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Activity: Guideline Review Committee

WHO Policy Goal:

e Standards: promoting good practices and setting norms and standards

CAIS43/ACHR52/09.19

¢ Knowledge Translation: linking policy, practice, and products of research
¢ Organization: strengthening research culture and governance in the organization
Business Owner: Davina Ghersi

Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional Information

GRC meetings: held monthly
in headquarters

Production of fewer guidelines of better
quality

Guidelines clinic: held
weekly in headquarters

Improved outreach to guideline developers
to make the GRC more accessible and less
intimidating. The clinic has increased
knowledge, acceptability and transparency
and reduced anxiety.

Submission to Global
Learning Committee

Still awaiting decision of the
committee

Streamlining of the guideline
approval process

Improved transparency and consistency of
decision making

Joint meeting with the
Cochrane Collaboration

It was agreed that the two organizations
would work together to maximize synergies,
and focus on high priority tasks in relation
to evidence informed decisions, especially
in low and middle income countries, and
questions relevant to the context-specific
burden of disease.

In June 2010 the Cochrane Collaboration
will make a submission for status as an
NGO in official relations with WHO.

The proposed tasks are:

1. Capacity building for research
use and joint advocacy for
evidence informed decision
making and resourcing
Capacity building for reviews
Priority review production
Communication

Continuing dialogue about
different methodologies

grwn

GRC AMERICAS

Evaluation of PAHO’
Guidelines (2000-2006)
replicating WHO
methodology presented to
PAHO’s ACHR and
Managers

Raised awareness of processes that could be
improved in PAHO guidelines and
underlined the need of good guideline
development and building capacity in the
staff.

Guideline development process and strategy
is in preparation.

A more rigorous approach to
guideline development is now a
goal for PAHO.

New guidelines show improved
processes. Evaluation still pending.
Materials to improve PAHO
guidelines developed, adapted and
disseminated. One on one clinics
(not sustainable with existing
resources)

Presentation by Faith
McClellan to all PASB
members. Many staff
members involved in
developing guidelines
participated.

Sparked interest in building capacity
activities among staff members who are
involved in developing guidelines. Informed
PAHO staff of the availability of WHO’s
guidelines development clinics for PAHO to
tap.

Enhanced links and coordination
with WHO. A first step to work in
coordination with GRC.

Initiate conversations with
WHO to explore how PAHO
can take advantage of WHO
guideline development

PAHO technical units may request virtual
meetings to discuss specific guidelines
being developed.

Limited resources in PAHO points
to partnering with WHO and/or
other RO for guideline development
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experience and resources.

Skill building activities
implemented with staff

Agreements and collaboration with
networks and leading academic institutions
have resulted in targeted capacity building
activities offered to PAHO Staff on various
key relevant fields (evidence search and
synthesis, critical appraisal, grading
evidence). Enthusiastic response from staff.

Several workshops offered,
mentoring on critical appraisal and
peer review implemented.
Unsuccessful applications to Global
Learning Committee/Staff
Development limited further
expansion.

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional Information

Design and implementation
of WHO Guidelines
Development and
Methodology Training
Program, including extension
of training to regions and
country offices: either by
videoconferencing or as
multimedia files that can be
viewed later.

5 workshops each year, 2 at HQ and 3 at
ROs

This activity is dependent on the
success of an application to the
Global Learning Committee

Coordination of guideline
review process with WHO

Efficiencies and harmonized standards in
guideline review process, with involvement
of regional experts in the committee and
establishment of standard procedures for
PAHO Guidelines.

Activity will be supported and
coordinated with the help of an
incoming professional (under
recruitment process).

Integration of Guideline
Review process with
publications and other
internal processes.

A coherent and hopefully simple processes
to guide and support technical staff.
Robust guidelines with excellent standards

Complex integration and
negotiation processes.

Skill building amongst
research focal points in
member states

Dependent on a positive response from
Global Learning Committee/Staff
Development. Partnership with internal and
external partners.

Agreements signed with various
key external partners to facilitate
these processes.

Table 3. Future Developments

Obijectives

Challenges/Opportunities

Comments/Additional Information

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. The GRC Secretariat is functioning reasonably well at Headquarters
considering the demand for support and the limited resources available. The
ability to expand the GRC activity to Regional Offices will be dependent on

available resources.

Information

AMERICAS Key Issues

Limited resources point to pulling resources in this area as best option.

Sustained effort and novel approaches needed to further develop and
maintain skills amongst relevant staff.
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| Getting the buy in of the Global Learning Committee.
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Activity: Ethics Review Committee (Secretariat)
Policy Goal: To promote the WHO's Strategy for Research on Health both internally and globally,
through promoting best practices in research ethics, defining normative standards for research ethics
committees and strengthening capacities in research ethics within WHO and globally *

Business Owner: Abha Saxena
*Note that the ERC (Secretariat) promotes and supports the Organizational Goal, the Capacities Goal and the Standards Goal of
the WHO Strategy for Research on health

CAIS43/ACHR52/09.20

Summary of Activities in Support of the WHO Strategy for Research for Health and/or the PAHO
Policy on Research for Health

Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional Information

Responding to the
report of the 10S
(Audit of the WHO
ERC, Report number
07/753)

Strengthened ERC, progress on
harmonization of ethics review across
WHO, Organizationally, a greater
awareness of challenges faced by the
ERC

This is still work in progress.

The WHO ERC has reviewed more
than 250 new proposals in this
biennium, and is providing continuing
oversight to about 400 ongoing
studies.

Its Rules of Procedures are in the final
stages of updating.

Research Ethics
Workshops - 2 at HQ,
one in Country
(China) and one in
Region (SEARO)

Increased capacity in research ethics,
foster understanding between
researchers and ERC:s.

Workshop for AMRO could not go
ahead; funding application declined by
Staff Development/Global Learning
Committee.

Development of
training tools for
research ethics

Casebook on Ethical issues in
International Health Research, published

Work on development of an e- training
tool has been initiated in middle of 2008

Proposed to translate this publication
in other WHO languages

Dependent upon receiving funds from
the Global Learning Committee.
Collaborative effort with all regional
counterparts

Norms and standards
for ethics review
systems

Defining the gaps in this area; defining
key issues related to accreditation and
training standards

First Meeting planned November 5™
and 6™ 2009

PAHOERC AMERICAS

August 2009
PAHOERC began
implementation of
PAHQO’s Research
Registry. PAHOERC
has reviewed 23 new
proposals (various
iterations) since
2008, and is
providing continuing
oversight to ongoing
studies.

Proposals are now submitted online
through the web based system
(http://mc.manuscriptcentral.org/paho).
ERC is functional and meeting
regularly.

PAHO is developing its inventory of
research to enable appropriate
governance of PAHQO’s research and
maximize impact and visibility.

This is a work in progress. Training
programs on research registration and
submission being prepared for
different users, especially Responsible
PAHO Staff, Reviewers, and research
focal points.

Training will be coordinated by
PAHOERC Secretariat and carried out
at HQ and through life Elluminate
sessions and recordings.
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2009, PAHOERC
Standard Operating
Procedures (SOPs)
approved in English,
translated to Spanish
and Portuguese and
published
electronically (May)
and in Print (Oct).

PAHOERC’s SOPs with its checklists,
templates and other guidance documents
support capacity strengthening, through
the review process, and support the
research proposal development.

SOP’s require clinical trial registration

SOPs have been disseminated to
research focal points, PAHO/WHO
Representatives, Area Managers, and
Executive. SOP’s incorporated into
the staff eManual and made available
in the research web.

Research Ethics
Workshops and
training materials

Working with the Collaborating Center
in Miami (CITI Program) to include
contents to PAHO’s Virtual Campus for
Health. E-coursework and training
modules and continuing education
guides developed by CITI.

This will make these tested and
relevant materials (including country
specific modules addressing
legislation specifics) available through
PAHQO’s Virtual Campus.

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional Information

Better defined
structures and
processes to assist
the ERC

Strengthened ERC secretariat ,
Strengthened peer review of WHO
supported research; monitoring of WHO
supported research enhanced and
strengthened

Inadequate peer review of research
that is supported by WHO is one of
the key challenges faced by the HQ
ERC, as is the inconsistent
monitoring of WHO supported
research

Collaboration with
Regional and
Country offices to
harmonize and
support research
ethics

Harmonized ethics review processes
across WHO

Harmonized training
tools developed and
available.

Enhanced capacities of ERCs and
researchers

Assumption made is that funding
from the Global Learning Committee
will be available at least for part of
the work.

Norms and standards
for ethics review
systems

Better guidance available to countries to
strengthen their research ethics systems.

PAHOERC AMERICAS

Better defined
structures and
processes to assist
the Committee

Capacity building workshops organized
at regional, country and HQ level.

Seek support from Global Learning
Committee, making this a priority

Launch of PAHO
Virtual Campus-CITI
training modules, e-
coursework and
continuing education

Test and monitor

Explore the possibility of work with
other regions from this platform.
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guides

Strengthening of
Secretariat with
arrival of new
professional staff and
training

The recruitment process for a
professional who will support the ERC
and inventories of research is underway.

Moving forward-
implement training
on use of Register,
capturing data of
ongoing research in
the inventory, and
harmonization with
the administrative
tools in PAHO that
also capture research
data. Produce
automatic helpful
reports to all
constituencies that
have registered
research

All research proposals submitted
electronically by the Responsible PAHO
Staff Member using PAHO’s Research
Registry
http://mc.manuscriptcentral.com/paho;

Inventory reports are likely to become a
helpful tool for managers, hence an
incentive to register research

The alignment of various databases
will allow having a good picture of
research, characterizing it and
looking at alignment with Policy and
work plans. This will require skilled
staff.

System will produce regular
automatic reports informing key staff
about key aspects of ongoing research
and research to date in their
constituency.

Table 3. Future Developments

Obijectives

Challenges/Opportunities

Comments/Additional Information

Training and
dissemination of the
training tools

Take forward the
work on Norms,
Standards and
Guidelines

There are many players in the field, and
the challenge is to define the niche and
the special role that WHO can play in
this area. Countries look towards WHO
to provide advice in relation to research
ethics, given that the Organization has
experience of conducting research on
neglected areas and diseases in resource
poor settings often under very
challenging circumstances.

PAHOERC AMERICAS

Enhance training and
dissemination of the
training tools. Train
national personnel.

Continuity of focal points and other
trained staff. Focal points will be in
capacity to train at the national and sub
regional level.

A remaining challenge is to make
ethics review an integral part of
research that needs to be considered
from the outset.

Enriching the
Committee with non-

Following on recommendations from
auditors and panels. Greater engagement

Requires testing and addressing
work distribution issues using web
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staff members and
members based in
countries

and understanding of process by country
offices

based systems and teleconferencing
regularly.

Work with Program
of Bioethics and
strategic partners
including
collaborating centres
and national agencies
of science and
technology,
academia, to enhance
and implement
standards, and map
ethics review
committees across the
region

Enhanced governance and standards.
Knowledge of what is available and
functional, and what needs to be
developed. Help set priorities.

Table 4. PAHOERC AMERICAS Key Issues

Provided for: Information, Discussion
or Decision?

1. Recruit External Committee Members

2. Nurturing a database of reliable and skilled peer reviewers

3. Adherence and adoption of new systems, enforcement.

4. Making ethical review integral to research and a corporate

task.

5. Building skills, continuous education for staff. Secretariat
resources and integration with other managerial processes.
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A framework for mandatory impact evaluation to ensure
well informed public policy decisions

Andrew D Oxman, Arild Bjerndal, Francisco Becerra-Posada, Mark Gibson, Miguel Angel Gonzalez Block, Andy Haines, Maimunah Hamid,
Carmen Hooker Odom, Haichao Lei, Ben Levin, Mark W Lipsey, Julia H Littell, Hassan Mshinda, Pierre Ongolo-Zogo, Tikki Pang,
Nelson Sewankambo, Francisco Songane, Haluk Soydan, Carole Torgerson, David Weisburd, Judith Whitworth, Suwit Wibulpolprasert

“Both politically, in terms of being accountable to those
who fund the system, and also ethically, in terms of
making sure that you make the best use possible of
available resources, evaluation is absolutely critical.”

Julio Frenk, Minister of Health, Mexico, 2005'

Trillions of dollars are invested yearly in programmes to
improve health, social welfare, education, and justice
(which we will refer to generally as public programmes).
Yet we know little about the effects of most of these
attempts to improve peoples’ lives, and what we do know
is often not used to inform decisions. We propose that
governments and non-governmental organisations
(NGOs) address this failure responsibly by mandating
more systematic and transparent use of research evidence
to assess the likely effects of public programmes before
they are launched, and the better use of well designed
impact evaluations after they are launched.

Resources for public programmes will always be scarce.
In low-income and middle-income countries, where there
are often particularly severe constraints on resources and
many competing priorities, available resources have to be
used as efficiently as possible to address important
challenges and goals, such as the Millennium
Development Goals. Use of research evidence to inform
decisions is crucial. As suggested by Hassan Mshinda, the
Director-General of the Commission for Science and
Technology in Tanzania: “If you are poor, actually you
need more evidence before you invest, rather than if you
are rich.” But neither the problem nor the need for
solutions is limited either to health or countries of low
and middle income. Expenditures and the potential for
waste are greatest in high-income countries, which also
have restricted resources and unmet needs, particularly
during a financial crisis. Having good evidence to inform
difficult decisions can be politically attractive, as shown,
for example, by the US Government’s decision to include
US$1-1 billion for comparative research (including
systematic reviews and clinical trials) as part of its
$787 billion economic stimulus bill.*

To paraphrase Billy Beane, Newt Gingrich, and John
Kerry, who have argued for a health-care system that is
driven by robust comparative clinical evidence by
substituting policy makers for doctors: “Evidence-based
health care would not strip [policymakers] of their
decision-making authority nor replace their expertise.
Instead, data and evidence should complement a lifetime
of experience, so that [policymakers] can deliver the best
quality care at the lowest possible cost.™

www.thelancet.com Vol 374

We use the term impact evaluation to refer both to
assessing the likely outcomes of programmes before they
are launched and to prospectively planned evaluations
that are undertaken after programmes are launched to
document actual outcomes relative to what would have
happened without the programmes. Some policy makers
might not perceive it to be in their interest to commission
impact evaluations because their term of office might be
short or their motivation ideological. Nonetheless,
making impact evaluation mandatory could have several
advantages for a growing number of policy makers who
do not share that perception, including both elected and
non-elected policy makers such as civil servants. It can
reduce political risk, because it allows politicians to
acknowledge that there is imperfect information to
inform decisions about public programmes, and to set in
motion ways to change course if programmes do not
work as expected. Political risk is greatest when policy
makers advocate a programme and then cannot amend it
no matter what the results.

Systematic and transparent use of research to assess
the likely effects of proposed programmes could also
better enable politicians to manage researchers acting as
advocates and lobbyists misusing research evidence. It
could enable them to ask crucial questions about the
research underlying what is being advocated, and to show
that they are using good information on which to base
their decisions. It could enable them to ensure that
research assessing their initiatives is appropriate and that
the outcomes being measured are realistic and agreed in
advance. It puts them in the politically attractive position
of continuous policy improvement and gives them
standing in the research process that they otherwise
might not have.

“Because professionals sometimes do more harm than
good when they intervene in the lives of other people,
their policies and practices should be informed by
rigorous, transparent, up-to-date evaluations.”

Iain Chalmers, Editor, The James Lind Library, 2003°

Decisions about programmes are often made without
systematically or transparently accessing and appraising
relevant research evidence and without adequate
assessment of their effects. We need to make better use
of what we already know and to assess better the effects
of what we do. Reasons for our failure to adopt this
approach include inadequacies with all the following:
research, access to available research, capacity to use
research appropriately, and management of conflicts of
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For more about the National
Council for the Evaluation of
Social Development Policy
(CONEVAL) see http://www.
coneval.gob.mx

Panel 1: Evaluation of the social development policy (Continued from previous column)

+ The Ministry of Finance and the House of Representatives
through the National Auditor can recommend relevant
indicators;

« Evaluation results must be published in the Official
Journal of the Federation and must be submitted to
Congress; and

«  The Council should aim to regulate and coordinate

10 assessment of policies and social development

programmes and establish guidelines and criteria for the
definition, identification, and measurement of poverty,
ensuring the transparency, objectivity, and technical rigor
in this activity.

The Mexican Government passed legislation mandating the
assessment of social development policies in

December, 2003, which was signed by the president in 5
January, 2004.® The legislation established a National Council
for the Evaluation of Social Development Policy (CONEVAL).
A presidential decree published in August, 2005, regulates
the Council ** CONEVAL was strengthened and given an
expanded scope that now includes all government
programmes in the National Development Plan for
2007-12.* Every ministry now has staff responsible for
assessment of its programmes with links to CONEVAL, there
are regulations guiding these assessments, and every
ministry has to budget for the evaluations of its programmes.  *>  CONEVAL now has more than 70 senior staff and a budget
of close to US$10 million for 2009.”* Additionally, every
ministry is now mandated to commit a part of its budget

to evaluation of its programmes. Up to now there have been
no formal assessments of the effects of CONEVAL or the

According to the legislation, CONEVAL is an independent
public agency under the federal government. It is intended to
have the autonomy and technical capacity to generate

elfedbut fuian TEo o 117 ove Sledion Tl g elout 20 legislation that established it, and it is perhaps too early to
social development. The legislation that led to the creation of ‘udge the ad d disad fthi h

1 judge the advantages and disadvantages of this approac
CONEVAL stipulates that:

to mandating impact evaluations. Evaluation has clearly
increased, but to what extent the evaluations are
appropriately rigorous and meet the information needs of
policy makers are unknown. There is some concern about
the need for ministries to commit a proportion of their
budget to evaluation without an increase in funds to pay
for this approach and the effects that might have on their

» Assessment can be undertaken by the Council or by
independent agencies in institutions of higher education
or scientific research, or non-profit organisations; 25
+ Programmes should be reviewed regularly to assess
whether they are meeting the goals of the social
development policy so that they can be corrected,
modified, extended, reoriented, or suspended in whole or

. programmes.
in part as needed; 30

« Assessment must include performance indicators for the The legislation does not mandate the assessment of the
management and quality of services, coverage, and effect; likely effects of programmes before they are launched, and

+ Federal agencies and programmes need to provide there is not a federal agency similar to CONEVAL responsible
necessary information for assessment; for preparation of systematic reviews or policy briefs for this

(Continues on next column) 55 PUrpose.

interest. Research evidence is only one input into policy —and practice.” In the run-up to the Summit, a case was
making.  Other information, values, political made for increased investment in health-systems
considerations, and judgments are also important. research to address many of the gaps in evidence for
However, good intentions and plausible theories alone 40 appropriate policies and strategies for improving health
are an insufficient basis for decisions about public care.” Around 0-02% of expenditure on health is devoted
programmes that affect the lives of others.> to such research in low-income and middle-income
The need to improve the use of research evidence to  countries—far too little to provide the quality and quantity
inform decisions about public programmes is widely of evidence needed for informed decision making.” The
recognised. For example, the 58th session of the World 45 need to continue to build on what progress that has been
Health Assembly passed a resolution acknowledging the made since the Mexico Ministerial Summit was
2004 Mexico Statement on Health Research resulting recognised in the 2008 Bamako Statement by Ministers
from the Ministerial Summit on Health Research’ and of Health, Ministers of Science and Technology, Ministers
urged member states “to establish or strengthen of Education, and other ministerial representatives from
mechanisms to transfer knowledge in support ofso 53 countries.”
evidence-based public health and health-care delivery Several other calls have been issued for better use of
systems, and evidence-based health-related policies.” The research evidence to improve decisions about public
Summit requested the Director-General of WHO “to  programmes both internationally and nationally. For
assist in the development of more effective mechanisms example, the UK Blair Government in its modernising
to bridge the divide between ways in which knowledge is 55 government agenda stated that “government must be
generated and ways in which it is used, including the willing constantly to re-evaluate what it is doing so as to
transformation of health-research findings into policy produce policies that really deal with problems; that are

www.thelancet.com Vol 374
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forward-looking and shaped by the evidence rather than 1
a response to short-term pressures” and that “better use

of evidence and research in policy making” was needed.” making about public programmes

