authorities had an important role in the WHO 

Member State mechanism on substandard/spurious/falsely-labelled/falsified/counterfeit medical 

products, he commended the guidance and technical assistance provided by WHO on SSFFC medical 

products and requested that additional seminars be held on conducting a risk-based assessment of the 

supply chain and compliance with distribution deadlines. 
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The representative of THAILAND said that measures to combat SSFFC products should focus 

on public health protection, and not on trade or intellectual property issues. While the assessment of 

existing “track and trace” technologies submitted in Appendix 2 to document EB132/40 by the 

representative of Argentina was useful, it had revealed a vast number of options for “track and trace” 

systems, which should be narrowed down based on effectiveness, practicality and advantages and 

disadvantages. 

The representative of BRAZIL supported the activities that had been led by representatives of 

Argentina and the United Kingdom of Great Britain and Northern Ireland, as outlined in the report. He 

welcomed the call for greater transparency, information and clarification on WHO’s observer role in 

the global steering committee for quality assurance and health products. He endorsed the efforts made 

to define SSFFC medical products and supported the proposal to consider the link between 

accessibility and affordability and their impact on the emergence of SSFFC medical products. 

The representative of the DOMINICAN REPUBLIC said that the distribution of SSFFC 

medical products not only had a negative impact on public health but was also a criminal act that 

should be punished by law. In line with the recommendations of WHO, steps had been taken at the 

national level to reduce access to SSFFC medical products at all stages of the production and 

distribution process. Given the success of “track and trace” systems, his country planned to develop a 

national system to improve monitoring capacity. 

The representative of the REPUBLIC OF KOREA said that trade liberalization meant no 

country could be free of SSFFC medical products; thus efforts were needed at the global, national and 

regional levels within a global coordination mechanism. Clear definitions, control measures and 

defined levels of regulation were required. Welcoming the policy experience shared with her country 

by the Government of Turkey on introducing a “track and trace” system, she said sharing experiences 

and best practices with regard to the structures used in the eradication of SSFFC products was an 

important step forward. 

The representative of CANADA said the Member State mechanism offered excellent tools for 

combating SSFFC medical products and looked forward to the study on public health and 

socioeconomic impacts. 

The representative of NEW ZEALAND welcomed the proposal to establish a Global Focal 

Point Network for SSFFC medical products. New Zealand believed that the “track and trace” initiative 

identified a common problem but did not provide any clear solutions that could be implemented 

globally, owing to the specific regulatory requirements in place in some countries. For a “track and 

trace” system to be effective, it must operate across all stages of the manufacturing and distribution 

process in all countries for all products. It was worth considering whether it was better to build on 

existing initiatives and, thus, achieve healthcare outcomes more quickly, or to invest time in seeking a 

new solution. Noting slow progress made, he encouraged Member States to offer greater support. 

The representative of SURINAME said that WHO should consider stepping up implementation 

of some of the activities of the Member State mechanism on SSFFC medical products. Moreover, 

sufficient national budgetary allocations were required and support should be given to countries with 

limited regulatory capacity. 

The representative of ARGENTINA called on Member States to ensure that the Member State 

mechanism had sufficient funding to carry out its important work. Although progress had been made 

in a number of areas, the complexity of the issue meant that significant work remained to be done. 
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The representative of INDIA
1
 said that the recent establishment of the Global Focal Point 

Network would facilitate the timely exchange of information between national medical regulatory 

authorities. The finalized document on existing “track and trace” technologies was a useful tool that 

would assist countries in choosing the most appropriate technology for their context. He welcomed the 

decision to establish a working group on definitions and expressed disappointment that the proposed 

activities relating to the actions, activities and behaviours resulting in SSFFC medical products had not 

been finalized. The issue of transit was of particular relevance given recent trends to include 

provisions on in-transit scrutiny, which risked conflating trademark infringements with substandard 

and spurious medicines and placed barriers to access to legitimate generic medicines. It was essential 

to strengthen regulatory capacities and take steps to improve access to affordable and quality 

medicines. As such, he welcomed the proposed study of the links between the prevalence of SSFFC 

products and the lack of access to affordable medicines. 