Panel 2: Commitments needed for a framework for ensuring well informed decision

A wide range of initiatives have been advocated and «  Adequate funding
implemented to improve the use of research evidence in 5 . Development of capacity of both researchers to undertake evaluative research and to
decisions about public programmes and to address support policy makers’ needs for research, and of policymakers’ understanding and
underlying difficulties with research, access to available ability to use research appropriately
research, capacity to use research appropriately, and + Organisational structures or processes to lend support to more systematic and
management of conflicts of interest. These include transparent use of research evidence to inform decisions before starting new
initiatives to prioritise research and align it with countries’ 10 programmes
needs; commission research to meet the needs of policy + Rigorous prospective impact evaluations of programmes, including
makers for better information; improve the quality of «  Planning evaluations in advance
research syntheses and impact evaluations; increase - Ensuring clear objectives that are aligned to the programmes’ goals
funding for research syntheses and impact evaluations; «  Measurement of important outcomes and processes
make research evidence more accessible to policy makers 15 +  Processes for prioritising which programmes are most in need of evaluation
(eg, through summaries of systematic reviews, clearing » Effective mechanisms for management of conflicts of interests
houses, and policy briefs); build capacity; and manage « Involvement of the public, including civil society organisations, unions, and
conflicts of interest. professional organisations

A 2005 survey of organisations engaged in supporting + International collaboration to ensure that knowledge and learning are shared, to
evidence-informed policy making identified many health 20 reduce unnecessary duplication of efforts, and to help develop capacity
technology assessment agencies and clinical practice . Avoidance of bureaucratic ineffective structures
guideline developers.” However, the survey noted few + Monitoring and assessment of the implementation and effects of the legislation

examples of organisations that support the use of research
evidence for decisions about health programmes. The
Evidence-Informed Policy Network (EVIPNet), one 25 providing long-term support to these efforts, most are
response to the Mexico Statement that was launched by not. Several initiatives have promoted impact evaluations,
WHO in 2005, is trying to address this deficit. It is an including the International Initiative on Impact
attempt to strengthen the links between research and Evaluation and efforts by the World Bank and others.
policy in countries of low and middle income. Teams of ~ Recognising its political and ethical obligation to assess
policy makers from ministries of health and researchers 30 the effect of policy decisions, the Mexican Government
in more than 20 countries have joined the network. The passed legislation requiring that impact evaluations be
Region of East Africa Community Health (REACH) Policy —undertaken for a range of public programmes, explicitly
Initiative, which was established by Kenya, Tanzania, and recognising the value of learning what works and why as
Uganda, is another example of efforts to foster increased  a guide for future budget decisions (panel 1).
use of evidence in policy making.® However, neither 35 In the USA, the Education Sciences Reform Act of
EVIPNet nor REACH has sustainable funding yet. 2002 established the Institute of Education Sciences
Several initiatives have been launched to develop the within the US Department of Education. The mission of
capacities that are needed for evidence-informed health  this Institute is to provide rigorous evidence for which to
policy making, but very few have been rigorously guide education practice and policy. In China, the
assessed.” Most have been limited in terms of the breadth 40 Ministry of Health has created networks of policy makers
of capacities they address—eg, focusing on the capacity and researchers, and started activities to build capacity
for doing research. Few have focused on the capacity of and collaboration in addressing public health challenges.
policy makers and civil society to use research, or on One of the functions of these networks is to foster the
making research evidence more accessible to policy generation of relevant evidence and better use of evidence
makers. The production of systematic reviews has 45 in decision making.
substantially increased over the past two decades, In Thailand, Article 67 of the 2007 constitution
including reviews that are relevant to decisions about mandates a participatory health and environmental
public programmes. Two major initiatives to ensure the impact assessment, before any public programme that
production, maintenance, and accessibility of systematic ~mightaffect health, natural resources, or the environment
reviews are the Cochrane Collaboration and the Campbell so can be started. Articles 10 and 11 of the 2007 National
Collaboration. The Cochrane Collaboration now has Health Act also mandate the government to transparently
thousands of contributors worldwide and has published provide adequate information, and give the community
more than 3500 reviews. However, many important and individuals the right to request for and participate in
questions remain, particularly focusing on health issues  the assessment of the health impact of public policies. In
that are relevant to people living in low-income and s5 Colombia, a law was passed in 1994 that gave the National
middle-income countries, for which up-to-date reviews Planning Department the mandate of evaluation, which
are not available.” Although many governments are led to the establishment of a national system for
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For more on the International
Initiative on Impact Evaluation
see http://www.3ieimpact.org

For more about the Institute of
Education Sciences see http://
ies.ed.gov/

For more on the Cochrane
Collaboration see http://www.
cochrane.org

For more on the Campbell
Collaboration see http://www.
campbellcollaboration.org
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For more about the WHO
Framework Convention on
Tobacco Control see http://

www.who.int/fctc/en/

monitoring and evaluation, which has been assessed by 1 undesirable effects, such as inefficient bureaucratic
the World Bank to be one of the strongest in Latin processes, inappropriate inhibition or delay of promising
America.® None of these or other commitments by programmes, creation of political scapegoats, and
governments to make better use of research evidence to  litigation around the interpretation of evidence. Potential
improve the lives of their citizens are without s downsides of the legislation that we are proposing need
shortcomings. They all display different elements of what  careful consideration and debate, in addition to
an ideal commitment might be, and much could be monitoring, to ensure that legislation is designed to
learned from both the successes and failures of efforts to  maximise the chances of success and keep the risks of
guide and strengthen commitments by governments and  undesirable consequences to a minimum.
NGOs to ensure that decisions about public programmes 10 Whether countries would want to negotiate these
are well informed by research evidence. issues in an intergovernmental process, which could

We propose that governments and NGOs recognise take time and resources, is uncertain. However, this
their political and ethical obligations to make well challenge is global. Although specific details of any
informed decisions and to assess the effects of their legislation will vary, lessons can be learned through
programmes in legislation. The design of this legislation 15 collaboration on the development of a framework. It
should be developed on the basis of a thorough review of could also strengthen resolutions such as the Mexico
international experience both with directly relevant Statement. However, we are not suggesting that the
legislation, such as the legislation in Mexico, and other framework should be developed orimposed prescriptively
relevant initiatives and legislation—eg, with legislation by donors or international institutions. That would be
mandating environmental impact assessments and 20 unhelpful and might be harmful. It should be developed
legislative budget processes that need fiscal impact consultatively with a strong focus on building within
statements to be included for new programme proposals.  countries the full range of capacity needed to translate

The rationale for development of a framework is that research into policies and practices that will improve
formal commitments (legislation) and an international people’s lives.
framework to help design these initiatives could increase 25 Commitments such as those shown in panel 2 are
the likelihood that good intentions for the use of research  needed to ensure politically and ethically responsible
evidence to inform policy will be translated into effective  investments in programmes to improve health, social
actions. The details of any legislation clearly would need  welfare, education, and justice. They can help to ensure
to be adapted to a specific context, and such legislation that good intentions do more good than harm, and that
could be introduced in several ways—eg, as part of a 3o appropriate use of research evidence and impact
general appropriations act, as part of social development evaluations become an expected element of decisions
legislation (as in Mexico), as part of health legislation, or ~ about public programmes rather than an optional extra.
through regulations for government auditors. Contributors

To ease the development and passage of such legislation, ADO prepared a first draft of the report. All of the authors contributed to
we call on WHO to develop a framework for formal 35 subsequent revisions and endorsed the final version.
commitments by governments to improve the use of  Conflictsof interest
research evidence, and the World Health Assembly to We declare that we have no conflicts of interest. [A: I do not haV§ signed
endorse the adoption of such a framework. The WHO statements from H Mshinda. Please send to me as soon as possible]
Framework Convention on Tobacco Control (FCTC) is a  Acknowledgments ] )
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Activity: Focus on knowledge translation, with activities in capacity. standards, and organization
Policy Goal: Linking policy, practice, and products of research
Business Owner: Ulysses Panisset

Table 1. Headline Activities Undertaken in 2008/09

Event/Output

| Outcome/Impact

| Comments/Additional Information

Major Global Activities

Bamako Global
Ministerial Forum on
Research for Health -
November 2008

EVIPNet coordinated the
session “Knowledge-translation
platforms: Helping
policymakers and researchers
achieve greater impacts on
health and health equity.”
Knowledge translation
prominent in Bamako
Declaration on research for
Health.

EVIPNet was very visible and proactive
during the event: Stand; KT Session with 60
participants; official delegations commenting
during discussions (e.g. Brazil, Canada, U.K.,
Paraguay, Mali, Morocco, Netherlands,
Sweden, Trinidad & Tobago)

WHO - Executive
Board Meeting in
January 2009

Several member states and the
European Commission
mentioned EVIPNet as a key
example of how to promote
research to policy. The Chair of
ACHR highlighted the
achievements of the program.

Regional Committees
2009

Regional Committees in Africa
and the Americas made positive
remarks and/or asked to join
EVIPNet. Positive references
and expressions of support also
were voiced at PAHO’s 49"
Directing Council during the
discussion on the Policy on
Research for Health

Partnerships with
several WHO
Geneva-based
departments/programs
to produce policy
briefs with EVIPNet
methodology

TDR (co-organization of
Ethiopia workshop, common
call for proposals; strategic
work-plan, operational research
protocol); Non-communicable
diseases, Global Malaria
Program; AHPSR; Food Borne
Diseases; Equity; Gender,
Women and Health; Patient
Safety/Africa. Others in
negotiation for 2010

Development/refining
of methodologies

Implementation of Monitoring
& Evaluation protocol for 4
regions (1% meeting with Pls in
Kampala, Uganda in Sept.);

Methodologies piloted at country teams.
Documents adapted for each setting. A multi
region network activity
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development of tool kit for KT
platforms; in process:
development of a rapid-
response mechanism;
TDR/EVIPNet protocol for
operational research at district
level.

Dialogue about
Engaging Civil
Society in Supporting
Research Use,
Hamilton, Canada 23-
24 November 09

Identify how civil society and
public media can better promote
research use into policymaking

Promotion of WHO EVIPNet, McMaster

Health Forum, Ontario Agency for Health
Protection and Promotion, Global Health

Research Initiative.

Forum Havana Cuba
Innovating for the
Health of All - Nov -
09

Session on "Translating
Knowledge Translation into
Action: experiences in
innovation for policymaking,"
with report

Nov - 09 IANPHI
(International
Association of
National Public
Health Institutes)
Annual Conference,
Cape Town

Session on EVIPNet
methodologies and best
practices to strengthen
knowledge translation role of
NIPHs in strengthening health
systems.

EVIPNet AFRICA

1st EVIPNet Africa
Policy Brief
Workshop

Addis Ababa,
Ethiopia

February 2008.

8 researchers and 9
policymakers trained in
evidence informed
policymaking with EVIPNet
methodologies. 8 Policy briefs
drafted: scaling-up use of
Artemisinin Combined
Therapies for malaria.

Venue: Ethiopian Health and Nutrition
Research Institute

First country policy deliberative dialogues
(Burkina Faso, Cameroon)

African Ministerial
Conference on
Research for Health-
Algiers June 2008.

EVIPNet Africa Steering
Committee with concerted
intervention in the Conference.
Session on Knowledge
Translation and KT at the core
of Algiers Declaration

http://www.afro.who.int/declarations/
algiers_declaration_en.pdf

EVIPNet Malaria
Policy Brief
Workshop - France,
March 2009

Eight Policy briefs on ACTs for
Malaria treatment reviewed and
finalized. Several countries
conducted country deliberative
dialogues with policymakers,
researchers, and representatives
of civil society. Burkina Faso

Participating countries: Burkina Faso,
Cameroon, Central African Republic,
Ethiopia, Mali, Mozambique, Zambia,
Uganda..
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had evidence-informed policy
brief included and funded by
Global Fund country project.

Participation in
Regional consultation
on the framework for
the implementation of
Algiers, Brazzaville
Congo, April 2009

Declaration on Research for
Health & proposal to integrate
Health Systems research,
Information Systems, and
Knowledge management into
policy at institutional level.
Project for integration at district
level

Impact on AFRO Regional Committee:
framework approved by all member states
Sept. 2009

Launch of EVIPNet
Mali policy brief
development
workshop, Bamako
Mali, Mar. 09

Draft policy brief on supporting
the widespread use of ACT to
treat malaria in Mali

EVIPNet Africa
launch of EC FP7
SURE (Supporting
the Use of Research
Evidence for Policy
in African Health
Systems) work plan
and Policy brief
workshop on malaria
prevention, Kampala,
Uganda

First SURE/EVIPNet
organizational meeting and
policy brief workshop
Monitoring & Evaluation
workshop with Pls from
AFRO, AMRO, and EMRO
preceded the launch of the
project

EC FP-7 sponsored 5 year project to improve
knowledge translation in selected African
countries to strengthen health systems.

EVIPNet Ame

ricas

EVIPNet Americas
Capacity Building
Strategy Validation in
Geneva and Santiago,
Chile Oct. 08

Capacity Building Strategy
Validation

EVIPNet Support Team and Steering Group

Short SUPPORT
workshop on using
research evidence in
technical cooperation
in Quito, Ecuador
Nov. 08

Workshop evaluation report and
organizational alignment

PAHO Managers

EVIPNet Americas
SUPPORT workshop
on linking research to
policymaking -
Bogota, Colombia
Feb. 09

Workshop evaluation report

Policymakers from 4 countries from Latin
America and the Caribbean

EVIPNet Americas
Workshop on

Workshop evaluation report

with the SUPPORT-

Chief Medical Officers from 16 Caribbean
countries
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supporting research
use in policymaking -
Castries, Saint Lucia
Apr. 09

Collaboration and coordinated
by John Lavis

Apr - 09 Cochrane
Systematic Reviews
Workshop, El Paso,
Mexico

Cochrane systematic review,
including developing a protocol,
literature searching, assessing
risk of bias, data extraction,
statistical analysis, and working
with Review Manager 5. - Day
three addressed local resources,
advanced literature searching,
EPOC reviews, title
registration, and drafting
protocols.

Coordinated by the Canadian Cochrane Centre

EVIPNet Americas
workshop on
supporting research
use in policymaking -
Bogota, Colombia
Jun. 09

Workshop evaluation report

Policymakers from Latin American and
Caribbean countries, INCLEN and Cochrane

EVIPNet Trinidad &
Tobago: Policy brief
development
workshop in Port of
Spain, Trinidad Oct.
09

Official launching of EVIPNet
in T&T, with participation of
the Minister of Health,
researchers, representatives of
civil society and EVIPNet team.

Policymakers and national EVIPNet team

EVIPNet Americas
Policy Brief
development
workshop in
Santiago, Chile Oct -
09

Training of policy makers and
researchers of 9 country teams;
production of 9 policy briefs

EVIPNet Americas teams and PAHO focal
points for research

Bulletin “Engaging
Policy Makers to
promote evidence-
informed health
policies in Latin
America” with a grant
from Wellcome Trust

Spanish electronic bulletin
dedicated to Evidence informed
policy for Latin America geared
towards policy-makers and
technical officers from the Latin
American National Health
Authorities.

Proposal by PAHO, IberoAmerican Cochrane
Network and Ministerial Network for
Education and Research. Open access

EVIPNet ASIA

EVIPNet Asia policy
brief development
workshop
(Strengthening
primary healthcare) -

4 draft policy briefs on a range
of health systems strengthening
issues commissioned and 1°"
drafts completed by EVIPNet
teams in Shandong, Sichuan,
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Kuala Lumpur
Malaysia Feb - 09

Viet Nam and Malaysia

Peer Review of
EVIPNet Asia policy
briefs -

Peer reviewers commissioned
for each of the 4 briefs to
provide feedback on quality of
the report and provide support
on strengthening research
methods;

Workshop to deliver feedback
scheduled for Beijing, Dec 09
(thc)

EMRO

EVIPNet East
Mediterranean
Region, Orientation
workshop - Beirut
Lebanon, Jan. 09

EVIPNet Eastern Mediterranean
launched with 1 year work plan.

EVIPNet supports
development of KT
strategy of new
Morocco National
Institute of Public
Health

Workshop at Institute National
d"Hygiene and Minister of
Health in Rabat. Workshop in
Geneva: component at the core
of new NIPH strategy and in
national legislation

Institut National d'Hygiene (INH) will soon
change to Institut national santé publique

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional Information

June 2010 EVIPNet
Africa Regional
Workshop for
Researchers and
Policy Makers on
Gender, Women, and
Primary Health Care,
followed by country
policy dialogues

Policy briefs on different issues
related to gender and Primary
Health Care, with particular
focus on Women and Health.
Country policy dialogues with
researchers, policy makers,
representatives of civil society,
and the media

In collaboration with the Gender, Women,
and Health Department.

2010 Collaboration
between TDR,
EVIPNet and the
Global Fund ATM to
develop and
implement a HSR
protocol at two
districts in Burkina
Faso, to assess the
implementation of
evidence-informed
policy options at a

First draft of Research Protocol
of Burkina Faso and first
revision by workgroup
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local/district level

2010 Launch of
EVIPNet/e-
Portuguese network
in March 2010, with
a workshop on the
use of research
evidence in health

Brazil and Mozambique are
already active members of
EVIPNet. Angola, Cape Verde,
Guinea Bissau, , Portugal, Sao
Tome and Principe, Timor-Leste
will join the network. Develop a
policy brief and prepare a joint

Portuguese is the 6th most spoken official
language in the world. Builds on network
synergies and knowledge resources

systems. work plan.

2010 - WHO KT Organize a knowledge

Group translation work group to
improve standards and capacity
of KT activities within WHO
HQ, Regions, country offices

2010 Cochrane Opportunity to bring together

Colloquium various EVIPNet teams from

different regions. Networking
with producers of systematic
reviews.

Table 3. Future Developments

Objectives

Challenges/Opportunities

Comments/Additional Information

Consolidate EVIPNet
in 4 regions and
expand the number of
country members

Funding and increase in WHO
human resources at HQ and
regions

Increase internal
cooperation at WHO
on KT

All WHO promotes translation
of research evidence into policy:
the challenge is to improve
standards and capacity in HQ,
Regions, and country offices

EVIPNet Portal
Design

as global reference
for research to
policy/knowledge
translation

Human and financial resources

Mechanisms to
respond rapidly to
policymaker needs
for research evidence

Financial resources for
PolicyMaker tool evaluation;
Context Mapping at national and
district level,

M&E; pilot project in Uganda in
2010.

E-learning platform
on evidence informed
policy making

Provide online training,
methodologies, best
practices/standards to write

Usage of WHO product (Moodle)
Development and production environment
ready.
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policy brief, organize
deliberative dialogue, improve
evidence-informed policy
making process

Content already available in partnership
with McMaster University. AMRO’s
Virtual Campus.

Table 4. Key Issues

Provided for: Information, Discussion or
Decision?

1. How to scale up the participation of new countries that
are interested and increase funding (including
secondments from other organizations)

discussion

2. How to insert knowledge translation (and particularly
EVIPNet) in the international cooperation in health
agenda

discussion

3. Increase internal WHO cooperation on Knowledge
Translation

discussion
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Activity: Focus on knowledge translation, with activities in capacity. standards, and organization
Policy Goal: Linking policy, practice, and products of research
Business Owner: Ulysses Panisset

Table 1. Headline Activities Undertaken in 2008/09

Event/Output | Outcome/Impact | Comments/Additional Information

Major Global Activities

Bamako Global
Ministerial Forum on
Research for Health -
November 2008

EVIPNet coordinated the session
“Knowledge-translation platforms:
Helping policymakers and
researchers achieve greater impacts
on health and health equity.”
Knowledge translation prominent
in Bamako Declaration on research
for Health.

EVIPNet was very visible and proactive
during the event: Stand; KT Session with
60 participants; official delegations
commenting during discussions (e.g.
Brazil, Canada, U.K., Paraguay, Mali,
Morocco, Netherlands, Sweden, Trinidad
& Tobago)

WHO - Executive
Board Meeting in
January 2009

Several member states and the
European Commission mentioned
EVIPNet as a key example of how
to promote research to policy. The
Chair of ACHR highlighted the
achievements of the program.