The representative of BELGIUM
1
 said that a quarter of his country’s health-related Official 

Development Assistance was used to purchase medicines, preferably on local markets. 

Acknowledging the ethical responsibility to ensure that those funds were not used to buy low-quality 

medicines and vaccines, he recognized that most national health systems were unable to certify the 

quality of many essential medicines. One way to address the issue would be to expand the mandate of 

the WHO Prequalification Programme. However, such an expansion would incur significant cost, 

which should not necessarily be borne by Member States. He asked WHO to consider all potential 

solutions. 

The representative of the ISLAMIC REPUBLIC OF IRAN,
1
 speaking on behalf of the Member 

States of the Eastern Mediterranean Region, expressed concern that the workplan of the Member State 

mechanism remained underfunded, even for the period 2014–2015. He supported the planned study on 

the economic impact of SSFFC medical products on public health and the establishment of the Global 

Focal Point Network. He welcomed the creation of a working group on effective risk communication 

and awareness-raising campaigns and a working group on definitions. He called on the Secretariat to 

provide technical support to Member States on investigating suspected SSFFC products and to provide 

guidance on reporting for Member States with free-trade zone facilities. 

The representative of INDONESIA
1
 expressed support for the work to refine the working 

definitions of SSFFC medical products. The eradication of such products required a multistakeholder 

approach, as there was a risk of such products in every stage of the supply chain. It was also important 

to raise public awareness of the issue. Given the limited budget available for the work of the Member 

State mechanism, all activities should be clearly defined in order to avoid inefficient use of resources. 

The representative of MEDICUS MUNDI INTERNATIONAL, speaking at the invitation of the 

CHAIRMAN, said that the term “counterfeit” was overly broad and inappropriately linked spurious 

and substandard medicines with breaches of intellectual property rights, leading to the adoption of 

laws and treaties that reduced access to vital generic medicines. Moreover, the term SSFFC medical 

products had been intended to be a temporary term. The absence of a clear definition had resulted in 

propaganda rather than evidence-based policies and a new definition should be finalized before further 

studies were undertaken, particularly given the failure to agree on the actions, activities and 

behaviours that did not result in SSFFC medical products. Limited access to medicines created a 

vacuum in which medicines of compromised quality, safety and efficacy could thrive and it was 

therefore essential to increase the availability of affordable medicines. 

                                                      

1 Participating by virtue of Rule 3 of the Rules of Procedure of the Executive Board. 
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The representative of the INTERNATIONAL PHARMACEUTICAL FEDERATION, speaking 

at the invitation of the CHAIRMAN, hoped that the list of prioritized activities agreed upon by the 

Member State mechanism would receive adequate funding in the Programme budget 2016–2017. She 

drew attention to tools developed by civil society to help combat SSFFC medical products, and 

encouraged WHO to make use of them. She welcomed WHO’s efforts to share information on cases 

of SSFFC medical products via a global database and information system and encouraged Member 

States to give due consideration to situations that facilitated the intrusion of such medicines in the 

legitimate supply chain, such as shortages of medicines. 

The ASSISTANT DIRECTOR-GENERAL (Health Systems and Innovation) said that the 

Secretariat was expanding the scope of the Organization’s Prequalification Programme with a focus on 

antivenoms. Through its monitoring and surveillance projects, WHO had collected evidence of 

approximately 1000 cases of SSFFC medical products and had provided related training in more than 

100 countries. She expressed appreciation for the ongoing financial support from the United States of 

America and for the recent contributions made by Brazil, India and the Netherlands and the in-kind 

contributions from Argentina, Switzerland and the United Kingdom of Great Britain and Northern 

Ireland. The Steering Committee of the Member State mechanism would meet again in March 2016 

and would discuss the review of the mechanism, the issue of definitions and the potential study on the 

relationship between lack of access to medicines and the emergence of SSFFC medical products. The 

Secretariat would continue working through the mechanism and regional offices to strengthen 

national, regional and global systems to detect, prevent and respond to SSFFC medical products. 

The Board noted the report. 

Addressing the global shortages of medicines, and the safety and accessibility of children’s 

medication: Item 10.5 of the Agenda (Document EB138/41) 

The CHAIRMAN drew attention to the following draft resolution proposed by China, Italy, 

Pakistan and Thailand: 

 

The Executive Board, 

Having considered the report on addressing the global shortages of medicines, and the 

safety and accessibility of children’s medication,
1
 

RECOMMENDS to the Sixty-ninth World Health Assembly the adoption of the 

following resolution: 

The Sixty-ninth World Health Assembly, 

(PP1) Recalling resolution WHA60.20 (2007) on better medicines for children and 

WHA67.22 (2014) on access to essential medicines, which identified actions for Member 

States and the Director-General in support of better access for children to essential 

medicines; 

(PP2) Concerned that problems remain with safety, accessibility and affordability 

of children’s medicines in many countries, and that, globally, children under 5 still do not 

have secure access to medicines that treat pneumonia, diarrhoeal diseases, HIV infection, 

AIDS and malaria, as well as medicines for many other infectious diseases, 

noncommunicable diseases and rare diseases; 

                                                      

1 Document EB138/41. 
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(PP3) Aware that an important factor linked to morbidity and mortality of children, 

is the lack of safe, effective, affordable and quality-assured medicines for children; 

(PP4) Noting that despite sustained efforts over a number of decades by Member 

States, the WHO Secretariat and partners, many countries are still facing multiple 

challenges in ensuring the availability, affordability, quality assurance and rational use of 

children’s medicines; 

(PP5) Acknowledging Goal 3 of the 2030 Agenda for Sustainable Development, 

“Ensure healthy lives and promote well-being for all at all ages” particularly noting the 

targets related to access to medicines, 

(OP) 1. URGES Member States: 

(1) to accelerate implementation of the actions laid out in resolution WHA60.20 

on better medicines for children; 

(2) to learn from successful experiences with medicines policies for children in 

other countries and formulate and implement national measures including 

legislation as appropriate, and pharmaceutical policies in support of access to 

medicines for children; 

(3) to take all necessary measures, including legislation, establishment of 

national plans and organizational structures and capacity to enhance such measures 

in the framework of national pharmaceutical policies as appropriate, to improve 

children’s health; 

(4) to ensure that national health policies and plans incorporate consideration of 

the needs of children based on the national situation, with clear objectives for 

increasing access to children’s medicines, and to report, as appropriate, on the 

progress made in this regard; 

(5) to learn from the evidence-based and transparent process used to update the 

WHO Model List of Essential Medicines, which considers disease prevalence, 

evidence on efficacy and safety and comparative cost-effectiveness; to adapt lists, 

as appropriate consideration of the local burden of disease; to develop as 

appropriate a comprehensive, clinical evaluation system for children’s medicines; 

(6) to develop a national Essential Medicines List, which includes medicines for 

children, and to develop therapeutic formularies and guidelines with supporting 

independent prescribing advice; 

(7) to implement actions agreed under Sustainable Development Goal 3, with a 

focus on children, which states: Support the research and development of vaccines 

and medicines for the communicable and noncommunicable diseases that primarily 

affect developing countries, provide access to affordable essential medicines and 

vaccines, in accordance with the Doha Declaration on the TRIPS Agreement and 

Public Health, which affirms the right of developing countries to use the full 

provisions in the Agreement on Trade Related Aspects of Intellectual Property 

Rights regarding flexibilities to protect public health, and, in particular, provide 

access to medicines for all; 

(8) to encourage research and development of appropriate medicines for 

diseases that affect children, and to ensure that high-quality clinical trials for these 

medicines are conducted in an ethical manner; 

(9) to facilitate timely licensing of appropriate, high-quality and affordable 

medicines for children and innovative methods for monitoring the safety of such 

medicines, and to encourage the marketing of adequate paediatric formulations 

together with newly developed medicines; 