Regional Committees
2009

Regional Committees in Africa
and the Americas made positive
remarks and/or asked to join
EVIPNet. Positive references and
expressions of support also were
voiced at PAHO’s 49" Directing
Council during the discussion on
the Policy on Research for Health

Partnerships with
several WHO Geneva-
based
departments/programs
to produce policy briefs
with EVIPNet
methodology

TDR (co-organization of Ethiopia
workshop, common call for
proposals; strategic work-plan,
operational research protocol);
Non-communicable diseases,
Global Malaria Program; AHPSR,;
Food Borne Diseases; Equity;
Gender, Women and Health;
Patient Safety/Africa. Others in
negotiation for 2010

Development/refining
of methodologies

Implementation of Monitoring &
Evaluation protocol for 4 regions
(1* meeting with Pls in Kampala,
Uganda in Sept.); development of
tool kit for KT platforms; in
process: development of a rapid-
response mechanism;
TDR/EVIPNet protocol for
operational research at district
level.

Methodologies piloted at country teams.
Documents adapted for each setting. A
multi region network activity

Dialogue about
Engaging Civil Society
in Supporting Research

Identify how civil society and
public media can better promote
research use into policymaking

Promotion of WHO EVIPNet, McMaster
Health Forum, Ontario Agency for Health
Protection and Promotion, Global Health
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Use, Hamilton, Canada
23-24 November 09

Research Initiative.

Forum Havana Cuba
Innovating for the
Health of All - Nov - 09

Session on "Translating
Knowledge Translation into
Action: experiences in innovation
for policymaking,” with report

Nov - 09 IANPHI
(International
Association of National
Public Health Institutes)
Annual Conference,
Cape Town

Session on EVIPNet
methodologies and best practices
to strengthen knowledge
translation role of NIPHSs in
strengthening health systems.

EVIPNet AFRICA

1st EVIPNet Africa
Policy Brief Workshop
Addis Ababa, Ethiopia
February 2008.

8 researchers and 9 policymakers
trained in evidence informed
policymaking with EVIPNet
methodologies. 8 Policy briefs
drafted: scaling-up use of
Artemisinin Combined Therapies
for malaria.

Venue: Ethiopian Health and Nutrition
Research Institute

First country policy deliberative dialogues
(Burkina Faso, Cameroon)

African Ministerial
Conference on
Research for Health-
Algiers June 2008.

EVIPNet Africa Steering
Committee with concerted
intervention in the Conference.
Session on Knowledge Translation
and KT at the core of Algiers
Declaration

http://www.afro.who.int/declarations/
algiers_declaration_en.pdf

EVIPNet Malaria
Policy Brief Workshop
- France, March 2009

Eight Policy briefs on ACTs for
Malaria treatment reviewed and
finalized. Several countries
conducted country deliberative
dialogues with policymakers,
researchers, and representatives of
civil society. Burkina Faso had
evidence-informed policy brief
included and funded by Global
Fund country project.

Participating countries: Burkina Faso,
Cameroon, Central African Republic,
Ethiopia, Mali, Mozambique, Zambia,
Uganda..

Participation in
Regional consultation
on the framework for
the implementation of
Algiers, Brazzaville
Congo, April 2009

Declaration on Research for Health
& proposal to integrate Health
Systems research, Information
Systems, and Knowledge
management into policy at
institutional level. Project for
integration at district level

Impact on AFRO Regional Committee:
framework approved by all member states
Sept. 2009

Launch of EVIPNet
Mali policy brief
development workshop,
Bamako Mali, Mar. 09

Draft policy brief on supporting
the widespread use of ACT to treat
malaria in Mali

EVIPNet Africa launch
of EC FP7 SURE
(Supporting the Use of

First SURE/EVIPNet
organizational meeting and policy
brief workshop

EC FP-7 sponsored 5 year project to
improve knowledge translation in selected
African countries to strengthen health
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Research Evidence for
Policy in African
Health Systems) work
plan and Policy brief
workshop on malaria
prevention, Kampala,
Uganda

Monitoring & Evaluation
workshop with Pls from AFRO,
AMRO, and EMRO preceded the
launch of the project

systems.

EVIPNet Americas

EVIPNet Americas
Capacity Building
Strategy Validation in
Geneva and Santiago,
Chile Oct. 08

Capacity Building Strategy
Validation

EVIPNet Support Team and Steering
Group

Short SUPPORT
workshop on using
research evidence in
technical cooperation in
Quito, Ecuador Nov. 08

Workshop evaluation report and
organizational alignment

PAHO Managers

EVIPNet Americas
SUPPORT workshop
on linking research to
policymaking - Bogota,
Colombia Feb. 09

Workshop evaluation report

Policymakers from 4 countries from Latin
America and the Caribbean

EVIPNet Americas
Workshop on
supporting research use
in policymaking -
Castries, Saint Lucia
Apr. 09

Workshop evaluation report
with the SUPPORT-Collaboration
and coordinated by John Lavis

Chief Medical Officers from 16 Caribbean
countries

Apr - 09 Cochrane
Systematic Reviews
Workshop, El Paso,
Mexico

Cochrane systematic review,
including developing a protocol,
literature searching, assessing risk
of bias, data extraction, statistical
analysis, and working with Review
Manager 5. - Day three addressed
local resources, advanced literature
searching, EPOC reviews, title
registration, and drafting protocols.

Coordinated by the Canadian Cochrane
Centre

EVIPNet Americas
workshop on supporting
research use in
policymaking - Bogota,
Colombia Jun. 09

Workshop evaluation report

Policymakers from Latin American and
Caribbean countries, INCLEN and
Cochrane

EVIPNet Trinidad &
Tobago: Policy brief
development workshop
in Port of Spain,
Trinidad Oct. 09

Official launching of EVIPNet in
T&T, with participation of the
Minister of Health, researchers,
representatives of civil society and
EVIPNet team.

Policymakers and national EVIPNet team

EVIPNet Americas
Policy Brief
development workshop
in Santiago, Chile Oct -

Training of policy makers and
researchers of 9 country teams;
production of 9 policy briefs

EVIPNet Americas teams and PAHO focal
points for research
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09

Bulletin “Engaging
Policy Makers to
promote evidence-
informed health policies
in Latin America” with
a grant from Wellcome
Trust

Spanish electronic bulletin
dedicated to Evidence informed
policy for Latin America geared
towards policy-makers and
technical officers from the Latin
American National Health
Authorities.

Proposal by PAHO, IberoAmerican
Cochrane Network and Ministerial
Network for Education and Research.
Open access

EVIPNet ASIA

EVIPNet Asia policy
brief development
workshop
(Strengthening primary
healthcare) - Kuala
Lumpur Malaysia Feb -
09

4 draft policy briefs on a range of
health systems strengthening issues
commissioned and 1% drafts
completed by EVIPNet teams in
Shandong, Sichuan, Viet Nam and
Malaysia

Peer Review of
EVIPNet Asia policy
briefs -

Peer reviewers commissioned for
each of the 4 briefs to provide
feedback on quality of the report
and provide support on
strengthening research methods;
Workshop to deliver feedback
scheduled for Beijing, Dec 09 (thc)

EMRO

EVIPNet East
Mediterranean Region,
Orientation workshop -
Beirut Lebanon, Jan.
09

EVIPNet Eastern Mediterranean
launched with 1 year work plan.

EVIPNet supports
development of KT
strategy of new
Morocco National
Institute of Public
Health

Workshop at Institute National
d"Hygiene and Minister of Health
in Rabat. Workshop in Geneva:
component at the core of new
NIPH strategy and in national
legislation

Institut National d'Hygiéne (INH) will
soon change to Institut national santé
publique

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional Information

June 2010 EVIPNet
Africa Regional
Workshop for
Researchers and Policy
Makers on Gender,
Women, and Primary
Health Care, followed
by country policy

Policy briefs on different issues
related to gender and Primary
Health Care, with particular focus
on Women and Health. Country
policy dialogues with researchers,
policy makers, representatives of
civil society, and the media

In collaboration with the Gender,
Women, and Health Department.

dialogues
2010 Collaboration First draft of Research Protocol of
between TDR, Burkina Faso and first revision by

EVIPNet and the
Global Fund ATM to

workgroup
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develop and implement
a HSR protocol at two
districts in Burkina
Faso, to assess the
implementation of
evidence-informed
policy options at a
local/district level

2010 Launch of
EVIPNet/e-Portuguese
network in March
2010, with a workshop
on the use of research
evidence in health
systems.

Brazil and Mozambique are already
active members of EVIPNet.
Angola, Cape Verde, Guinea
Bissau, , Portugal, Sao Tome and
Principe, Timor-Leste will join the
network. Develop a policy brief and
prepare a joint work plan.

Portuguese is the 6th most spoken official
language in the world. Builds on network
synergies and knowledge resources

2010 - WHO KT Group

Organize a knowledge translation
work group to improve standards
and capacity of KT activities within
WHO HQ, Regions, country offices

2010 Cochrane Opportunity to bring together
Colloquium various EVIPNet teams from
different regions. Networking with
producers of systematic reviews.
2011 - First To be funded by the

International
International
conference on
evidence-informed
health policy

SURE/EVIPNet EC project, in
Africa.

Table 3. Future Developments

Obijectives

Challenges/Opportunities

Comments/Additional Information

Consolidate EVIPNet
in 4 regions and expand
the number of country
members

Funding and increase in WHO
human resources at HQ and regions

Increase internal
cooperation at WHO on
KT

All WHO promotes translation of
research evidence into policy: the
challenge is to improve standards
and capacity in HQ, Regions, and
country offices

EVIPNet Portal Design
as global reference for
research to
policy/knowledge
translation

Human and financial resources

Mechanisms to respond
rapidly to policymaker
needs for research
evidence

Financial resources for
PolicyMaker tool evaluation;
Context Mapping at national and
district level;

M&E; pilot project in Uganda in
2010.
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E-learning platform on
evidence informed
policy making

Provide online training,
methodologies, best
practices/standards to write policy
brief, organize deliberative
dialogue, improve evidence-
informed policy making process

Usage of WHO product (Moodle)
Development and production environment
ready.

Content already available in

partnership with McMaster

University. AMRO’s Virtual

Campus.

Table 4. Key Issues

Provided for: Information, Discussion or
Decision?

1. How to scale up the participation of new countries that are | discussion
interested and increase funding (including secondments from

other organizations)

2. How to insert knowledge translation (and particularly discussion
EVIPNet) in the international cooperation in health agenda

3. Increase internal WHO cooperation on Knowledge discussion

Translation
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Activity: Code of conduct — Good research practice
Policy Goal: Standards: promoting good practices and setting norms and standards
Business Owner: Davina Ghersi / Rob Terry

CAIS43/ACHR52/09.25

Table 1. Headline Activities Undertaken in 2008/09

Event/Output Outcome/lImpact Comments/Additional
Information

nil

PAHO

Members of the ACHR A list of members has been agreed with 2 Leading topics include

and Secretariat have agreed
to set a Subcommittee to
advance this.

members of the CAIS/ACHR taking the lead
(Trudo Lemmens and Lisa Bero)

- Guidelines for PAHO
Guidelines,
alignment/coordination with
WHO Guidelines Review
Committee a priority (See
Guidelines summary).

- Clinical trial registration and
seeking efficiencies and
collaboration with other regions
(AFRO in particular has been
mentioned, See ICTRP Summary)
- Outcomes report

Integrate trial registration
into PAHO’s research and
research reporting (lead by
example)

Trial registration integrated into PAHO’s
eManual for staff and the Standards Operating
Procedures of the Ethics Review Committee.
A position paper on Trial Registration
(including the Pan American Journal of Public
Health) published (June 2006)
http://journal.paho.org/index.php?a_1D=510

Clinical Trial Registration is a
requirement in PAHO

PAHO’s Journal leading by
example.

Recommendations submitted
upon review of draft publications

policy.

International statements on
standards for research
reporting being adapted
and translated for
dissemination across the
region.

Agreement with the EQUATOR Network to
make contents available in Spanish, Portuguese
(and possible French) in open access.
Enhancing regional representation in working
groups and expert committees.

Table 2. Headline Activities Planned for 2010/11

Event/Output Intended Outcome/Impact Comments/Additional Information
nil The code of conduct has the potential to It is unlikely that progress will be
have significant impact on the research made on compiling and
conducted by the organization implementing the code of conduct
until such time as resources to
implement the WHO Research
Strategy are identified
PAHO

Consolidation of the
CAIS/ACHR Subcommittee
on Standards

Guidance establishing priorities and
initiatives to advance this objective.

This is a novel working modality of
an advisory group that will hold
mostly virtual interactions;
processes and protocol being
defined. Secretariat needs to have
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the skills and resources in place to
support the subcommittee.

Implementation of regional
Primary Register(s)
registering clinical trials in
Spanish and Portuguese and
feeding into the ICTRP
Metaregister.

Registration free to end users and
significant increase in adherence and
visibility for clinical trials from Latin
America and the Caribbean.

Maintenance of register and
translation processes need to be
ironed out.

Dissemination of standards

Pan American Journal of Public Health
supporting EQUATOR Network AND
releasing statements in Spanish, Portuguese
and English in open access in coordination
with other leading journals

PAHO’s Journal leading by
example and working through
BIREME/Scielo with network of
editors to enhance adherence to
standards.

International statements on
standards for research
reporting being adapted and
translated for dissemination
across the Region.

Agreement with the EQUATOR Network
to make contents available in Spanish,
Portuguese (and possible French) in open
access.

Enhancing regional representation in
working groups and expert committees.

Building on existing regional
networks to engage editors, funding
agencies (including science &
technology institutions and medical
research councils) and ethics review
committees.

Regularize internships with
PAHO

Signed agreements with several leading
academic institutions seeking a steady flow
of interns to contribute to these initiatives
and nurture skills and leadership. Initiative
coordinated with Internship and Practicum
Program.

Agreements signed in 2009, seeking
internships to begin in 2010.

Table 3. Future Developments

Obijectives

Challenges/Opportunities

Comments/Additional Information

Integrate key development to
other relevant policies and
PAHO administrative
processes (eg. Procurement
tools linked with research
inventories, Publications

policy)

Integration of various policies, avoiding
discrepancies or conflicting statements.

Requires complex consultation
processes and negotiation.

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. Resources as mentioned in Table 2

Information

PAHO

1. Resources and skills in place to lead and implement processes

2. ldentifying and strategically engaging key partners.

3. Establishing a working process for the subcommittees, defining protocol,
operating procedures, evaluation and work method.
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Activity: Knowledge Management

Policy Goal:

Business Owner: Najeeb Al-Shorbaji
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Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional
Information

Global Institutional
Repository (GIR) (part of
multilingualism resolution)

Global Working Group (GWG) has reached
consensus on set of international standards
for interoperability and agreement on final
open source system to be used.

GWG includes staff from
regional offices, headquarters
and some country offices; from
across activities/services related
to information management and
dissemination (i.e. libraries,
web teams, publishing, IT
teams, records and archives).

GIFT (Global Information
Full Text)

Ensuring that WHO scientific and research
work has been based on the best and most
current evidence.

Since 2002, GIFT has provided
WHO staff worldwide with
24/7 access to priced scientific,
technological and medical
journals and databases.

WHA resolution on
Multilingualism approved

Plan of action on Multilingualism launched-
More information available in multiple
languages

All Regional offices involved

Revised WHO publication
policy approved.

More quality control on WHO publications

Greater emphasis on peer
review of publications

WHO collaborating centres

A thorough review of proposals for new
designation and redesignation of WHOCC
had resulted in a smaller number of
WHOCCs with better defined workplans in
support of WHO's programmes.

All regional offices involved.

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional
Information

Global Institutional
Repository

Implementation of system and transfer of
data and full text from existing HQ and
Regional Offices databases.

The system will house all
WHO's intellectual output in all
official languages and other
languages. Will have a web-
based search interface in
WHO's six official languages.

In-depth research & Training

Online training and distance learning for
WHO staff on systematic reviews and
information research techniques.

Includes the creation of online
modules for self-learning in
multiple languages.

Expanded program of Global
Health History seminars

Wider audience through webinar broadcast.

Witness seminars to be held at
HQ and regions.

Multilingual training of
journalists in Health Topics

Better coverage of Health (including
health research) in media

Awaiting conformation of
funding

WHO collaborating centres

Workplans and annual reports of all
existing WHOCCs are made available to all
WHO staff.

Already implemented in 2008
for headquarters, but only now
reaching all country offices.
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Table 3. Future Developments

Obijectives

Challenges/Opportunities

Comments/Additional
Information

GIR - retroactive scanning

20 million pages in multiple languages to
scan retroactively over a period of 60+
years (in WHO HQ and Regional Offices)

GIFT

Cost-sharing across WHO offices.

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. GIR - funding/partnerships for retroactive scanning

Discussion

2. GIR - federated searching of other international repositories

Discussion

3.
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Activity: Overview of research at WHO 2006/07 + Annexes 1- 5

Policy Goal: Priorities

Business Owner: Rob Terry

Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional
Information

Research at WHO completed
2006/07

First comprehensive overview
of research activities.

Table 2. Headline Activities Planned for 2010/11

Event/Output Intended Outcome/Impact Comments/Additional
Information

Research at WHO 2008/09 Repeat overview place on
research portal

Create WHO database on Improved communication.

research + web portal
including a classification
system for research

Data will enable coordination
and management to research at
WHO

Publish the results in a peer
reviewed journal (e.g. The
Bulletin)

Table 3. Future Developments

Objectives

Challenges/Opportunities

Comments/Additional
Information

Roll out for Regional Offices

Create a more comprehensive
picture of research at WHO

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. Comment on the content, definition and analysis used in the
overview. Recommend data and/or analysis for future

overviews

Discussion
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Overview of research activities associated with the World Health
Organization: results of a survey covering 2006/07

Summary
Objective: To provide an overview of the research associated with WHO in 2006/07

Methods: the sources of information were obtained through a survey questionnaire and interviews with
senior staff operating at WHO HQ in Geneva. Research type, purpose and resources (both financial and
staff) were defined and compared for each of the 37 departments identified and a comparative analysis was
made with the global burden of disease. A framework for communicating priority areas, developed as part
of developing the WHO strategy on research for health was used to describe at a high level the strategic
approach to research in 16 departments.

Findings: the total amount of research expenditure in 2006/07 (n=34) was US$215 million and of the staff
included in the survey 45 %, 549 out of a total 1208, are reported as being involved with research under the
definitions used here. Approximately 80 % of the funds allocated to research are voluntary contributions
earmarked for a specific project/disease. Departments (n=13) reported that 92 % of the projects they
supported were in a low or middle income country with the principal investigator in 64% of these projects
from a non-OECD country.

The Organizational-level approach to research is that it is focussed on policy, advocacy, health systems and
population based research; primarily undertaking secondary research using published data and
commissioning others to undertake this work through contracts or research grants. Departments report
working with over 60 research networks, alliances and partnerships. In contrast when research activity is
assessed by looking at resources, the majority of the research budget WHO disperses is funding primary
research in basic and clinical areas, product development and vaccine initiatives. When compared with
DALYs 84 % of the funding WHO allocates to research goes to Type I diseases (communicable, maternal,
perinatal and nutritional diseases) which represents 40 % of DALYs compared to 4% allocated to Type II
(non-communicable diseases) which contributes to 48% of DALYs. The picture is the same for the number
of staff allocated to research in this area and tends to support the findings of others that the allocation of
WHO resources generally and for research is skewed towards infectious disease.

Interpretation: The difficulty in undertaking this survey and the length of time required to extract these
data highlights the complexity of obtaining an Organization-wide assessment of research activity. There
are no common standards for research classification, methods for priority setting or governance
arrangements. Without any existing mechanism(s) for Organization-wide priority setting or the sharing of
working practice - good or bad - it is not obvious how this situation will change. The implementation of the
WHO strategy on research for health will therefore provide a good opportunity to build on the findings
presented here and institutionalize the regular collection, analysis and communication of this data.

Introduction

World Health Assembly resolution WHAG60.15 requested the Director General of WHO to "submit to the sixty-
second World Health Assembly (2009) a strategy on the management and organization of research activities
within WHO"

This was duly done and a draft WHO strategy on research for health was prepared'. One element of this work was
to provide an overview of current research activity that WHO is associated with and the findings of that survey
are reported here. A previous survey of WHO research activities, undertaken by Sida in 2005, covered half the
departments (17) within programmes operating out of the WHO headquarters in Geneva’. The aims of this survey
were to obtain input from all HQ departments plus two collaborating centres where WHO has a major governance
role in order to:

e Provide a measure of WHO's organizational role in supporting primary and secondary research and capacity
building; and

e Facilitate a comparative analysis of research activity between programmes.
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Methods

Definitions
Department

Is used as a collective term to describe the 37 operational units covered by this survey. It is important to note the
considerable range in size and purpose of these operational units from 1-2 staff undertaking research within a
WHO programme to departments where research is the primary focus of the programme or dedicated research
centre.

Research

We worked with the departments to define research activities that WHO is associated with in line with the
definition developed in the WHO strategy on research for health.

Research was defined there as the development of knowledge with the aim of understanding health challenges and
mounting an improved response to them. This definition, in the research for health strategy, covers a spectrum of
research, which spans five generic areas of activity: measuring the problem; understanding its cause(s);
elaborating solutions; translating the solutions or evidence into policy, practice and products; and evaluating the
effectiveness of solutions.

Primary and Secondary Research

In each of these generic areas we used the term primary and secondary research where secondary research is
research that uses existing data through analysis and/or synthesis and primary research is activity that generates
new - primary - data. There is no intended hierarchy in the use of these terms, both are essential activities to
generate new knowledge.

The term "research WHO is associated with" covers research that WHO manages directly, as well as the research
that it funds or commissions and situations where the Organization has played a technical or advisory role. It also
covers those activities concerned with research stewardship functions, policy creation and advocacy.

The research activities described are either undertaken or managed by WHO directly - defined as conducted
research - or funded through contracts or grants - defined as commissioned research. The research was
categorized further using the following definitions agreed with the departments:

® Basic science research: laboratory based, molecular or genetic, for example vaccine development

e (Clinical: health research involving human participants most typically as a clinical trial. This is defined within
WHO as any research study that prospectively assigns human participants or groups of humans to one or
more health-related interventions to evaluate the effects on health outcomes. Interventions include but are not
restricted to drugs, cells and other biological products, surgical procedures, radiological procedures, devices,
behavioural treatments, process-of-care changes, preventive care, etc.

e Health services / health systems research: examination of recipients of care, health financing and
administration, health service delivery and the structure of health care systems.

e Population based research: the examination of individuals within a larger scale, examining the social
determinants of health, looking at the impact of environment on health, larger community-based research and
cohort studies.

e Policy and advocacy: research to understand the transformation of evidence into practice, how evidence can
best be used to improve public health.

The routine collection of data for surveillance was not included in this definition as a research activity.

Survey questionnaire and other sources of information

The full list of the departments surveyed and their acronyms, is shown in Annex 1. The survey questionnaire was
developed using the definitions agreed above and the final questionnaire is shown in Annex 2. This questionnaire
was completed by 35 departments of WHO based at the Geneva headquarters between January - December 2008,
follow up work continued until May 2009. Each department provided answers to cover the two year budget
(biennium) for 2006/07. In addition two major research institutes, the Kobe Centre for Health and Development,
in Japan and the International Agency for Research on Cancer (IARC) in France, were included as WHO has
direct involvement with their governance arrangements. With regard to the WHO Collaborating Centres these
have been subject to a separate review and were not included here. A document describing their relationship to
WHO in providing technical advice to the operational programmes is available’.
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The General Management and the Director General's Office at HQ, were not included as well as a number of new
initiatives that were not operational at the time of the survey. These include the Intergovernmental Working
Group on public health, innovation and intellectual property4, the WHO initiative on climate change and human
health’ and the Agriculture and Health Research Platform®. More information on each of these initiatives is
available on their websites.

Due to a limitation of time and resources the research managed and undertaken through the WHO Regional
Offices, that does not have direct involvement from HQ, was not covered by this survey.

For some of the analysis used in this report these departments are grouped together according to a research area.
This corresponds broadly, but not precisely, to the departmental arrangements used in the Organization (called
clusters within WHO) but allowed for one of the dedicated research departments, the Special Programme for
Tropical Disease Research and Training (TDR), to be represented separately due to the significance of its research
activity7.

Using this approach, and with the agreement of the departments, research areas in WHO were grouped by the
following broad areas:

. Family & Community Health (including: the Initiative for Vaccine Research, Special Programme of
Research, Development and Research Training in Human Reproduction and Polio Eradication
Initiative)

. Health Action in Crises

. Health Security & Environment

. Health Systems & Services (including World Alliance for Patient Safety)

. HIV/AIDS, TB, Malaria & Neglected Tropical Diseases

. Information, Evidence & Research (TDR is shown separately)

U International Agency for Research on Cancer (IARC)

. Noncommunicable Diseases & Mental Health (including WHO Centre for Human Development, Kobe)
. Special Programme for Tropical Disease Research and Training (TDR)

The information collected in the questionnaire was supplemented by using published reports, information taken
from the central financial and administrative databases of WHO and by conducting interviews with the Director
for each department or a senior member of staff nominated by them. A summary of the research activities for each
department was produced and approved by the Director or a senior staff member nominated by them.

The Radar diagrams - spider graphs (Figures 3 and 4)

The radar diagrams were generated by asking the departments to provide an estimate of its scale of support in two
areas. The type of approach used in funding research (contracted vs. commissioned) and the nature of the support
across a range of defined research areas. The following value scale was used:

0 = No support

1 = Low support
2 = Some support
3= Strong support

The results were then aggregated across all departments and normalised to a scale of O - 100, so that low support
falls between O - 33; some support = 34 - 66 and strong support = 67 - 100. Therefore a score of over 66
represents the majority of the departments reporting some/strong support in this area. The diagram affords equal
weight to each departmental response so it is important to note the radar diagram provides a visual representation
of the current approach, or strategy, taken by the Organization as a whole rather than quantify the output of that
approach i.e. it does not include a weighting measure such as research funds dispersed. It is also important to note
a department could record strong support in more than one area as the areas are not mutually exclusive.

The 'Bubble’ diagram (Figure 5)

To give a high level overview of research at WHO in one diagram the following approach was taken.
Departments were asked to estimate in percentage terms the degree to which the research they were associated
with was either primary or secondary research (x-axis) and further define whether they were conducting or
commissioning the research (y-axis). The results were then grouped into the research areas listed above and
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plotted against these two axis taking the higher percentage figure in each set as the coordinates. For example, a
group that reported its support for research as 60% primary : 40% secondary research and 30% conducted : 70%
commissioned was plotted as x= 60 and y=70. A department reporting an equal split between its approaches
(50% : 50%) would appear in the centre. The position of each research group/department was represented as a
circle or bubble centred around those coordinates and the diameter of the bubble is in proportion to the research
funds it dispersed in 2006/07.

Comparing the research WHO is associated with against the global burden of disease estimated by
disability adjusted life years 2004 - DALYs® (Figure 6).

In order to undertake this comparison we followed the method outlined by Stuckler et al in their paper on WHO's
budgetary allocations and burden of disease’. We grouped the research WHO is associated with into four
categories type I Infectious disease; type I non-communicable diseases and type III injuries and violence. There
were also a number of departments that conduct research for which there is no corresponding estimate of DALY.
We called this group Capacity and this includes the departments working on health and research policy and
systems, the health workforce, health financing, essential medicines and technologies, public health and patient
safety. Annex 1 records the categorization by DALY Type used for each department.

To quantify the WHO response in each category we compared the DALY with the percentage of funding and the
percentage of professional staff allocated to that area. Results were presented including and excluding IARC as
this represents a large proportion of resource dedicated to cancer and tended to obscure the findings in other areas.

A framework for communicating the research approach of each department - the pentagram (Annex 5)

As indicated in the definitions section, during the development of the research for health strategy a framework to
describe the span of research activity to address a priority research need was developed. The span divided
research for health into 5 generic areas and arranged them into a pentagram. The five areas were defined as:

* measuring the magnitude and distribution of the health problem

¢ understanding the diverse causes or the determinants of the problem, whether they are due to biological,
behavioural, social or environmental factors

* developing solutions or interventions that will help to prevent or mitigate the problem
* implementing or delivering solutions through policies and programmes
« evaluating the impact of these solutions on the level and distribution of the problem.

The term “health problem” is used in this strategy to refer to a major cause of ill-health or health inequity,
whether actual or prospective. It includes the following: diseases such as HIV/AIDS or mental illness; risks to
health such as obesity, poverty or climate change; and obstacles to effective systems performance, such as unsafe
care or inequitable financing of health services.

Each department was then asked to map its research approach onto this framework indicating in each segment the
degree of its involvement (low being near the centre) and summarize this on the diagram with a red circle.
Obviously the boundaries between each area overlap, are indistinct and there are translation issues that need to be
addressed in moving from one area to another.

However, the purpose of this exercise is to produce a schematic diagram which represents, at a high level, the
research approach, or strategy, of each department in relation to these five areas. In developing its strategy the
departments would prioritize their role so that they add value to the activities of other stakeholders active in the
area in line with the 6 core functions of the Organization. These core functions are: shaping the research agenda
and stimulating the generation, translation and dissemination of valuable knowledge; providing leadership; setting
norms and standards, articulating evidence-based policy options, providing technical support and monitoring the
health situation.

The output from 16 departments that completed this exercise is shown in annex 5. This enables both a quick
overview of the individual departments and a comparison between departments.
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Limitations of this report

All the information described here is that reported by the departments themselves and while we sought
clarification on a number of points it is without independent verification. Efforts were made to standardize the
responses across the departments but it is important to recognize there is a large range in the degree of research
activity within WHO from those departments with a dedicated research focus dispersing millions of dollars, e.g.
RHR/HRP and TDR, to departments where research is only one element of their total workplan.

In many programmes research activities are embedded within operational activities and the boundary between
research and operation activities is difficult to disaggregate. As a result a number of departments were unable to
exactly quantify the specific number of 'research projects' but counted projects which contained an element of
research.

The definitions of research used here generated considerable debate and in most cases it was only possible to
work with a majority consensus as opposed to universally accepted terms or a defined standard. Therefore, many
of the responses reported here, out of necessity, are subjective and qualitative judgements often made by one or
two senior individuals within a department. It is also important to note that the findings reported here are a
snapshot in time of a situation which is dynamic and responding to the changes in global health research.

While there was a 100% return rate for the questionnaire we did not receive any financial information on research
funding expenditure from three departments: Epidemic & Pandemic Alert & Response, Recovery & Transition
Programmes and the Health Metrics Network.
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Results

A questionnaire response was obtained from all 37 departments covered by the survey 100% (n=37). However,
the response rate for individual questions varied and this is noted in the text.

Staff and funding expenditure

Thirty six of the departments surveyed (n=37) reported an element of research activity in line with the definitions
used. KMS which includes the library, eHealth initiatives and WHO Press, did not report any research activities.
For 13 departments more than half their staff are involved in research and in addition to the two research centres
(IARC and Kobe) 5 of the departments (Alliance HPSR, IVR, RHR, RPC and TDR) report that research is their
primary activity. Of the staff included in the survey 45%, 549 out of a total 1208, are reported as being involved
with research under the definitions used here.

The total amount of research expenditure in 2006/07 (n=34) was US$215 million and if the two collaborating
centres are excluded the total is US$161 million (Figure 1). Figures were not available from Epidemic &
Pandemic Alert & Response, Recovery & Transition Programmes and the Health Metrics Network. Within HQ
(excluding IARC and Kobe) more than half of this funding is dispersed by 3 departments the Initiative for
Vaccine Research and Reproductive Health and Research within the Family and Community Health cluster and
the Special Programme for Training and Disease Research (TDR). These 3 departments contain 21% of the staff
involved with research.

The remaining departments at HQ (n=29) each reported expenditure of US$9 million or less with 13 reporting
individual expenditure of under US$1 million.

However, it is worth noting these 29 departments contain nearly 80% of the staff reported to be involved with
research. This resource information is summarized in Annex 1.

WHO Health Research Expenditure $USD millions
2006/07

66.70 @ Information Evidence and

Research
O Health Actionin Crises

0O Health Systems and Services

51.40

295 @ Health Security and

570 Environment
B Noncommunicable Diseases

8.42 and Mental Health
m HIV/AIDS, TB, Malaria &

8.86 NTDs
@ TDR
10.13

B International Agency for
44.60 16.25 Research on Cancer

@ Family and Community Health

Figure 1 (n=34)

Partnerships

While the total sum of money WHO distributes is modest compared to global figures WHO rarely operates in
isolation and every department reported that it's work was often undertaken as part of an alliance, partnership or
research network. Often it is WHO itself that is the host for the network secretariat. A list of more than 60
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alliances, partnerships and networks reported here is shown in Annex 3. This survey does not measure the
leverage effect of WHO funding but suggests this could be considerable.

Source of research funds utilized by WHO 2006/07

O WHO, UN Agency or
International Funding Initiatives
m Government Funding Agencies

O Academic Sources e.g.
University Inst

W Private Sources e.g. industry
and pharma

@ NGOs, Foundations & Charities

Figure 2 (n=37)
The source of funds

Information on the source of funds for the research WHO is associated with shows that approximately 20% comes
from within the UN system. The means 80% is from other sources the main two being government funding
agencies (40%) and NGOs, Foundations and Charities (27%). The remaining sources are private (industry) 7%
and academia 5% (Figure 2).

This 80% is considered voluntary contributions which the departments will often have to apply for. Therefore,
the majority of funds WHO disperses is designated funding, earmarked for specific projects. This means there is
a close association between the donors that support WHO and the research WHO supports.
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RESEARCH FUNDING DISTRIBUTED BY WHO - HQ
2006/07
Scale of support: Low (0-33) Some (34-66) Strong (67-100)

Contract Research
60

Research Grants
(calls for proposals)

Funding for Institutions ©

Fellowships & Awards (individuals)

Figure 3 (n=35)

How the research money is distributed

WHO has two main approaches to the distribution of research funding. Research is commissioned through
contracts or distributed as grants through open proposals to projects, to institutions or individuals as fellowships
or travel awards (Figure 3).

The diagram shows that, for the Organization as a whole, the main funding approaches are for commissioned
research contracts and research grants awarded in response to an open call. Funding for individuals is only
reported as strong in IARC with some fellowships available through RHR and TDR.
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RESEARCH AREAS SUPPORTED BY WHO - HQ
2006/07
Scale of support: Low (0-33) Some (34-66) Strong (67-100)

Basic Science Research
80

60

40

Policy & Advocacy

Clinical Research
Research

Health Services/ Systems
Research

Population Based Research

Figure 4 (n= 35)

Research areas supported by WHO

Departments described the degree of support they have for 5 different research areas: basic science, clinical,
health services/systems, population based, policy and advocacy. This information was aggregated to provide an
overview for the Organization (Figure 4).

This diagram illustrates that the approach towards research at an Organizational level is focussed on policy and
advocacy, health services and systems research and population based research. This is what might be expected
considering the mission of the Organization.

Basic and clinical research tends to be supported in those departments with research as a major activity or primary
focus and includes TDR, IARC, RHR, IVR CAH, NTD, FOS and GMP. It is in the basic and clinical areas where
the majority of resources to support research are spent.

Page 10 of 23





CAIS43/ACHR52/09.27

Research at WHO - HQ 2006/07
PRIMARY RESEARCH
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(& expenditure in
2006/7 USD$
million 100%
SECONDARY RESEARCH
KEY TO COLOURS (US$ million)
Information Evidence & Research (3) Health Security & Environment (9)
Health Action in Crises (6) HIV/AIDS, TB, Malaria & NTDs (16)
Noncommunicable Diseases & Mental Health (10) IARC (51)
Family & Community Health (67) TDR (45)

Health Systems & Services (8)

Notes: a department in the centre is reporting an equal 50%:50% distribution across both the x and y axis.

Figure 5 (n=36)

Figure 5 is an attempt in one diagram to represent the research approach taken by WHO in relation to primary and
secondary research plotted against whether the research is directly managed by WHO or commissioned i.e.
undertaken by others. The diameter of the circle ('bubble') is in proportion to the research spend in 2006/07 for the
research group or individual department as labelled. It is important to note a circle near the centre is reporting an
equal distribution across both the x and y axis. The diagram provides a visual representation to enable a
discussion of the strategic organizational approach as a whole. It poses the question: should the Organization be
evenly spread across all quadrants of the graph or concentrated in one area e.g. the bottom right hand corner -
primarily commissioning secondary research?

For WHO in 2006/07 the research departments are found in all four quadrants showing there is support across
primary and secondary research that is both commissioned by the Organization and managed by it. The majority
of the departments are shown as having a higher percentage of support for secondary research. However the
majority of the research expenditure supports primary research and this is where TDR, RHR, IVR and CAH, at
HQ, and IARC were plotted.
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Comparing the research WHO is associated with against the global burden of disease estimated by
disability adjusted life years for 2004

Research Expenditure 2006/2007 Comparison to Global DALY 2004

90% 1

84%

80% -

70%

60% A

50% A 48%

40% A

30% A 27%
20% A
12%

. 8%
. o w 6%
4% 3% b m

| COMMUNICABLE DISEASE, INONCOMMUNICABLE IIINJURIES, WAR AND VIOLENCE CAPACITY
MATERNAL, PERINATAL, AND DISEASES
NUTRITIONAL DISEASES

10% 1

0% -

DALY classification by group
Bincluding IARC W excluding IARC ODALY

Professional Staff involved in Research ( 2006/2007) compared to DALY 2004
80%
70% 1 6%
60% -

50% A 48%

40% -

30% 1

24%

22%
20% A 18%

12%

10% 9
7% o 5%
N/A
0% -
| COMMUNICABLE DISEASE, Il NONCOMMUNICABLE 11l INJURIES, WAR AND CAPACITY
MATERNAL, PERINATAL, AND DISEASES VIOLENCE

NUTRITIONAL DISEASES
DALY Classification by group
Bincluding IARC M excluding IARC ODALY

Figure 6

Comparing research expenditure 2006/07 to the DALY for 2004 (Figure 6) shows that, when IARC is excluded,
84% of the research budget is allocated to type I diseases that accounts for 40% of estimated DALYs; 4% of the
research budget is allocated to type II Non-communicable disease that accounts for 48% of estimated DALY and
4 % of the research budget is allocated to type III Injuries, war and violence that accounts for 12% of estimated
DALYs. In Capacity (our definition) 8% of the budget is allocated with no estimation for DALYs.

When a comparison is made of the number of staff allocated to research in these DALY types shows a similar
pattern with a greater proportion of staff associated with research in Type I diseases, 66% (excluding IARC) than
in type II, 7% (excluding IARC).
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Number of projects and geographical spread

Number of projects and geographical spread (estimated) Total

Number of projects supported 1213 (n=22)"

Number of projects led by a Principal Investigator from an OECD | 108 in 299 projects (n=13)"
country

Number of projects operational in an OECD country 24 in 299 Projects (n=11)"
* Includes IARC but data for 15 departments n/a b Excludes IARC
Table 1

For many departments research is not a discrete activity but embedded within the programmes. When asked to
identify the number of separate research projects the departments were supporting this proved difficult to obtain.
There were 22 departments that provided an estimated figure and this identified 1213 projects that are being
supported.

Of the departments that responded 13 estimated that the principal investigator was from an OECD country in 108
(36%) projects out of a total of 299 supported by these 13 departments and 24 of these projects were based in an
OECD country (8%).

The figures collected here are an underrepresentation of current activity but indicate that the majority of WHO
support for research is in the middle and low income countries with researchers from those countries. In this
sample 92% of the projects are operational outside of OECD countries.

Support for capacity building

Each department stated that capacity building was an objective central to its support for research. The types of
capacity building activities that were described included training workshops, direct support for individuals
through fellowships and travel grants, and building capacity through research partnerships, most typically a
collaboration with researchers from a high income country. The data on geographical spread and the recipients of
funding support this assertion.

Governance

Three types of governance and technical advice arrangements were described by 21 departments. These were:
1) Secretariat - the WHO secretariat make the final decisions on departmental strategy and budget.

2) Technical - the department receives advice and input from one or more technical groups

3) Governance - the WHO secretariat is answerable to a governance board that has the authority to decide on
strategy and operational budget.