(10) to collaborate in order to facilitate innovative research and development on, 

formulation of, regulatory approval of, provision of adequate prompt information 
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on, and rational use of, paediatric medicines and medicines authorized for adults 

but not approved for use in children; 

(11) to actively facilitate high-quality paediatric clinical trials, including trial 

registration through national and international trial registries and also full 

publication of all completed trials to help guide quality use of medicines for 

children; 

(12)  to strengthen regulatory capacity including pharmacovigilance to promote 

high-quality clinical trials for children and the availability of safe, effective and 

quality-assured medicines for children; 

(13) to promote research into health systems and other factors that affect access 

to and rational use of medicines for children; 

(14) to enhance the training in rational use of medicines for children for 

healthcare professionals, and to enhance the health education of the public, to 

ensure acceptance and understanding of rational use of medicines for children; 

(OP) 2. REQUESTS the Director-General: 

(1) to accelerate implementation of the actions laid out in resolution WHA60.20 

on better medicines for children; 

(2) to further develop and maintain the Model List of Essential Medicines which 

includes the list of Essential Medicines for Children (EMLc) using evidence based 

clinical guidelines in coordination with all relevant WHO programmes; 

(3) to consider the establishment of a working group of paediatric medicines 

experts to advise the WHO and the Committee on Essential Medicines on the 

development and maintenance of the List of Essential Medicines for Children; 

(4) to support Member States in taking appropriate measures through provision 

of training and strengthening regulatory capacity according to national 

circumstances, and in promoting communication and coordination between 

countries on paediatric clinical trial design, ethical approval and product 

formulation; 

(5) to collaborate with governments, other organizations of the United Nations 

system, including WTO and WIPO, donor agencies, nongovernmental 

organizations and the pharmaceutical industry in order to encourage fair trade, 

manufacturing, research and development and supply in safe and effective 

medicines for children and adequate financing for securing better access to 

medicines for children; 

(6) to support Member States in implementing existing standards for clinical 

trials of medicines in children, and to facilitate communication and coordination 

among Member States to promote the sharing of paediatric clinical trial data; 

(7) to promote cooperation among Member States’ governments, bodies of the 

United Nations system and pharmaceutical companies, in aspects such as 

procurement and pricing of medicines; 

(8) to monitor the general situation and support countries in implementing 

policies in line with the “access to medicine targets” under the Sustainable 

Development Goal 3, and to provide policy development assistance to low-income 

countries or regions. 
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The representative of SAUDI ARABIA urged Member States to respond to invitations for 

expressions of interest issued by the WHO Prequalification Programme for products for children for 

HIV/AIDS, hepatitis B and C, tuberculosis and malaria; and join, where relevant, the Paediatric 

medicines Regulators Network. Reacting to stockouts on a case by case basis would compromise 

equitable access to essential medicines. He expressed support for the draft resolution. 

The representative of SOUTH AFRICA, speaking on behalf of the Member States of the 

African Region, said that increasing medicine shortages and poor access to safe children’s medicines 

would have an impact on attaining the Sustainable Development Goals. The shortage of vaccines 

would limit eradication efforts, and the non-availability of first-line antibiotics had an impact on 

strategies to combat antimicrobial resistance. Highlighting relevant resolutions adopted by the Health 

Assembly in areas such as SSFFC medical products and essential medicines, she called for WHO and 

its Member States to strengthen their work in those areas. Supporting the draft resolution on promoting 

the safety and accessibility of children’s medication, she said Member States from the African Region 

had begun working with countries from other regions on a draft resolution on addressing the global 

shortages of medicines to be submitted for consideration by the sixty-ninth World Health Assembly. 

The Secretariat should assist Member States to develop capacity and establish sustainable systems for 

tracking, and gathering and sharing information; provide guidance regarding medicine procurement 

processes; work with partners to shape the market, particularly for so-called abandoned essential 

medicines; continue to support actions to strengthen development of paediatric medicines; and 

strengthen local capacity for production and pharmaceutical manufacturing. 