Figure 6 shows how combinations of these arrangements are utilized across the Organization. All of the
partnerships and alliances have a governance body that is constituted with members from the organizations that
form the partnership. Ultimately authority rests with the World Health Assembly through the Executive Board
and most of the programme and partnerships have their origin in a WHO resolution passed by the Member States.
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Governance of research at WHO - HQ

\
All Three 1 (1) Governance Group
1) & () 5 (2) Technical Group
(3) Secretariat

(1) &(@3) 3
@) &(3) 15

(1) 3

@)

@) 4

No Information 16
0 2 4 6 8 10 12 14 16 18

Figure 7

Global Governance

In 1959 the Health Assembly established the Advisory Committee on Medical Research, renamed the Advisory
Committee on Health Research (ACHR) in 1986. The ACHR still operates today under the following terms of
reference'’:

® to advise the Director-General on the general orientation of WHO's research;

e to advise on the formulation of global priorities for health research in the light of the policies set by the
World Health Assembly and the Executive Board and on the basis of regional priorities evolved in response
to the health problems of the countries;

® toreview research activities, monitor their execution and evaluate their results, from the standpoint of
scientific and technical policy;

e to formulate ethical criteria applicable to these research activities;

e to take a prominent part in the harmonization of WHO's research efforts as between the country, regional and
interregional levels, and in their effective global synthesis;

There is a provision for an ACHR within each region, although not are all equally active, and the terms of
reference are broadly the same as the global committee with a focus on advising the Regional Director on
formulation of policies for the development of health research in the Region, in accordance with directives
provided by the governing bodies (World Health Assembly, Executive Board and Regional Committees) and
within the framework of the global WHO policy. This formulation includes the identification of national and
regional priorities.

Priority setting

Priority setting is dependent on the governance arrangements described above. For those departments with a
technical advisory group this body either advises on strategy and priority or, if it is linked to governance either the
technical group has the authority to approve or reject the strategy or it makes recommendations to the governing
board.

Various processes of deciding on priorities were described by the 19 departments that provided input to this
section of the report. The most common approach was the development of a strategy following consultation with
technical experts. This strategy is then approved by the highest decision making body the department is
responsible to.

There is no common method for setting priorities within the departments and no mechanism across the
Organization for discussing the research portfolio of the Organization as a whole.
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Discussion

Research activity, in varying degrees, is found throughout the operational departments based at WHO HQ and
nearly half of the staff (45%) are involved in research activities as defined here.

The strategic 'shape’ of the Organizational-level approach to research when asking staff for their opinion is that it
is focussed on policy, advocacy, health systems and population based research; primarily undertaking secondary
research using published data and commissioning others to undertake this work through contracts or research
grants. This approach is broadly in line with the stated strategy of the Organization as whole. The departments
report working with over 60 research networks, alliances and partnerships. (Annex 3). This suggests that while
the funds WHO itself has for supporting research are modest compared to global resources, the leverage effect of
being an active partner in the research effort is quite considerable.

In contrast to the above summary, when research activity is assessed by looking at resources, the majority of the
research budget WHO disperses is funding primary research in basic and clinical areas, product development and
vaccine initiatives. When compared with DALY 84% of the funding WHO allocates to research goes to Type I
diseases (communicable, maternal, perinatal and nutritional diseases) which represents 40% of DALYs compared
to 4% allocated to Type II (non-communicable diseases) which contributes to 48% of DALYs. This unequal
spread of resources might be a reflection that basic and clinical research in the Type I diseases is
disproportionately more expensive than that for the Type II area. However, the picture is the same for the number
of staff allocated to research in this area and tends to support the findings of others that the allocation of WHO
resources generally and for research is skewed towards infectious disease’. This situation is compounded by the
observation that the majority of funds WHO disperses, 80%, is designated funding, earmarked for specific
projects. This means there is a close association between the donors that support WHO and the research WHO
supports.

The difficulty in undertaking this survey and the length of time required to extract these data highlights the
complexity of obtaining an Organization-wide assessment of research activity. There are no common standards
for research classification, methods for priority setting or governance arrangements. Therefore, there is a lack of
comparable data and benchmarks to manage, organize or evaluate the total research portfolio. Without any
existing mechanism(s) for Organization-wide priority setting or the sharing of working practice - good or bad - it
is not obvious how this situation will change.

Much of this has been identified previously, in the Sida study (2005), and in the development of the WHO
strategy on research for health. The Organization Goal of the research strategy seeks to address these issues
where it states:

‘working with Member States and partners, the Secretariat will...establish appropriate structures for
keeping abreast of latest developments in knowledge management, interaction with the global research
community, and leading, managing and coordinating research within WHO, and for maintaining
accountability for such research; and secure the resources needed to support the implementation and
evaluation of this strategy.'

The implementation of the strategy will therefore provide a good opportunity to build on the findings presented
here and institutionalize the regular collection, analysis and communication of this data. This will form the basis
for the WHO to move forward and improve synergies and collaboration in the common research themes identified
in all the departments which are: to build research capacity and strengthen national health research systems; set
priorities that meet health needs; set standards and norms for the good practice of research and ultimately translate
research evidence into practice that has a measureable impact on improving health.
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Research at WHO summary table. Figures provided for the biennium budget 2006/07

Research Num?er of *Staff
*Global . projects
Research Area Department Acronym Expenditure X
DALY supported | Inyolvedin| Total
($US)
research staff
HIV/AIDs, TB, Malaria
and Neglected Tropical HIV/AIDS HIV/AIDS 1 4,500,000 n/a 31 57
Diseases
Global Malaria Programme GMP 1 1,350,000 n/a 5 23
Stop TB Department STB 1 9,100,000 n/a 25 114
Control of Neglected Tropical Diseases NTD 1 1,300,000 n/a 10 31
Subtotal 63,350,000 n/a 71 225
. |Alliance for Health Policy & Systems Alliance 30
Health System and Services Research HPSR v 3,540,000 4 4
Hea.lth System Governance & Service HDS v 1,006,800 n/a 6 20
Delivery
Health System Financing HSF v 172,000 n/a 4 19
\World Alliance for Patient Safety )
brogramme PSP v 500,000 7 5 17
Human Resources for Health HRH v 1,500,000 n/a 5 16
Essential Health Technologies EHT v 100,000 6 2 19
ESS.Cl’.ltlal Medicines & Pharmaceutical EMP v 1,600,000 n/a 40 35
Policies
Subtotal 8,418,800 63 66 180
Health Actions in Crisis [ c1gency Preparedness and Capacity EPC m 5600000 ™M 3 4
Building
Emergency Response and Operations ERO 11 100,000 n/a 4 11
Recovery and Transition Programmes REC I N/A| n/a 6 17
Subtotal 5,700,000 n/a 13 32
information, Evidence and |7, Satistics and Informatics HIS 2000000 ! 5 34
Research
Research Policy and Cooperation RPC v 917,012 0 4 4
Ethics, Equity, Trade & Human Rights ETH v 30,000 6 4 21
Health Metrics Network HMN v N/A| 6 13 13
Knowledge Management and Sharing KMS v 0 0 0 64
Subtotal 2,947,012 13 26 136
Family and Community:opig & Adolescent Health & Development | CAH I 56000000 39 16 26
Gender, Women and Health GWH 1 598,891 n/a 4 5
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Research at WHO summary table. Figures provided for the biennium budget 2006/07

Research Num{)er of *Staff
Research Area Department Acronym Rl Expenditure projects
DALY ($US) supported | Inyolvedin| Total
research staff
Immunization, Vaccines and Biologicals IVB 1 5,000,000 n/a 18 73
Reproductive Health & Research RHR 1 32,000,000 35 36 62
Making Pregnancy Safer MPS 1 1,000,000 n/a 7 20
Initiative for Vaccine Research IVR 1 20,000,000 25 17 18
Polio Eradication Initiative POL 1 2,500,000 20 11 38
Subtotal 66,698,891 119 109 242
Noncommunicable Chronic Di d Health Promoti CHP i 40000000 2 10 80
Diseases and Mental Health|CPronic Diseases and Hea romotion ,000,
Violence & Injury Prevention & Disability VIP 11 715,000 3 10 16
Mental Health & Substance Abuse MHS 1I 15,000 2 4 15
Nutrition for Health & Development NHD 1 1,000,000 4 7 18
Tobacco Free Initiative TFI I 2,000,000 n/a 17 35
IWHO Centre for Health and Development, | WHO Kobe v 2,400,000 6 6 10
Kobe Centre
Subtotal 10,130,000 42 54 174
Hea@th Security and Epidemic and Pandemic Alert Response EPR I N/A 32 30 107
Environment
FDQod Safety, Zoonoses & Food borne FOS I 400,000 17 3 15
iseases
Protection of the Human Environment PHE 1 8,460,000 75 32 44
Subtotal 8,860,000 124 70 166
Special Programme for Research and TDR I 44,600,000 642 38 43
Training in Tropical Diseases
International Agency for Research on Cancer| IARC I 51,400,000 210 102 115
215,004, 703 1213 549 1313
TOTAL
(n=34) (n=22) (n=37) (n=37)

* Source: Questionnaire response plus WHO Staff Directory includes temporary and fixed term staff and excludes interns collated May 2008.

*Global DALY types: I : Communicable disease, maternal, perinatal and nutritional diseases; II: Noncommunicable diseases; III: Injuries, war and violence; IV: Capacity
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Annex 2 WHO - HQ Department Profile Health Research Questionnaire January - May 2008

This questionnaire is based on recommendations from WHO departments involved in health research and aims to:
Facilitate a comparative analysis of research activity between programmes
Distinguish between primary and secondary research
Provide a measure of WHO's role in supporting research & capacity building

While a comprehensive definition of research is still in development as part of the WHO Research Strategy, for this questionnaire,
“research” involves both primary and secondary research, including but not limited to: fieldwork, laboratory studies, clinical trials,
synthesizing of existing data to develop guidelines and standards, meta analysis, commissioned reviews

Please answer the following questions:

1. HUMAN RESOURCES
How many of your staff are involved in research.

‘To be involved' means to manage research programmes, administer funding, organize research focused workshops etc, along with staff
who are synthesizing or analysing research output.

2. RESEARCH EXPENDITURE
What is an estimate of your expenditure on research for the biennium 2006/2007 (in $US)?
Expenditure on research is defined as money expended for research projects, such as grants, contracts, monies for consensus
conferences, production of guidelines. Where possible, please separate this into the administration costs and the funding for the
activity itself.

3. TIME INVESTMENT
Please provide a guesstimate of a percentage of time your department spends on research, i.e., of all the time expended by
staff, what proportion is spent on research activities?

4. CONDUCTING &/OR FACILITATING RESEARCH
Please provide a percentage comparison between the amount of research your dept conducts & the amount your dept
commissions
(<25%; 25-50%; 50-75%; >75%) Please provide a brief explanation.

5. PRIMARY &/OR SECONDARY RESEARCH
Please provide a percentage comparison between the type of research your dept is involved in. The examples given provide
an explanation of the difference between primary & secondary research

Research conducted by WHO department. Please provide a brief explanation of the types of materials or products that you placed
in primary and secondary research & and other relevant details.

Commissioned Research. Please provide a brief explanation of the types of materials or products that you placed in primary and
secondary research & and other relevant details.

6. PROJECTS: GEOGRAPHICAL/INSTITUTIONAL COVERAGE

How many projects have you commissioned/are conducting, which are presently operating or imminent? (in protocol stage, data
collection, data analysis, report writing, approval process etc)

How many of your project Principal Investigators are from an OECD country?
How many of your projects are operational in an OECD country?

How many are led by northern (economically developed) partners?

7. CAPACITY BUILDING:
Describe your current role in capacity building for research. Do you think it is an important role for your programme to fulfil?
Capacity building includes training workshops, grants, fellowships to obtain qualifications, direct support to enable capacity
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Research alliances, partnerships and networks associated with WHO. Identified January - May 2008.

Global Malaria Programme
. Rollback Malaria Partnership

Stop TB Department
. Stop TB Partnership and TDR
. Networks: Social Determinants of Disease, TB Surveillance & Research
Network (TSRN), TB Impact Measurement, FIND, AERAS, Global
Alliance for TB Drug Development

Control of Neglected Tropical Diseases
. The Global Collaboration for Development of Pesticides for Public

Health
HIV/AIDS Department
. UNAIDS

. The HIV Vaccine Initiative
. The Stop TB Partnership
. The Africa AIDS Vaccine Programme

Polio Eradication Initiative
. Global Polio Eradication Initiative Partnership

Initiative for Vaccine Research
. Malaria Vaccine Development Alliance
. Meningitis Vaccine Project
. HIV Vaccine Initiative
. Measles Aerosol Project
. African Aids Vaccine Programme

Child & Adolescent Health & Development
. Partnership for Maternal and New Born Child Health
. Zink Task Force (ZTF)
D Global Action Plan for Prevention & Management of Pneumonia
. Child Health & Nutrition Research Initiative
. Interagency Task Team on HIV and Young People

Health Statistics and Informatics
D Health Metrics Network

Protection of the Human Environment

. Community Water Supply & Safety Network

. Water Regulators Network

. International Network to Promote Household Water Treatment & Safe
Storage

. Global Network of Poison Centres

. International Health Regulations

. Global Health Workforce Alliance

. Partnership for Clean Indoor Air

o UN Energy

D Health Professions Network

. Safe Injection Global Network (SIGN)

D Inter-Agency Standing Committee Task Force on Fuel and Firewood in
Humanitarian Settings

. Radiation Emergency Medical Preparedness and Assistance Network
(REMPAN)

Food Safety, Zoonoses & Foodborne Diseases
. Global Salm-Surv
. Go-Global
. FAO/WHO Codex Alimentations
. Codex Trust Fund
. GLEWS
. International Collaboration on Enteric Burden of Illness Studies
. EU Med-Vet-Net
. FAO/WHO JECFA & JMPR

WHO Centre for Health & Development, Kobe
. UN-Habitat
. New York Academy of Medicine
. Commission on Social Determinants of Health
. International Society for Urban Health
. Kobe City/Hyogo Prefecture/Kobe Steel inc./Kobe International
Chamber of Commerce and Industry

Essential Medicines & Pharmaceutical Policies
. Health Action International
. Ecumenical Pharmaceutical Network
. International Network for Rational Use of Drugs
. Interagency Pharmaceutical Coordination
. All regulatory agencies in multiple counties

Human Resources for Health
. Global Health Workforce Alliance
. Alliance for Health Policy & Systems Research
. Organisation for Economic Cooperation and Development
. World Bank HRH program
. Capacity Project
. Global Network of WHO Collaborating Centres for Nursing and
Midwifery Development

Epidemic & Pandemic Alert & Response
. Global Outbreak Alert and Response Network (GOARN)
. Global Influenza Surveillance Programme (GISN)
. DengueNet for Global Epidemiological Surveillance
. International Coordinating Groups (ICGs) for Meningitis and Yellow
Fever
. FAO/OIE/WHO Tripartide Agreement

Emergency Response and Operations

. World Food Programme

. Merlin

. International Federation of Red Cross & Red Crescent Societies
Violence & Injury Prevention and Disability

. UN Road Safety Collaboration

Page 20 of 23





Annex 4

CAIS43/ACHRS52/09.27

WHO staff interviewed January - December 2008

Special Programme of Research, Development and Research Training in Human Reproduction
Interview with Dr. Paul van Look, Director. 28 January 2008, WHO

Child & Adolescent Health & Development

Interview with Dr. Elizabeth Mason, Director. 6 March 2008, WHO

Interview with Dr. Rajiv Bahl & Dr. Shamim Ahmad Qazi, Medical Officers. 29 January 2008, WHO
Interview with Dr. Olivier Fontaine, Medical Officer. 8 December 2008, WHO
Initiative for Vaccine Research

Interview with Dr. Marie-Paule Kieny, Director. 25 January 2008, WHO

Interview with Dr. Joachim Hombach, Scientist. 18 December 2008, WHO
Immunization, Vaccines & Biologicals

Interview with Dr. Philippe Duclos, Immunization Policies. 10 December 2008, WHO
Making Pregnancy Safer

Interview with Dr. Quazi Monirul Islam, Director. 18 June 2008, WHO

Interview with Dr. Michael Mbizvo, Coordinator. 4 December 2008, WHO

Gender Women and Health

Interview with Dr. Adepeju Aderemi Olukoya, Medical Officer. 13 June 2008, WHO
International Agency for Research on Cancer, Lyon

Confirmation email from Markus Pasterk, Scientific Coordinator, IARC

Chronic Disease and Health Promotion

Interview with Dr. Serge Resnikoff, Policy Advisor. 28 May 2008, WHO

Interview with Dr. Shanti Mendis, Coordinator. 12 December 2008, WHO

WHO Centre for Health & Development, Kobe

Confirmation email from Dr. Jacob Kumaresan, Director. 29 January 2008

Tobacco Free Initiative

Interview with Dr. Douglas Bettcher, Director. 5 June 2008, WHO

Interview with Dr. Armando Peruga Coordinator National Capacity. 5 June 2008, WHO
Interview with Dr. Raman Minhas, Technical Officer. 5 June 2008, WHO

Interview with Dr. Daniel Ferrante, Coordinator Comprehensive Information Systems for Tobacco Control. 5 June 2008
Interview with Ms. Anne-Marie Perucic, Economist. 5 June 2008, WHO

Nutrition for Health & Development

Interview with Dr. Jorgen Schlundt, Acting Director. 28 January 2008, WHO

Mental Health & Substance Abuse

Interview with Dr. Shekhar Saxena, Coordinator. 29 January 2008, WHO

Violence & Injury Prevention & Disability

Confirmation email from Ms. Alana Officer, Coordinator DAR. 3 December 2008, WHO
Special Programme for Research & Training in Tropical Diseases

Confirmation email received from Dr. Robert Ridley, Director. 6 March 2008, WHO
Interview with Dr. Fabio Zicker, Coordinator. 19 December 2008, WHO
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WHO staff interviewed January - December 2008

HIV/AIDS

Interview with Dr. Yves Souteyrand, Coordinator Strategic Information. 7 March 2008, WHO
Interview with Dr. George Schmid, Medical Officer, Strategic Information. 12 December 2008, WHO
Stop TB Department

Interview with Ms. Diana Weil, Coordinator, Policy and Strategy. 1 December 2008, WHO
Global Malaria Programme

Interview with Dr. Kamini Mendis, Coordinator CMR. 4 March 2008, WHO

Interview with Dr. Peter Olumese, Medical Officer/Scientist. 4 March 2008, WHO

Interview with Dr. Marian Warsame, Medical Officer. 4 December 2008, WHO

Control of Neglected Tropical Diseases

Interview with Dr. Lorenzo Savioli, Director. 28 February 2008, WHO

Interview with Dr. Denis Daumerie, Project Manager. 27 February 2008

Interview with Dr. Morteza Zaim, Scientist, VEM. 28 February 2008, WHO

Interview with Dr. Michael Nathan, Scientist, VEM. 3 March 2008, WHO

Polio Eradication Initiative

Interview with Dr. Raymond Aylward, Director. 7 March 2008, WHO

Food Safety, Zoonoses & Foodborne Disease

Interview with Dr. Jorgen Schlundt, Director. 28 January 2008, WHO

Epidemic & Pandemic Alert & Response

Interview with Dr. Renu Dayal-Drager, Scientist. 23 June 2008, WHO

Protection of the Human Environment

Interview with Dr. Roberto Bertollini, Senior Advisor. 23 January 2008,

Interview with Dr. James Bartram, Coordinator. 29 January 2008, WHO

Interview with Dr. Annette Priiss-Ustiin, Scientist. 9 December 2008, WHO

Alliance for Health Policy & Systems Research

Confirmation Email from Dr. Sara Bennett, Director. 29 January 2008, WHO

Essential Medicines & Pharmaceutical Policies

Interview with Dr. Hans Hogerzeil (Director) & Dr. Richard Laing (Medical Officer), 17 June 2008, WHO
Health System Governance & Service Delivery

Interview with Dr. Andrew Cassels, Director. 13 June 2008, WHO

Interview with Dr. Gerard Schmets, Acting Director. 18 December 2008, WHO

Health System Financing

Interview with Dr. David Evans, Director. 20 June 2008, WHO

Human Resources for Health

Interview with Dr. Manuel Dayrit, Director. 18 December 2008, WHO

Patient Safety Programme

Interview with Dr. Anne Andermann, Technical Officer. 22 January 2008, WHO

Interview with Dr. Itziar Larizgoitia, Scientist. 4 December 2008, WHO

Health Statistics & Informatics

Interview with Dr. Somnath Chatterji, Team Leader Country Health Information, 7 March 2009, WHO
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WHO staff interviewed January - December 2008

Research Policy & Cooperation

Interview with Dr. Tikki Pang, Director. 17 June 2008, WHO

Ethics, Equity, Trade & Human Rights

Interview with Dr. Nick Drager, Director, 14 March 2008, WHO

Interview with Dr. Ritu Sadana, Coordinator of Ethics, 10 March 200, WHO
Interview with Dr. Marie-Charlotte Bouésseau, Technical Officer. 18 December 2008
Health Metrics Network

Phone Interview with Dr. Nosa Orobaton, Coordinator Country Programmes, 1 April 2008, WHO
Emergency Preparedness & Capacity Building

Interview with Dr. Jonathan Abrahams, Technical Officer. 16 December 2008, WHO
Emergency Response & Operations

Interview with Mr. Jules Pieters, Manager. 22 December 2008, WHO

Recovery & Transition Programmes

Interview with Dr. Daniel Lopez Acuna, Director. 16 June 2008, WHO
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Annex 5

Overview of research activities associated with the World Health Organization: results of a survey
covering 2006/07

A framework for communicating the research for health approach of each department - the pentagram

Background

During the development of the WHO strategy on research for health (WHAG62/12) a framework to describe the span of
research activity to address a priority research need was developed. The span divided research for health into 5 generic
areas and arranged them into a pentagram. The five areas were defined as:

e measuring the magnitude and distribution of

the health problem*

e understanding the diverse causes or the
determinants of the problem, whether they
are due to biological, behavioural, social or
environmental factors

e developing solutions or interventions that
will help to prevent or mitigate the problem

e implementing or delivering solutions

A framework for describing the priorities in
WHO programmes.