The representative of CHINA said that WHO should continue to promote the implementation of 

relevant resolutions adopted by the World Health Assembly and carry out in-depth and systematic 

research into current medicine shortages in order to suggest solutions. A monitoring, reporting and 

response system should also be established. 

The representative of JAPAN said that there were a number of issues to address, including the 

lack of standard administration methods, dosages and safety information regarding medicines for 

children, and such scientific data had to be collected, evaluated and submitted to health care providers. 

Various measures had been introduced in Japan to promote the clinical development of medicines for 

children, which could be shared with other Member States, as the exchange of best practices was 

invaluable. The shortage of essential medicines did not exclusively affect resource-limited countries, 

and should be recognized as a challenge faced by most Member States. WHO should develop specific 

measures for countries of different income levels. 

The representative of the UNITED KINGDOM OF GREAT BRITAIN AND NORTHERN 

IRELAND called for increased numbers of expressions of interest of children’s medicines under the 

WHO Prequalification Programme, as improving access to medicines was a key priority of her 

country. Highlighting activities undertaken in that sphere, including funding of essential health 

commodities and research and development on new vaccines, medicines and diagnostics, she 

welcomed the draft resolution and looked forward to contributing to discussions thereon prior to the 

sixty-ninth World Health Assembly. 

The representative of ARGENTINA voiced concern at the pressure exerted by some monopoly 

patent holders that imposed very high costs for the use of costly technologies presenting no clear 

benefit in terms of cost-effectiveness. That made it harder for people to access medicines and 

jeopardized the financial sustainability of health systems. Member States had to reinforce their 

capacity to assess health technologies when determining financial coverage. 

The inflexibility demonstrated by suppliers in price negotiations with PAHO had resulted in 

shortages and had obliged many countries in the Region of the Americas to make more costly, 
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decentralized purchases. She supported regional centralized procurement mechanisms, such as the 

PAHO Revolving and Strategic Funds, which had proven that cost reduction was possible. 

The representative of CANADA expressed support for the options proposed in document 

EB138/41, in particular those aimed at establishing a globalized notification system based on 

experiences and national data; targeting medicines most susceptible to shortages; and setting up 

response mechanisms to mitigate the risks of shortages. He would continue to participate in the 

consultations on the draft resolution during the period leading up to the sixty-ninth World Health 

Assembly. 

The representative of BRAZIL said that one essential way to deal with shortages of paediatric 

medicines was to find alternative producers; in some countries, local production of strategic medicines 

had been a viable option. Moreover, the global strategy and plan of action on public health, innovation 

and intellectual property proposed actions that could help resolve many shortages, notably on 

improving delivery, access, and production of generic essential medicines. He encouraged discussion 

of the lack of investment and research in medicines adapted to children’s needs, and joint purchasing 

alternatives such as the large-scale joint-purchase platform, established in 2015 in partnership with 

PAHO. WHO should provide technical assistance, through its regional offices, to enable countries to 

forecast demand, but that had to be considered as a long-term solution. Moreover, he highlighted the 

pharmaceutical industry’s lack of interest in producing paediatric medicines for which demand was 

low. Finally, he wished to participate in the discussions to be held on the draft resolution to be held 

prior to the sixty-ninth World Health Assembly, with a view to reaching a consensus. 

The representative of the UNITED STATES OF AMERICA looked forward to participating in 

additional intersessional work on the draft resolution. Issues relating to medicines tended to give rise 

to controversy at the Executive Board, and it was therefore gratifying to see pragmatic, action-oriented 

cooperation on an issue of concern to countries from all regions and income levels. 

The representative of CHINA reminded the Executive Board that discussions on the draft 

resolution were still ongoing, with a view to reaching consensus during the current session. 

The representative of the DOMINICAN REPUBLIC, emphasizing the global leadership role of 

WHO, listed a number of steps that his country had taken to ease shortages and bring down the cost of 

essential medicines, which could be replicated by other developing countries. In particular, regional 

and subregional joint procurement agreements concluded directly with pharmaceutical companies had 

been shown to substantially reduce the cost of medicines. 

The representative of the REPUBLIC OF KOREA said that globalization of the pharmaceutical 

industry had resulted in supply difficulties, with supplies of children’s medicines being particularly 

liable to shortages. She expressed support for the draft resolution, which addressed many key issues, 

but said that solving the problem of quality assurance for children’s medicines would require 

cooperation between Member States, international organizations, nongovernmental organizations, 

pharmaceutical companies and donor groups. 

The representative of COLOMBIA
1
 observed that universal health coverage could be 

compromised by financial pressure resulting from technological innovation and medicines. In the case 

of paediatric medicines, the problem was even more complex, and the draft resolution would be 

                                                      

1 Participating by virtue of Rule 3 of the Rules of Procedure of the Executive Board. 
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strengthened in that regard with the addition of three new elements: the promotion of standards for 

clinical research on children and the existence of a public platform for information on clinical trials; 

the existence of a public database on problems of availability, shortages, supply and production cost 

structures relating to essential medicines; and the promotion of generic medicines as a means of 

guaranteeing access. Moreover, he agreed that it was important to strengthen regional negotiating 

mechanisms to guarantee attainment of coverage goals for vaccines and other essential medicines. He 

would continue to participate in discussions on the draft resolution. 

The representative of PANAMA
1
 considered it a matter of urgency to deal with the problem of 

accessibility to paediatric medicines in order to achieve universal health coverage and other targets 

under the Sustainable Development Goals. The global supply of medicines had to be assessed and 

monitored, dynamic strategies drawn up and measures adopted aimed at guaranteeing access to 

essential medicines and thus avoiding shortages. International accreditation agreements would help 

guarantee the quality and safety of medicines, uninterrupted production, an adequate supply and 

effective risk evaluation. Furthermore, States had to familiarize themselves with and use the WHO 

Model List of Essential Medicines for Children. Lastly, measures should be taken for the prompt 

implementation of the recommendations made in document EB138/41. 

The representative of AUSTRALIA
1
 said consensus had to be reached on the safety and 

accessibility of children’s medication. However, given the complexity of the draft resolution, 

intersessional discussions thereon would have to be held prior to the sixty-ninth World Health 

Assembly. 

The representative of INDONESIA
1
 believed that global shortages of medicines were an 

economic issue related to demand, economies of scale and competition, as well as financial and 

logistical management. He supported the proposal for global actions to address shortages, especially of 

rare medicines, namely the establishment of a simple but robust notification system. He encouraged 

the involvement of regulatory authorities, health-care professionals, finance ministries and 

pharmaceutical companies in any future discussions. The draft resolution would, he hoped, lead to 

substantive improvements and pragmatic action. 

The representative of INDIA,
1
 noting the significant public health challenge, said that the 

reasons for shortages were multiple, varied between regions and were perhaps not completely 

understood. Assured universal access to quality and affordable medicines was important for achieving 

the Sustainable Development Goals. Many of the points that had been raised by the representative of 

South Africa were of direct relevance: local manufacturing, market and non-market barriers to 

competition, regulatory considerations and supply chain dynamics. The role of the public sector in 

ensuring access to essential medicines and vaccines also had to be further explored. He encouraged 

consideration of the WHO Prequalification Programme, with particular regard to the shortage of active 

pharmaceutical ingredients, which often resulted in shortages of end products or medicines. He 

expressed support for the draft resolution and looked forward to contributing to the new draft 

resolution referred to by the representative of South Africa. 
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The representative of ZIMBABWE
1
 asked that document EB138/41 be revised prior to the 

sixty-ninth World Health Assembly, as the current version minimized the role of generic medicines. 

Moreover it did not encourage the local or regional production of medicines, despite WHO’s technical 

role in scaling up local production in low- and middle-income countries. The ambiguous use of the 

terms “stockouts” and “shortages of medicines” and the suggestion that stockouts resulted in SSFFC 

medical products should be clarified; as should the proposal for a global agreement on actions to 

diminish specific shortages and the types of shortages that had been observed. The Secretariat should 

provide periodic and timely reports on medicines susceptible to global shortages for reasons related to 

manufacturing, based on the WHO Model Lists of Essential Medicines. Indeed, information on 

pipeline challenges for certain products would promote the development of appropriate corrective or 

mitigating strategies. 