Strategic spread of the
research responsein an
individual WHO programme

WHO seeks to position itself so that:

* it adds value to the activities
of other stakeholders.

« acts to catalyse support for
research (through funding or advocacy)
not adequately addressed by others

neglected
priority

Translation and delivery
of the solution

through policies and programmes

A specific response highlighted
by the department

e evaluating the impact of these solutions on
the level and distribution of the problem.

Each department was then asked to map its research approach onto this framework indicating in each segment the
degree of its involvement (low being near the centre) and summarize this on the diagram with a red circle. Obviously
the boundaries between each area overlap, are indistinct and there are translation issues that need to be addressed in
moving from one area to another.

However, the purpose of this exercise is to produce a schematic diagram which represents, at a high level, the research
approach, or strategy, of each department in relation to these five areas. In developing its strategy the departments
would prioritize their role so that they add value to the activities of other stakeholders active in the area in line with the
6 core functions of the Organization. These core functions are: shaping the research agenda and stimulating the
generation, translation and dissemination of valuable knowledge; providing leadership; setting norms and standards,
articulating evidence-based policy options, providing technical support and monitoring the health situation.

The output from 16 departments that completed this exercise is shown below. This enables both a quick overview of the
individual departments and a comparison between departments.

! The term “health problem” is used in this strategy to refer to a major cause of ill-health or health inequity, whether actual or
prospective. It includes the following: diseases such as HIV/AIDS or mental illness; risks to health such as obesity, poverty or
climate change; and obstacles to effective systems performance, such as unsafe care or inequitable financing of health services.
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List of WHO departments that completed the pentagram framework January 2008 - April 2009

SPECIAL PROGRAMME FOR RESEARCH AND TRAINING IN TROPICAL DISEASES (TDR)
ALLIANCE FOR HEALTH POLICY AND SYSTEM RESEARCH (Alliance HPSR)
FOOD SAFETY, ZOONOSES AND FOODBORNE DISEASES (FOS)

PATIENT SAFETY PROGRAMME RESEARCH (PSP)

HUMAN REPRODUCTION PROGRAMME (HRP)

INTERNATIONAL AGENCY FOR RESEARCH ON CANCER (IARC)
INITIATIVE FOR VACCINE RESEARCH (IVR)

CHRONIC DISEASE AND HEALTH PROMOTION (CHP)

MENTAL HEALTH AND SUBSTANCE ABUSE (MHS)

PROTECTION OF HUMAN ENVIRONMENT (PHE)

VIOLENCE AND INJURY PREVENTION AND DISABILITY (VIP)

POLIO ERADICATION INITIATIVE (POL)

CHILD AND ADOLESCENT HEALTH AND DEVELOPMENT (CAH)

GLOBAL MALARIA PROGRAMME (GMP)

HUMAN RESOURCES FOR HEALTH (HRH/HSS)

RESEARCH POLICY AND COOPERATION (RPC)
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SPECIAL PROGRAMME FOR RESEARCH AND TRAINING IN TROPICAL
DISEASES (TDR)

Year 2006/2007
. . . . . R h dit : US$44,600,000
Research and Training in Tropical Diseases | toasaft  :4
Total Staff in research : 38
(TDR) Sources of funding

- WHO, UN Agency or IFls (moderate)
- Government Funding Agency (high)

- Academic sources (low)

- Private sources (low)

- NGOs and Charities (moderate)

Neglected
priority

Translation and delivery
of the solution

Stewardship for research on infectious diseases of poor populations - as facilitator and knowledge manager to support
needs assessment, priority setting, progress analysis and advocacy, and to provide a neutral platform for partners to
discuss and harmonize their activities.

Empowerment of researchers and public health professionals involves activities from DECs building on previous
capacity development activities to develop leadership at individual, institutional and national levels so countries can
better initiate and lead research activities, develop a stronger presence in international health research and effectively
use research results to inform national/ regional policy and practice.

Research on neglected priority needs that are not adequately addressed by other partners which includes research on:

a) Innovation for product discovery and development
b) Development and evaluation of interventions in real life settings
c) Access to interventions
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ALLIANCE FOR HEALTH POLICY AND SYSTEM RESEARCH (Alliance HPSR)

Year 2006/2007
Research expenditure :US$ 3,540
Total Staff 14

Research Strategies - Alliance HPSR | o staff in research -4

Sources of funding

- Government Funding Agency (high)
- Academic sources (low)

- NGOs and Charities (moderate)

Research on
neglected
priority

Knowledge generation - Stimulate the generation and synthesis of policy-relevant health systems knowledge,
encompassing evidence, tools and methods.

Knowledge application - Promote the dissemination and use of health policy and systems knowledge to improve the
performance of health systems.

Capacity development - Facilitate the development of capacity for the generation, dissemination and use of health
policy and systems research knowledge among researchers, policy-makers and other stakeholders.
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FOOD SAFETY, ZOONOSES AND FOODBORNE DISEASES (FOS)

Year 2006/2007
) Research expenditure :US$ 400,000
Research strategy on Foodborne Disease Burden,| Total staff 15

Total Staff in research :8
Sources of funding
Government Funding Agency

its impact and on effective interventions

Research on
neglected
- priority
| needs
Translation and delivery
of the solution

Method of priority setting:

International consultation with multi-sectoral (academia, regulators, private sector, UN partners etc) and multi-
disciplinary (food science, agriculture, microbiology, chemicals, risk assessment, epidemiology etc) stakeholders in the
area of foodborne diseases;

This consensus communicated by the Chair of the Consultation to the WHO Director-General expressly requested
WHO/FOS to lead this effort).

Objectives of strategy:

Knowledge generation — stimulate and coordinate the generation and synthesis of global burden of foodborne disease
estimates for all agreed priority causes (enteric, parasitic and chemicals), as well as the development of burden of
disease tools and methods for use at country level.

Knowledge application — promote the dissemination and appropriate use of burden of disease knowledge to improve
food safety at country level: foster investments in systems for detection of FBD, enhance security, demonstrate impact
of FBD on economic development, evaluate and accelerate prevention, control and intervention efforts & assess the
standard setting activities of Codex Alimentarius.

Capacity development — should facilitate the development of capacity for the generation, dissemination and use of
burden of disease knowledge among researchers, policy-makers and other stakeholders

Stewardship — WHO/FOS together with its regional focal points should provide global leadership on the above issues
in close collaboration with its regions, partners, networks & stakeholders
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PATIENT SAFETY PROGRAMME RESEARCH (PSP)

Year 2006/2007
: . : i Research expenditure :US$ 500,000
Patient Safety Research: Establishing global | =& e
research priorities Total Staff in research :5

Sources of funding

1% - WHO, UN Agency or IFIs (moderate)

— ;2 \ ON - Government Funding Agency (moderate)
S5 % - Academic sources (low)

- NGOs and Charities (low)

Patient
Safety
Programme

Translation ard-de
of the solution

Understanding the magnitude and extent of patient harm, the reasons why adverse events and harm occur, and the
factors that cause, aggravate or mitigate harm is essential to building safer health systems and achieve the mandate of
the World Health Organization (WHO) World Alliance for Patient Safety. In achieving its objective, priority setting is
imperative.

The WHO World Alliance established an international expert working group to set global priority areas through a
thorough literature review of the main patient safety issues and knowledge gaps, and a modified Delphi technique.

Criteria included the frequency of the problem, the magnitude and extent of harm and its distribution, the availability,
feasibility and sustainability of solutions, and the urgency or political support required to address the problem.

A list of 50 topic areas associated with unsafe care and where there are substantial knowledge gaps which can be
addressed by targeted research.

Rankings were established for three different levels of socioeconomic development: that is developed, transitional and
developing countries, as the research priorities were likely to differ among these.

These priorities aim to provide general guidance to research commissioners and policy-makers worldwide. Further

refinement and specification will be required at the country and local levels when customizing the priority areas to
better match local needs and circumstances.
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HUMAN REPRODUCTION PROGRAMME (HRP)

Year 2006/2007
. . Research expenditure :US$ 32,000,000
A framework for health research priorities at| ot st 62
Total Staff in research :36
WHO HRP research areas Sources of funding

- WHO, UN Agency or IFIs
(moderate)
Government Funding Agency
(high)
Private sources (moderate)

improve
sexual and
reproductive

Translation and delivery
of the solution

Knowledge generation:

Generation and synthesis of research-based knowledge to improve sexual and reproductive health, encompassing
research to define solutions, identify and respond to global needs, as well as synthesis of research into normative
guidance tools and standards.

Capacity development and Strengthening

Support national sexual and reproductive health research and strengthen research capacity through human and research
infrastructure development.

Knowledge application

Facilitate the translation of sexual and reproductive health research into practice and policy formulation, including its
dissemination through systematic processes.

Stewardship and partnership

HRP, in conjunction with its programme development in reproductive health' (PDRH) component within RHR,
collaborates with WHO regional and country offices and other partners to improve quality of sexual and reproductive
health care in countries and to achieve universal access to services. It provides global estimates and supports monitoring
and evaluation and development of indicators for measuring progress.
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INTERNATIONAL AGENCY FOR RESEARCH ON CANCER (IARC)

Year 2006/2007

Research expenditure :US$ 51,400,000
Total Staff 1115

IARC researCh Total Staff in research :102

Sources of funding

- Government Funding Agency (high)
- Academic sources (low)

- Private sources (low)

- NGOs and Charities (high)

Cancer
Research for
cancer
control

=

ranslation and delivery
of the solution

A major goal of the IARC is the identification of causes of cancer, so that preventive measures may be adopted against
them. The Agency is involved in the implementation of control measures only in cases where it is necessary in order to
assess the effectiveness of the mechanisms of carcinogenicity, or when the experimental intervention is needed to
permit identification of causes. The main emphasis of research is on epidemiology, environmental carcinogenesis and
research training.

The Agency’s work has four main objectives:

1. Monitoring global cancer occurrence

2. ldentifying the causes of cancer

3. Elucidation of mechanisms of carcinogenesis
4

Developing scientific strategies for cancer control

Page 8 of 18





CAIS43/ACHR5209.27

INITIATIVE FOR VACCINE RESEARCH (IVR)

Year 2006/2007
o s . - . R h dit :US$ 20,000,000
A framework for describing the priorities in | toasar 18
WHO IVR Research Areas Sourvosof fundme

WHO, UN Agency or IFIs (low)
Government Funding Agency (low)
NGOs and Charities (high)

Vaccine and
immunization
Research on
priority needs

IVR's comprehensive Strategic Plan (2006-2010) outlines the mission and structure of the Initiative, its priority setting
process and a clear set of targets and indicators to achieve pre-defined goals, as well as the type of activities to be
undertaken by IVR. It also emphasizes the importance given to working with collaborators, partners, networks and the
community to improve synergies and attain mutually agreed results.

Based on the strategic plan, IVR is tasked to provide global vision, coordination, advocacy, guidance and support for
vaccine research and development.

In order to meet these objectives, IVR put in place a three-pronged approach to support the vaccine R&D pipeline as
follows:

e Management of knowledge and provision of guidance and advocacy through effective partnerships to accelerate
innovation for new and improved vaccines and technologies;

e Support for research and product development for WHO priority new vaccines and technologies;

e Conduct of implementation research, and development of tools to support evidence-based recommendations,
policies and strategies for optimal use of vaccines and immunization technologies.

IVR organizes every 18 month a global vaccine research forum, which brings together all key actors in vaccine and
immunization, in order to analyse the evolution of the environment in which it operates. Following this review, the IVR
advisory committee, constituted as a forum of main partners, is consulted on the proposed positioning of the Initiative,
and makes recommendation on areas of comparative advantage for WHO.

In 2008, IVR commissioned an external review of its performance. Based on this analysis, the IVR advisory committee
recommended that IVR produces a new 8-10 year strategic plan, which will be elaborated in close consultation with the
main stakeholders in immunization and vaccine R&D and with WHO Regional Offices.
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CHRONIC DISEASE AND HEALTH PROMOTION (CHP)

Year 2006/2007
Chronic Diseases and Health Promotion (CHP)| Taarsar o o 000
ResearCh FunCtionS Total Staff in research :10

Sources of funding
- Government Funding Agency (moderate)
- NGOs and Charities (high)

’ ’
Research on
noncommuni
cable
diseases
4 sha and-delivery

of the solution

Stewardship

Acts as facilitator and knowledge manager for research on NCD providing a platform for stakeholders to discuss and
harmonize research efforts, advocating for research, supporting needs assessment and priority setting.

Capacity strengthening for research

Capacity development activities are conducted to strengthen leadership and expertise to facilitate generation of new
knowledge and effective use of research results to inform national policy and practice.

Research on prevention and control of noncommunicable diseases

CHP conducts and coordinates research with an emphasis on research related to establishment of national NCD
programs and policies in low and middle income countries.

Research areas include:

a) Burden of disease

b) Causes of NCD

c) Development of solutions for low resource settings
d) Translate evidence into practice

e) Evaluation of effectiveness and impact of policies/programs
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MENTAL HEALTH AND SUBSTANCE ABUSE (MSD)

Year 2006/2007_
MENTAL HEALTH AND $§f:;irsigf$xpendlture i158$ 1,000,000
SUBSTANCE ABUSE (MSD) Total Staff in research 4

Sources of funding
- WHO, UN Agency or IFls (moderate)

- Government Funding Agency
— | (moderate)

- NGOs and Charities (low)

Health and
Substance

Translatioma
of the solution

Mental Health: Evidence and Research provides leadership and guidance for the achievement of two broad objectives:
(a) closing the gap between what is needed and what is currently available to reduce the burden of mental disorders
worldwide, and (b) promoting mental health. The department has multiple advocacy objectives, which include the
promotion of human rights of the persons with mental disorders and of their families, and monitoring the life conditions
of people with mental illness and their families.

Knowledge generation - Through research and evidence to provide leadership and guidance to achieve the programme
objectives. The 2001 World Health Report provides a comprehensive review of what is known about the burden of
mental disorders and the principal contributing factors.

Knowledge application - The mental health Global Action Programme (mhGAP) prioritizes services for the most
vulnerable population groups and focuses on prevention, treatment and rehabilitation for people with six priority
conditions - depression, schizophrenia, alcohol and drug dependence, dementia, epilepsy, and the risk of suicide.

The Programme has developed methods to assess the mental health systems in countries using an instrument (WHO-
AIMS). The Programme delves into intervention programmes, however it does not conduct any drug trials. The focus is
on translating evidence into policy and practice.

Capacity development - The Programme focuses on forging strategic partnerships to enhance countries’ capacity to
combat stigma, reduce the burden of mental disorders and promote mental health.
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PROTECTION OF HUMAN ENVIRONMENT (PHE)

Year 2006/2007
. . R h dit :US$ 8,460,000
Protection of the Human Environment (PHE) | towisaft 44
Total Staff in research :32
research strategy Sources of funding

- WHO, UN Agency or IFIs (low)

- Government Funding Agency (high)
- Academic sources (moderate)

- NGOs and Charities (moderate)

Protection of

the Human
Environment

Method of priority setting:

Priorities are set mainly through Programme Budget, MTSP, which in turn are based on assessment of needs or country
indication of priority. In certain areas with larger research activities, more formal processes such as external advisory
bodies and steering groups, WHA resolutions, technical consultations, or even specific consultations on research
priorities are being used.

However, as the funding sources are extrabudgetary, success of resource mobilization for a particular project, and
whether or not funds are specified by the donors, are important factors.
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VIOLENCE AND INJURY PREVENTION AND DISABILITY (VIP)

Year 2006/2007
. . . . . Research expenditure :US$ 715,000
Violence and Injury Prevention and Disability | Total st 16
Total Staff in research :10
(VI P) Sources of funding :

- WHO, UN Agency or IFls (moderate)
- Government Funding Agency

] (moderate)

- Private sources (low)

- NGOs and Charities (high)

Research on
neglected
priority

Translation and delivery
of the solution

|

Background

With over five million deaths each year, injuries and violence take more lives than HIV, malaria and TB combined. Ten
percent of the global population lives with a disability. In recent years, injuries, violence and disability have gained
increased recognition as issues for health, development and human rights.

The Department of Violence and Injury Prevention and Disability (VIP) works to prevent injuries and violence, to
mitigate their consequences, and to enhance the quality of life for persons with disabilities irrespective of the causes.

Key research-related actions

1.

Providing high quality, evidence-based normative and technical guidance in the areas of data collection and
analysis, prevention, policy development, care and inclusion for persons with disabilities and survivors of violence
and injury; followed by technical guidelines that facilitate implementation of the recommendations and contribute to
closing the gap between what is needed and what is currently available.

Strengthening country programmes focuses on translating evidence into practice to build capacity in low and
middle income countries and regions; strengthening relationships with Ministry of Health Focal Points and civil
society; and establishing and evaluating robust programmes in a few countries as success stories examples.

Growing and disseminating the evidence base for preventing violence and injuries, for victim services, and for
interventions to enhance life quality for persons with disabilities is key to enhancing global uptake of VIP
programmes. Activities focus on supporting the design, implementation and analysis of large-scale outcome
evaluation studies of proven or promising interventions in low- and middle-income countries, collating and
enhancing access by non-specialists to the existing evidence base, and advocating for increased support by
development agencies and international foundations of evidence-based policy making and programming in low- and
middle-income countries.
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POLIO ERADICATION INITIATIVE (POL)

Year 2006/2007

Research expenditure :US$ 2,500,000

. . . .- . Total Staff :38

Polio Eradication Initiative Total Staff in research 11

Sources of funding

- Government Funding Agency (high)
- Private sources (low)

- NGOs and Charities (moderate)

Research for
polio
eradication
and post-OPV
cessation

To this end, WHQ's Polio Eradication programme (POL) has developed a research agenda that can be divided into four
areas of work.

1) Research to Accelerate Eradication

It consists of addressing the immediate information and product needs in the ongoing effort to interrupt transmission of
wild poliovirus; including new vaccines, innovative use of existing vaccines, and improved laboratory procedures

2) Management of Long Term risks.

This includes the identification of necessary standards and guidelines for long-term containment of polioviruses and the
related risk assessments. For example, the development of models and risk profiles defining the possible consequences
of a containment failure or polio outbreak following the cessation of OPV. In addition, there are preparations for a polio
vaccine stockpile in order to mitigate these risks in the post-OPV era.

3) Research for a safer and more affordable inactivated polio vaccine (IPV).

The recognition that OPV-use is not compatible with a polio-free status has emphasized the need to make IPV, currently
substantially more expensive than OPV, more accessible to countries wishing to maintain polio immunization following
successful eradication. There are therefore studies being planned and implemented to evaluate the serologic response to
fractional IPV doses and reduced schedules, as well as new tools being developed, such as needle-free devices, to
ensure a safer use of IPV. In addition, in order to facilitate the manufacturing process of IPV at low-cost production
sites, the use of less neurovirulent seeds strains, such as Sabin strains, is being considered and IPV adjuvants are being
evaluated.

4) Assessment of emerging polio risks.