The representative of MSF INTERNATIONAL, speaking at the invitation of the CHAIRMAN, 

suggested that the scope of document EB138/41 should be broadened to include patented medicines 

and all essential medicines, vaccines and diagnostics, and the impact of shortages on patients and 

public health. A global database of critical medicine shortages should be established and should 

include an early warning mechanism and a rapid response plan. Reliable forecasting was essential, and 

pharmaceutical companies should immediately report production issues or decisions affecting 

medicine supply. At the national level, patients and health workers should help to monitor and report 

stockouts, and greater attention should be given to addressing national supply-chain inefficiencies and 

last-mile delivery. Governments should use intellectual property flexibilities to alleviate shortages. 

The representative of the INTERNATIONAL PHARMACEUTICAL FEDERATION, speaking 

at the invitation of the CHAIRMAN, noted that her organization had provided financial support for a 

WHO technical consultation, the outcome of which had called for common emergency procedures to 

facilitate the movement of quality medicines between countries and to address the lack of data on 

demand. It was gratifying to see that those recommendations were in line with those made at the 

International Summit on Medicine Shortages hosted by the International Pharmaceutical Federation in 

2013. She called for an international, coordinated approach to tackle shortages. 

The representative of the WORLD HEART FEDERATION, speaking at the invitation of the 

CHAIRMAN, commended the reference in document EB138/41 to benzathine penicillin G, a stable 

supply of which was crucial for rheumatic heart fever secondary prophylaxis and for the treatment of 

syphilis, but which nonetheless suffered from global stockouts. To secure and deliver high-quality 

supplies of the antibiotic, Member States should collate and share national data on demand, work with 

the pharmaceutical industry to increase manufacturing capacity, and, if they had a high burden of 

rheumatic heart fever, translate recommended dose formulations from the WHO Model List of 

Essential Medicines to national lists. Reducing global shortages of essential medicines required 

innovative solutions. 

The representative of MEDICUS MUNDI INTERNATIONAL, speaking at the invitation of the 

CHAIRMAN, said that shortages of medicines should not be discussed in the same document as the 

safety and accessibility of children’s medication, while welcoming the draft resolution on the latter. 

She also disagreed with the conflation of stockouts and shortages, which were often caused by 

exorbitant prices of on-patent drugs. She therefore urged Member States to demand a comprehensive 

report covering all causes of shortages. Advance purchase commitments and minimum pricing should 

not be singled out as solutions to shortages. The former promoted high monopoly prices; they also 
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discouraged local generic production, which WHO should support, especially in low- and middle-

income countries. Furthermore, mandatory notification of upcoming shortages by manufacturers 

would only work if high penalties were imposed for non-compliance. Lastly, any strategy on the lack 

of transparency in the costs of biomedical research and development should not be limited to 

paediatric medicines. 

The ASSISTANT DIRECTOR-GENERAL (Health Systems and Innovation) agreed that 

shortages of medicines, and children’s medication in particular, were a growing public health problem 

affecting all countries. The causes were many, and included manufacturing issues, supply system 

problems and fragmented purchasing. An expert meeting convened by WHO in December 2015 had 

discussed the global shortages problem and had formulated a series of actions to monitor, prevent and 

manage shortages. The conclusions of that meeting would be incorporated into the report to be 

submitted to the sixty-ninth World Health Assembly and responded to many of the concerns voiced by 

the representative of Zimbabwe. Action taken under resolution WHA60.22 (2007) notwithstanding, 

many essential children’s medicines were still not manufactured or registered, or were expensive. 

Further comprehensive action was clearly required in order to increase access to medicine for children 

and address shortages. 

The CHAIRMAN took it that the Executive Board wished to suspend discussion pending 

further consultations on the draft resolution. 

It was so agreed. 

The meeting rose at 12:35. 

=     =     = 