This work focuses on characterizing long-term polio risks such as vaccine-associated paralytic polio (VAPP) and
vaccine-derived polioviruses (VDPVs). Among the studies being conducted in this category is a study series looking at
the prevalence in low and middle income countries of long-term chronic excretion of poliovirus among persons with
immune deficiency disorders.
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CHILD AND ADOLESCENT HEALTH AND DEVELOPMENT (CAH)

Year 2006/2007
Research Strategies - Child and Adolescent | femsar o o0
Health and Development (CAH) Sourtos ot fonmereh 10

WHO, UN Agency or IFIs (low)
Government Funding Agency (high)
‘ - NGOs and Charities (low)

Research on
neglected
priority

Objective

The objective of research is to contribute to the CAH efforts towards the achievement of MDGA4. It does so by
addressing, through research and development of tools, the major causes of newborn and child morbidity and mortality,
and the promotion of optimal child health and development.

The team works to quantify the burden of ill health in childhood; generate evidence of effective interventions and
delivery strategies to address the burden of newborn and child ill health; develop guidelines and tools for
implementation; facilitate early application of new tools and contribute to programme development; and to compile
lessons learnt from implementation and identify new research priorities.

Method of priority setting:

1.

The CAH department applied the CHNRI priority-setting methodology to develop research priority issues on
childhood diseases (ARI, diarrhoea, low birth weight infants, birth asphyxia, neonatal sepsis, malnutrition,
HIV/AIDS in infants and children, malaria) to improve the rate of progress in reducing global child mortality by
2015, as set out in the UN Millennium Development Goal #4.

Technical experts were then invited to systematically list research questions from the following four domains: (i)
epidemiological research, (ii) health systems and policy research, (iii) research targeted at improving the existing
interventions, and (iv) research to develop new interventions.

For each of these topics the final list of proposed research questions were further assessed according to likelihood of
their (i) answerability in an ethical way, (ii) potential contribution to effectiveness, (iii) deliverability, affordability
and sustainability, (iv) maximum potential for death burden reduction and (v) predicted effect on equity in the
population.

For each research question, the scores of individual criteria were weighted according to the values provided by a
wide group of stakeholders from the global research priority-setting network. This exercise has already been
completed for a few topics (diarrhoea, neonatal sepsis, birth asphyxia, low birth weight infants).
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GLOBAL MALARIA PROGRAMME (GMP)

Year 2006/2007
. Research expenditure :US$ 1,350,000
Global Malaria Programme (GMP) Total Staff. 23
Total Staff in research :5
Research Areas Sources of funding

- WHO, UN Agency or IFls (moderate)
- NGOs and Charities (high)

Research on
noncommuni
cable

diseases

Try

of the solutio

Generation and application of evidence

GMP supports research related to malaria case management, vector control, surveillance, monitoring and evaluation,
epidemics and malaria in complex emergency situations. New and improved tools are needed to guarantee efficacy and
sustainability; as they become available, they must be moved rapidly into policy and practice.

In addition, operational evidence is needed to formulate clear policy recommendations. GMP's research related areas
include:

1. defining and prioritizing a “needs-driven” research agenda;

2. commissioning, funding, facilitating and coordinating research to support: new and improved tools; new and / or
improved delivery strategies /mechanisms; improved surveillance and monitoring; improved quality and safety of
supplies and services;

3. formulating evidence-based policies by convening relevant expertise:, scientists/researchers, policy-
makers/programme implementers and industry;

4. providing target product profiles for future malaria control tools (antimalarial medicines / insecticides, diagnostics,
etc.) and interventions.

Stewardship and partnership

GMP collaborates with the other WHO offices (regional, sub/regional and country) and other partners to improve
quality of malaria control in countries and to achieve universal access to effective antimalarial interventions. It provides
global estimates of disease burden and supports monitoring and evaluation and development of indicators for measuring
progress.
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HUMAN RESOURCES FOR HEALTH (HRH/HSS)

Human Resources for Health research areas

Research on
human

resources in
health systems

Translation and delivery
of the solution

l
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Year 2006/2007
Research expenditure :US$ 1,500,000
Total Staff :16

Total Staff in research :5

Sources of funding

- WHO, UN Agency or IFIs (low)

- Government Funding Agency
(moderate)

Knowledge generation - Stimulate the generation and synthesis of policy-relevant health workforce knowledge,

encompassing evidence, tools and methods

Knowledge application - Support the dissemination and use of evidence-informed strategies and policies to improve

the performance of human resources in health systems

Capacity development - Facilitate the development of capacity for the generation, dissemination and use of health
workforce data and information among researchers, policy-makers and other stakeholders

Stewardship and partnership - Advocacy, resource mobilization and fostering partnerships among all relevant
stakeholders in health workforce research and development (limited but growing in number).
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RESEARCH POLICY AND COOPERATION (RPC)

Year 2006/2007

Research expenditure :US$ 917,012

. . Total Staff 14
Research Policy and Cooperation (RPC) | ot staff in research 4

Sources of funding

- Government Funding Agency (high)
- Academic sources (low)

- NGOs and Charities (moderate)

standards,
best
practices

Translation and delivery
of the solution

Mission
Promote the development of policies, norms and standards and
best practices related to health research

Goal and Objectives

1. Work for transparency and accountability of the research process

2. Promote ethical behaviour in health research

3. Enhance the use of evidence in guidelines and policies

4. Strengthen the research culture within WHO and define and promote WHO's leadership role in global health research

5. Ensure continued political commitment to health research

Strategies and Initiatives mandated by WHA:

1. ICTRP (International Clinical Trials Registry Platform)
2. WHO Research Ethics Review Committee (ERC)

3. GRC (Guidelines Review Committee),

4. EVIPNet (Evidence-informed Policy Networks)

5. Implementation of the WHO Strategy on Research for Health - harmonize with the Global Strategy and Plan of
Action on public health, innovation and intellectual property.

6. Global Ministerial Forum on Research for Health (Bamako, Mali, 2008)
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1. The value of monitoring financial flows for research for health

The field of global resource tracking for health R&D is relatively new. In 1990, the Commission on Health Research for
Development (CHRD)1 estimated that only about 5% of the world's resources for health research (which totalled USS 30 billion
in 1986) were being applied to the health problems of low- and middle-income countries (LMICs), where 93% of the world's
preventable deaths occurred. Some years later, the Global Forum for Health Research coined the term ‘10/90 gap’ to symbolize
the major imbalance between the magnitude of the health problems experienced LMICs and the resources devoted to research
to address them.? The nature and magnitude of LMIC health problems and the magnitude of funding for health R&D have
shifted substantially since the 1980s and there are many more actors now engaged in funding or conducting health research
relevant to the needs of LMIC populations. But overall, an imbalance in funding and in attention to research for health in LMICs
persists and the symbolic term ‘10/90 gap’ continues to serve as a rallying call to address this inequity.

Following the pioneering work of the CHRD, the Global Forum has, since 2001, been regularly and systematically tracking and

reporting global financial flows for health R&D. Interest in monitoring financial flows for particular aspects of health R&D has

grown significantly in the last decade, some specific examples including:

=  Groups dedicated to tackling a specific disease like HIV/AIDS,® TB* or malaria® have assessed funding flows and needs.

=  Countries have made assessments of research funding, either as a single exercise to benchmark activity and compare with
burden of disease,®’ as a tool for advocacy towards policy makers,® or as part of a systematic annual approach to
prioritizing national funding for health research.’

=  The Bill and Melinda Gates Foundation has funded the G-FINDER project at the George Institute in Sydney to track global
resources for a set of neglected diseases over a 5 year period.10

=  The private sector has reported on its own contributions to health in LMICs, estimating the combined value of its donations
to drug access programmes (excluding R&D on neglected diseases) to be in the region of USS 4.4 billion."*?

= Tracking resources for research is now understood to be an essential aspect of the development of health research systems
in countries:
O as a means of ensuring transparency and accountability in the use of funds
0 as a prerequisite for priority setting in planning the application of funds
0 asa means of benchmarking a country’s efforts and facilitating international comparisons

2. Work by the Global Forum for Health Research on tracking financial flows

The Global Forum is the only organization that comprehensively monitors the global financing of health R&D, regularly

publishing a global summation as well as focused studies of different components of the overall picture. Work by the Global

Forum has included the following areas:

=  Following its first report in 2001, the Global Forum has produced biennial global estimates of financial flows for health R&D
since 2004 (based on the cycle of availability of OECD data, every two years: in 2008 the OECD reported spending by
member countries for 2005). The most recent global assessment showed that investments in heath R&D have grown more
than five-fold in the two decades since the first estimate was made (Box 1), standing at more than USS$ 160 billion by 2005
and growing in the first half of the decade at more than USS 10 billion per year, with half the total coming from the private
sector.

= In the intermediate years between the global assessments, the Global Forum publishes reports on special topics. Some of
these cover studies conducted or commissioned by the Global Forum itself, while others summarise the work of groups that
focus on specialised areas of R&D. These reports, looking ‘behind the global numbers’, have included:
0 tracking studies of a range of communicable and non-communicable diseases
0 country studies of public financing of health R&D in high-income countries (HICs) and LMICs
0 financing of basic research in the private sector and of R&D in public-private product development partnerships

=  The Global Forum engages with a number of partners active in the collection of research information from LMICs and in the
building of country capacities for data collection. A collaborative project is currently under way with AFRISTAT, which
works with 18 francophone countries in Africa to strengthen national statistical systems.
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Box 1 Trends in financial flows for health R&D 1986-2005
USS$ Billions
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There remains a need for more research to address the health problems of LMICs — research which especially focuses on

the poor, marginalized and disadvantaged. At present, the resources for this research arise from three domains:

O Research for health is located in the broader domain of research of all kinds, receiving financing through a
combination of public and private channels that operate within and across countries.

0 Research also receives some of its resources directly from the health sector, through national allocations made within
health sector budgets and within international health initiatives.

0 Development assistance also contributes to funding of research for health, either explicitly through direct funding of
health research and research capacity building or as an included component of funding for the overall health sector.

Over recent decades, international targets have been proposed or committed to for a range of indicators across these four

domains. In 2008, the Global began publication of an annual Report Card, selecting 10 relevant indicators in four clusters

(Box 2) to track the performance of funders against the targets. ¥ The 2009 Report Card, contained in the current year’s

Monitoring Financial Flows, will be released at Forum 2009 in Havana.

The Global Forum acts as a source of expert advice on financing health R&D. At the end of 2008, the Global Forum assisted

the Secretariat of the Global Strategy and Plan of Action (GSPoA) on Public Health, Innovation and Intellectual property to

carry out an assessment of the total costs of implementation of the GSPoA. It was estimated that implementing the Plan

would require USS 147 billion over seven years 2009-2015, or about USS$ 16 billion more per year in addition to the roughly

USS 5 billion per year currently invested in health problems by LMICs themselves. 1

The Global Forum has just completed a study for the WHO Expert Working Group on R&D Financing, making the first ever

assessment of the global financing of R&D for communicable and noncommunicable diseases.’

As part of its effort to extend relationships with initiatives collecting data on health R&D, the Global Forum is organizing a

Satellite Meeting at Forum 2009. This meeting will gather actors from around the world engaged in tracking resources for

health research in HICs and LMICs. The intention is to foster collaboration to develop common standards and approaches

and to build a common platform for the development of sustainable systems for the regular tracking of resources into

health research.
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Box 2 Report Card for R&D for Health

A. All Countries

A-1. National R&D total investment as a percentage of GDP

A-2. National R&D for health as a percentage of GDP

A-3. National R&D for health as a percentage of national health investments

A-4. National R&D for health as a percentage of total R&D

B. High-income countries

B-1. Gap between actual ODA investments and commitment to invest 0.7% of GNI on ODA

B-2. Gap between actual annual increase in ODA and commitment to double aid between 2005 and 2010 - an extra
USS50 billion worldwide and US$25 billion for Africa

B-3. Gap between actual ODA investments in R&D for health and target to invest 5% of health ODA in R&D for health

C. Low- and Middle-income Countries

C-1. Gap between actual investments in health and target to spend 15% of domestic public spending on health

C-2. Gap between actual investments in R&D for health and target to spend 2% of national health budgets on health

D-1. Gap between actual investments and commitment to invest 5% of overall health investment portfolios of Global

research
Global Health Initiatives and development agencies

Health Initiatives and development agencies to support research capacity of countries, dissemination of research
findings, and management of knowledge.
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PROPOSAL FOR WORLD HEALTH REPORT 2012

Knowledge in the service of Health

Broad objective

To highlight the contributions that knowledge derived from scientific research has made
to health improvement globally

Specific objectives

e Produce an outward and forward-looking document, not focusing solely on WHO
activities in research;

e Primarily target non-researchers, and focused on Member States and partners, not
the academic community;

e Of practical value to low- and middle-income countries who want to strengthen
research as a driver of improved health;

e Demystify research and demonstrate how research can save money ("if you think
research is expensive, try disease™ Mary Lasker);

e Permits everyone to see their place in producing and using research;

e Sending the message that research serves the core business of all actors in health -
it is the "glue" or "the steel™ in the system;

e Build on the messages from the WHO Research for Health Strategy and the Bamako
Global Ministerial Forum.

What can the report achieve?

e Recognition of the value of research among Ministers, especially ministers of health
resulting in stronger political endorsement and commitment;

e Better appreciation among Member States about how research can help achieve
improved health, health equity and economic development;

e Acknowledgment of successes in capacity building in research in countries, and the
importance of infrastructure investments in research;

e Improved awareness of what evidence-informed policy is and should look like, and
how policymakers should ask for, find and use research evidence in making policies
and decisions;

e Recognition of the need for knowledge management systems that ensures an
alignment between health needs and the research being produced;

e Lead to an understanding of the uses and abuses of research;

e Act as a tool to advocate for increased investments in national health research
systems, and to finance research for health more generally;
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Create awareness of mechanisms which will allow resource-constrained countries to
produce research (e.g., collaborations, partnerships), awareness of responsibilities and
roles, and awareness of who’s investing what, and through what structures;

Draw clear strategic directions from recent developments (IGWG, WHO Research for
Health Strategy, Bamako Global Ministerial Forum) about the value of inter-
digitation and inter-relationships among different types of research;

Point to the need to adopt a broader, inter-sectoral and multi-disciplinary view of
research for health which goes beyond the health sector;

What should be in the Report?

Content should be based on a framework around the answers to the question of "How
does research improve health™? (Answer: developing interventions, informing policy,
empowering people);

Drawing attention to contemporary health challenges and attendant research needs
and gaps (e.g. chronic diseases, climate change, food security, pandemic threats,
fragile health systems, social determinants, etc);

Analysis and assessment of the performance of national health research systems
based on key indicators (stewardship, human resources, financing, production of
research, infrastructure, etc);

Analysis of global health research funding trends and patterns;

Examples of successful WHO initiatives and activities in research at all levels;

Case studies, vignettes and 'stories’ - e.g. choose examples that illustrate the four
goals of the WHO Research for Health Strategy, include the good and the bad,
illustrate ‘things that work’ (none of which would have arisen without research),
those that don't, and also the consequences of no research;

Concrete examples of evidence use: such as (1) examples of civil society campaign
materials based on research evidence; (2) decision aids for patients with low levels of
literacy that are based on research evidence; (3) guideline implementation plan
whereby both the guideline and the implementation plan are based on research
evidence; (4) a Cabinet submission document in which problem definition, policy
option characterization and implementation plan are based on research evidence.

What could be some possible working titles for the Report?

Knowledge in the Service of Health
Knowledge Improves all our Health
Research, Knowledge and Learning for Health: A guide for Dummies.

Tikki Pang,
October 17, 2008
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52nd Meeting of the Advisory Committee on Health Research (ACHR) and
43" Session of the PAHO/AMRO ACHR

Complementary and synergistic goals

Goals, WHO’s Strategy on Research for Health

Goals, PAHO’s Policy on Research for Health

e Priorities: reinforcing research that addresses
priorities (b)

e  Capacity: strengthening national health research
systems (@, c)

e Standards: promotes good practices and sets norms
and standards (d, €)

e Knowledge Translation: links policy, practice and
products of research (f)

e Organization: strengthen research culture and
governance in the organization (b)

Promote the generation of relevant, ethical, and high
quality research (Capacity)

Strengthen research governance and promote the
definition of research agendas (Capacity, Priorities,
Organization)

Improve competencies and support for human
resources involved in research (Capacity)

Seek efficiencies, enhanced impact and ownership of
research through strategic alliances (Capacity,
Standards)

Foster best practices and enhanced standards
(Capacity, Standards)

Promote dissemination of utilization of findings
(Capacity, Knowledge Translation)

* Time in 24:00 format
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52nd Meeting of the Advisory Committee on Health Research (ACHR) and
43" Session of the PAHO/AMRO ACHR

Questions for ACHR/CAIS consideration:

e What opportunities are we (WHO/PAHO) missing? Who are the key strategic partners to
begin working with, keeping focus.

e What are the additional barriers to implementing this goal at the global/regional/country
level?

e How can we overcome these barriers?

e How will we provide for periodic assessment, course correction and new ideas?

e How can WHO and/or PAHO be more helpful?

Meeting Objectives
e Obtain ACHR/CAIS recommendations for a strategic approach to implement WHO’s Research
Strategy and PAHQO’s Research Policy.
e Give the ACHR/CAIS an update on: existing research-related initiatives and on technical
cooperation projects and initiatives; developments between global and regional ACHRs and related
offices; and harmonization, coordination, and collaboration efforts.
e Commemorate the first 50 years of the ACHR system taking stock of contributions made at the
Committees in headquarters and the regional offices.

Expected Results
e Overall expectation: recommendations from WHO’s ACHR for the Director General and
recommendations from the PAHO/AMRO Regional ACHR discussed and accepted by the Director.
e Specifically: recommendations for the development of regional strategies and action plans
relevant to the goals of WHO’s Research Strategy (priorities, capacity, standards, knowledge
translation, organization) and the implementation of PAHO’s concordant Research Policy. Evidence
of stronger collaboration and coordination among regions and between each region and WHO-HQ),
such as demonstrable progress on existing joint initiatives and recommendations for new ones.
e Recommendation for alignment of Global and Regional ACHR meetings with WHQO’s Strategy
goals.
e Improved understanding of research development in Panama and establishment of a dialogue
with the local health and research authorities about the challenges, opportunities and implications of
the implementation of research for health policies in the country.

* Time in 24:00 format 1
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Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/lImpact

Comments/Additional Information

Overview of research
classification systems

Completed. Informed discussions on
I) priority setting ii) review of research
at WHO i) potential new codes for
systems research in ICD

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/lImpact

Comments/Additional Information

Publish overview in a
peer reviewed journal
e.g. Health Policy
and Systems
Research

Wider influence of the work stimulate
discussion on the need for any global
standards

Agree coding system
for WHO
management system
(GSM)

Coding would be Priority framework
+ ICD codes.

Table 3. Future Developments

Objectives

Challenges/Opportunities

Comments/Additional Information

Potential new codes
for systems
research in ICD

In depth and complicated potential new
codes for systems research in ICD
process.

Important as health research systems
is given renewed focus.

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. Comment of conclusions of the paper, support/suggestions

for next steps.

Discussion
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An overview of Research Classification Systems

Introduction:

The development of the WHO strategy on research for health identified a need for WHO to be able to describe at an
organizational level the research it is associated with and use this to establish an online database to record research
activity [1]. A similar requirement has been identified to categorize research (at a high level) within the WHO Global
Management System (GSM) to enable linkage between research activities and budgets. In addition there have been
a number of developments in this area over the years in various Member States.

This report provides an overview of classification systems that have been developed to describe health research in
order to provide a reference point for WHO in developing a system for its own use and, in time, to explore the
possibility of gaining international consensus on a framework for health research classification.

From a review of the classification systems described here the benefits of a clearly defined system include:

- Facilitating the recording and communication of health research
A complete and well classified record of research data and research projects increases information transparency
and availability. It enables an organization to quantify how much research it is associated with, where that
research is taking place, who is undertaking the research and how it meets the various strategic objectives of the
organization. For WHO it will improve communication between departments and advocacy to the Member States
of WHO and to the public. It should also enable the identification of gaps and overlaps in the health research
portfolio of the Organization.

— Enabling evaluation and comparison of research outcomes or research proposals
Evaluation and comparison of research outcomes and research proposals will be greatly facilitated with a pre-
defined research classification structure.

- Revealing trends in health research investment over time and setting research priority across the
Organization
Once described and recorded a review of past research data with a uniform classification system will be better
able to identify trends and developments of research investment on different categories and types of activities. A
clear demarcation of research categories will facilitate priority setting across WHO departments and help to
achieve the desired balance relative to the Organization's mission and core functions.

Definition:

Within the research for health strategy, research is defined as the development of knowledge with the aim of
understanding health challenges and mounting an improved response to them.

This definition covers the full spectrum of research, which spans five generic areas of activity: measuring the
problem; understanding its cause(s); elaborating solutions; translating the solutions or evidence into policy, practice
and products; and evaluating the effectiveness of solutions.

The term “research for health” reflects the fact that improving health outcomes requires the involvement of many
sectors and disciplines. It is research that seeks to:

— understand the impact on health of policies, programs or actions in any sector;
— assist in developing interventions that will help prevent or mitigate that impact; and
— contribute to the achievement of health equity and better health for all [2]

The term classification is used here as a collective term for any approach that seeks to describe research activity. It
is recognised that there is a significant range from formal classification systems, such as WHO International
Classification of Disease (ICD)[3], to informal approaches used by WHO in-house for example to assist in
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categorizing a publication.

The review shows there are several different approaches to classification but most commonly two categories are
used in combination. The first category is a topic which refers to the area being researched. Most typically in health
research this topic will be a disease, often using the ICD or an area such as patient safety or health systems. The
second category often describes the objective or purpose of undertaking the research. In health research this is
often described as research for prevention, detection or treatment, etc.

Methods:

The review was undertaken in June and July 2009. Using the above definitions, the first step was to identify existing
classification systems, both formal and informal, used within WHO. This included the WHO International Disease
Classification; a generic framework for describing research activity developed during the research for health strategy
(know colloquially as the pentagram) and a system of categorizing publications used by WHO Press. Interviews were
conducted with Tomas Allen from the Library, Caroline Allsopp and Laragh Gollogly from ePub team.

The second stage was to review classification systems from other organizations, countries and regions. A search
was conducted with the terms "Research Classification, Health"on PubMed and Google. Twelve health research
classification systems were identified in different countries and with different formats. Interviews were also conducted
with organizations known to have developed or suggested a research classification system. These included:
Dr.Monot from the Global Forum for Health Research, Dr.Speaksman from UK Clinical Research Collaboration
(UKCRC) and Dr.Abreu from Council of Health Research for Development (COHRED).

Results:

This section summarizes 3 classification frameworks used internally within WHO and 12 classification frameworks
from other organizations, countries and regions. Table 1 is a brief summary of the objectives, formats and contents of
the 15 classification frameworks.

Table 1: Summary of Classification Systems

Classification Description of the classification

. . Use of system In
[Year of Organization e y
Publication] Cles s Topic Purpose Structure Use
WHO
Recording,
International analysis, 21 chapters, with
C!assmcatlon of WHO |nterpre.tat|on and Yes No three charapter Yes
Disease comparison of categories in
[1990] mortality and each chapter
morbidity data
- Five generic
the Schematic diagram "
"Pentagram” WHO (research describing priorities | No Yes areas describing Yes
strategy) . L research
[2008] in research activity S
activities
Keyword Recording and Two level health
Classification WHO Press keyword searching | Yes No topic Yes
[2009] publications classification.

Developed Countries
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Classification

Use of

Description of the classification

In

[Year of Organization L system
Publication] Cles s Topic Purpose Structure Use
Health Classify and
Resea}r_ch _ UKCRC apalyzg health and Yes Yes Two cﬁrneqsmnal Yes
Classification biomedical research Classification
System [2006] funding
Research Heart and Classify research
e Stroke ; Four level
Classification . projects for grant Yes No g Yes
. Foundation of s classification
List [2003] C application
anada
Australian and .
New Zealand Australian
Bureau of Measure and Yes Three related
Standard L S
Statistics& analyze Research (General | Yes classifications on | Yes
Research o )
R Statistics New and Development Science) general research
Classification Zealand
[2008]
Health and Australian Describe the health
Medical National Health | issues relevant to Three
Research and Medical the proposed Yes Yes classifications on | Yes
Keyword/Phras | Research research for grant health issues
es [2008] Council application
Comparison and
Multidimension | Australian and promotion of
al Classification | New Zealand consistency in Yes Yes 6 top-level No
of public health | Health Policy collecting and classes
activity [2009] 2009 reporting public
health information
Low- and Middle-Income Countries
Cover a wide scope
Public Health Bol of Sanit of the concept of A three
Research Panam & PAHO | public health Yes Yes dimensional No
Modules [1998] | Bulletin research methods Model
and theories
Set national
Strategic Plan Thaﬂand research policy,
National coordinate research Two level
for Health L Yes No e 4 Yes
Research activities and classification
Research [1999] .
Council evaluate research
projects
Develop an
Myanmar overview of the
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Summaries of the research classification systems

International Statistical Classification of Diseases and Related Health Problems, 10th
Version [WHO, 1990, Reference 3]

The purpose of the ICD is to permit the systematic recording, analysis, interpretation and comparison of mortality and
morbidity data collected in different countries or areas and at different times. The 10" version was developed in
1990. The 11" version will be published in 2010.

In practice, the ICD has become the international standard diagnostic classification for all general epidemiological,
many health management purposes and clinical use. These include the analysis of the general health situation of
population groups and monitoring of the incidence and prevalence of diseases and other health problems in relation
to other variables such as the characteristics and circumstances of the individuals affected, reimbursement, resource
allocation, quality and guidelines.

The classification is divided into 21 chapters. The chapters are subdivided into homogeneous blocks of three
character code categories. The three-character code is the mandatory level of coding for international reporting to the
WHO mortality database and for general international comparisons. Although not mandatory for reporting at the
international level, most of the three-character categories are subdivided by means of a fourth, numeric character,
allowing for 10 subcategories.

The Pentagram-- a framework for communicating the research for health approach of each
department [WHO-RPC, 2008, Reference 1 and 4 Annex 6]

The pentagram framework was developed to describe the span of research activity within WHO to address a priority
research need. The pentagram divided research for health into 5 generic areas [Figure 1]. The purpose of this
exercise is to produce a schematic framework which represents, at a high level, the research approach, or strategy,
of each department in relation to these five areas.

e Measuring the magnitude and distribution of the health problem

e Understanding the diverse causes or the determinants of the problem, whether they are due to biological,
behavioural, social or environmental factors

° Developing solutions or interventions that will help to prevent or mitigate the problem
e Implementing or delivering solutions through policies and programmes

e  Evaluating the impact of these solutions on the level and distribution of the problem.
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Figure 1: The Pentagram
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Classification of Health Topic in ePublication [WHO Press, 2009, Personal communication]

The Classification of Health Topic from WHO Press was developed on the basis of library classification of health
topics. It was developed and tested during February to June 2008. Currently it is available for use in all regional
offices and is about to be launched in Headquarters. It is expected to be used in classifying all publications of the
whole organization by January 2010.

The objective of this classification system is to keep a clear and ordered record of WHO publications and to make the
publications more accessible by establishing a keyword search system with this classification.

The system consists of two levels. The first level is 11 general health topics: Emergencies, Environmental Health,
Health Equity, Health System, etc. The second level is sub-categories. Under Emergencies, for instance, are three
subcategories: Bioterrorism, Disasters and Disease outbreaks. There are in total 125 subcategories. At the current
stage, each publication can only be classified in one subcategory. This imposes some difficulty in classifying
publications that cover more than one field of study. EPub's next step is to improve this classification framework by
adding more levels and allowing more than one sub-category for comprehensive publications.

UK Clinical Research Collaboration (UKCRC) Health Research Classification System
(HRCS) [UK, 2006, Reference 6]

HRCS is a system for classifying and analysing health and biomedical research funding. It covers the full spectrum of
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biomedical and health research across all areas of health and disease. It adopts an approach based on cancer
research classification from International Cancer Research Partners (ICRP). The purpose of developing HRCS is to
facilitate strategy development, coordination and collaboration among funders of health research in the UK.

HRCS is an objective based classification system. It consists of two dimensions: Health Categories and Research
Activity Codes. Health Categories includes 21 individual categories based on WHO ICD codes; Research Activity
Codes is developed on the basis of the Common Scientific Outline by International Cancer Research Partners. It
includes 48 codes in 8 groups, encompassing all type of research activities: Underpinning, Aetiology, Prevention,
Diagnosis, Treatment Development, Treatment Evaluation, Disease Management and Health Service. Here
Underpinning is defined as research that underpins investigations into the cause, development, detection, treatment
and management of diseases and conditions. Aetiology refers to the identification of determinants that are involved in
the cause, risk or development of disease and conditions.

The HRCS is used to describe and analyse health and biomedical research funding from different organizations in
UK. The two dimensional classification systems can be applied in many ways. For example, Figure 2 (the Kite
Diagram) represents a breakdown of total research portfolio by Research Activity Codes. In this diagram, the sum of
the areas above and below the line of origin represents the proportion of each Research Activity Code indicated at
the top of the kite diagram. Figure 3 combines the two dimensions and shows the proportion of research funding on
each Research Activity Code for a specific health topic. The profile of research activity in different health categories
can then be compared and evaluated.

Figure 2 Proportion of Combined Total Spend by Research Activity- Kite Diagram
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Figure 3: Proportion of Combined Spend by Research Activity for Individual Health Categories
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Heart and Stroke Foundation of Canada Research Classification List [Canada, 2003,
Reference 7]

The Heart and Stroke Foundation is a Canadian volunteer-based health charity. Its mission is to lead in eliminating
heart disease and stroke and reducing their impact through the advancement of research and its application, the
promotion of healthy living, and advocacy.

The Research Classification List is designed to help describing the research projects in grant application. It is a set of
four classifications: Level of organization, Specialization, Methodology and Disease Entity. The first classification
"level of organization” is a two dimensional work with 12 health categories and 5 focuses. Specialization is divided
into 61 topics including anatomy, biophysics, clinical trials, etc. Methodology has 67 categories such as behaviour
studies, diagnostic theory, immunology, metabolic measurements, etc.

Australian and New Zealand Standard Research Classification (ANZSRC) [Australian& New
Zealand, 2008, Reference 8]

The Australian and New Zealand Standard Research Classification (ANZSRC) is jointly produced by the Australian
Bureau of Statistics (ABS) and Statistics New Zealand (Statistics NZ).

ANZSRC is the collective name for a set of three related classifications developed for use in the measurement and
analysis of general research and experimental development (R&D) undertaken in Australia and New Zealand. The
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three constituent classifications included in the ANZSRC are: Type of Activity (TOA), Fields of Research (FOR), and
Socio-economic Objective (SEO). It is essentially a three way matrix where each R&D activity can be classified by
TOA, FOR and SEO.

e Type of Activity (TOA): categorized by the type of research effort: Pure basic research, Strategic research,
applied research and experiment research

o Fields of Research (FOR): categorized by the fields of research

e  Socio-Economic Objective (SEQ): categorized by purpose or outcome of the R&D

Australian National Health and Medical Research Council (NHMRC) Keyword/ Phrases
[Australia, 2008, Reference 9]

NHMRC keyword/ phrases have been developed by the Australian Bureau of Statistics (ABS) and published as the
Australian and New Zealand Standard Research Classification (ANZSRC) 2008 edition. It is a classification system
aimed at better describing the health issues/ disease/ clinical condition relevant to the proposed research. The
keyword/ phrases can be directly used in research grant application forms.

Like the ANZSRC, it consists of three classifications: Broad Research Area, Fields of Research and Socio-Economic
Objective.

e Broad Research Area: categorized by the type of research effort: Basic Science, Clinical Medicine, Health
Service, etc.

o Fields of Research (FOR): categorized by the fields of research

e  Socio-Economic Objective (SEQ): categorized by purpose or outcome of the R&D

A multidimensional classification of public health activity in Australia [Australia, 2009,
Reference 10]

This multidimensional classification of public health was proposed in an article on "Australia and New Zealand Health
Policy 2009". The purpose of developing this classification framework is to compare public health activity across
jurisdiction and countries and to promote consistency in collecting and reporting information about public health
programs, expenditures, workforce and performance.

The classification consists of six top-level classes: "Functions", "Health Issues"”, "Determinants of Health", "Settings",
"Methods" and "Resources and Infrastructure". Existing classifications such as WHO ICD, functioning and disability
and external causes of injuries can be used as subclasses of the classes "Health Issues”, "Settings" and "Resources
and Infrastructure”, while new subclass structures are proposed for ""Functions"," Determinants of Health" and
"Methods". A structure of this multidimensional classification can be described by the following figure:
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Figure 4 A multidimensional Classification of Public Health Activity
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A Three Dimensional Classification Matrix of Public Health Research (PHR) Modules
[Mexico, 1988, Reference 11]

The three dimensional classification model is proposed in a journal article by Julio Frenk, José Luis Bobadilla, Jaime
Sepulveda, Jorge Rosenthal, and Enrique Ruelas in 1998. The purpose of developing this module is to answer a
series questions like: How is PHR related to socio-medical and health services research? In what way does it
assimilate the methods and theories from the biomedical and social sciences? Should PHR be oriented primarily
toward solving practical problems, or should it concentrate on advancing knowledge and establishing a consistent
body of findings and principles?

Public Health Research is defined in this article as a type of health research that studies the health conditions of
populations and the organized social response to those conditions. It can be divided into two main types: research on
health needs and research on health systems. In order to cover the wide scope of the concept of public health
research, the article adopts an innovative view in developing a three dimensional matrix for public health research
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classification. The three dimensions are

e  Substantive Areas: the phenomena that constitute the objects of public health research
e Knowledge Areas: the basic disciplines contributing to public health research

. Methodologic Areas: the methods guiding research in the public health field

Strategic Plan for Health Research [Thailand, 1999, Reference 12]

In response to the new and widened health research environment promoted by WHO (that covers biomedical,
clinical, epidemiological, behavioral, social science and humanitarian aspects), the Thailand National Research
Council (NRC) took up the role of setting new national research policy , coordinating research activities of different
organizations and evaluating the results of research projects. The objective of this strategic plan for health research
was to improve Thailand's management system to be able to carry out these roles effectively.

The strategic plan had 44 task forces, grouped under 3 categories: Health Problem (19 task forces), Disease of the
Organs (15 task forces), Enabling Mechanisms for Health (10 groups).The plans involve and promote one another
along three dimensional research axes.

Myanmar Academy of Medical Science: Research Areas and Activities [Myanmar, 2003,
Reference 13]

In order to develop an overview of the range and diversity of medical research carried out in Myanmar during the
period of 1886-1986, the Medical Sciences Division of the Research Development and Coordinating Committee
listed a group of medical research categories, each identifying a specific topic in medical research such as Nutrition,
Malaria, Hepatitis, Road accident, Health service etc. The list reflected the growth in research capability and the way
research was contributing to the understanding and control of some of the major health problems of the country and
to progress in medical sciences.

International Cancer Research Portfolio (ICRP) Common Scientific Outline (CSO) and
Alternative Classifications [2000, Reference 14]

The International Cancer Research Portfolio represents a database of information on cancer research awards of the
cancer funding organizations that comprise the International Cancer Research (ICR) Partners. The ICR Partners is a
group of international cancer funding organizations (7 organizations from the United States, 18 from the United
Kingdom and 21 from Canada) that came together in September 2000 and agreed to code their research portfolios to
a common scientific outline.

The ICRP uses the Common Scientific Outline (CSO) as a unified classification system. The purpose of laying out
this framework is to improve coordination among research organizations, making it possible to compare and contrast
the research portfolios of public, non-profit, and governmental research agencies. It is a classification system
organized around seven broad areas of scientific interest in cancer research: Biology; Etiology (causes of cancer);
Prevention; Early Detection, Diagnosis, and Prognosis; Treatment; Cancer Control, Survivorship, and Outcome
Research; Scientific Model Systems. The seven areas are subdivided into 29 second level categories.

Apart from the CSO, the ICRO allows uses to search and view cancer research in a variety ways, including by type of
cancer, and by funding organizations.
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Figure 5: Common Scientific Outline
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Global Forum's Tentative Typology of "Research for Health" [Global Forum, 2008,
Reference ]

The Global Forum for Health Research is an independent, international organization committed to demonstrating the
essential role of research for health and health equity, benefiting poor and marginalized populations.

The Global Forum itself has strongly promoted the widening of attention to include the entire spectrum of research for
health - biomedical R&D, health policy and systems research, behavioral and social sciences, operational research,
biological, economic, environmental, political, social and other determinants of health, with a particular emphasis on
research to enhance health equity.

The tentative typology proposed by the Global Forum focuses on a broader concept of research for health that would
encompass research for health both inside and outside the health sector. [15] It is a two level classification. The top
level has three categories: Research on "Disease related" prevention and treatment, Research on other "Disease
related" prevention, treatment and care and Research on "Health". The second level has 20 subcategories.

Health Research Web [COHRED, 2009, Reference 16]

COHRED is developing a health research classification system to be applied to Health Research Web, an interactive
platform for management of health research in low and middle income countries, where the users holding a protected
password would be able to classify their projects accordingly.

The classification system together with the Health Research Web will be launched in 2009.

Harvard School of Public Health International Health System Program (IHSP) [United
States, date unpublished, Reference 17]
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The research of International Health System Program contributes to health system improvements worldwide by
emphasizing six interrelated areas of focus. [17] The objective is to allow the findings and methodologies of Program
members’ research to reach a wide audience and inform policymaking.

The six areas of IHSP research include the most relevant issues for low- and middle-income countries. These areas
include:

Institutional Reforms and Capacity Building; Politics and Governance; Health System Financing; Public/Private
Partnerships; Building Community Capacities and Social Capital; Reproductive Health and HIV/AIDS Projects.

Figure 6: Six areas of IHSP research
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Discussion:

Initial findings showed three classification systems in use within WHO. The International Disease Classification
launched on 1990, the WHO strategy on research for health is proposing the "pentagram” to describe the span of
research activities and the ePub team has developed a two level classification for publications. The pentagram is a
classification of research activities. The ePub is a two level classification structure of health topics.

In addition this report describes 12 research classifications indentified from other organizations, countries or regions.
Among the 12 classification systems, six are from developed countries; three are from low/middle income countries
and another three from international organizations. Eight of the classification systems are already in use: UKCRC,
Heart and Stroke Foundation in Canada, Harvard School of Public Health, Common Scientific Outline in Cancer
Research, Thailand, ANZSRC, NHMRC and Myanmar. The classification from Global Forum is a tentative typology
and the three dimensional classification from Mexico, the multidimensional classification from Australia were
introduced in academic papers but have never been adopted.

The classification initiative that COHRED is due to launch in 2009 will be applied in the Health Research Web, an
interactive platform for management of health research in low and middle income countries, where the users holding
a protected password would be able to classify their projects accordingly.

The majority of classification systems (except for Myanmar and the Harvard School of Public Health) adopt at least
two levels of categories. The most common way of classification is a two dimensional framework by research
purpose topics. A good example is the two dimensional health research classification systems from UKCRC. In the
UKCRC system, one dimension is the health topics developed from WHO ICD, the other dimension is based on
health research methodologies. Another example is the Common Scientific Outline for cancer research. The CSO
itself is a purpose based classification. But ICRP combines this classification with other classifications such as by
type of cancer and by organization funding the research. Other ways of classifying health research include two level
health topic based classification (WHO ePub and Global Forum), three dimensional classification frameworks
(Mexico, Australia, New Zealand) and multidimensional classifications framework (Australia).

Page 14 of 16





CAIS43/ACHR52/09.28

The HRCS from UKCRC has received wide acceptance in major UK funding organizations. The CSO for cancer
research is adopted by all major cancer research institutions in Canada, UK and USA. On the other hand, the three
dimensional classification systems proposed by Mexico, the multidimensional classification from Australia and the
strategic plan by Thailand has rarely been used in practice. The Three dimensional classification from Mexico divides
research into 294 categories and even more subcategories. The complexity of this classification places a lot of
burden in practical use. The Thailand strategic plan categorizes health topic into three groups and 44 task forces. But
a closer examination of the classification reveals a large degree of overlap. For example, skin cancer can be
categorized both as “Skin disease” in “Disease of Organs” and “Cancer” in “Health Problems”. “Mental Disorders and
Violence Behaviour” and “Behaviour Determinants of Health Problems”, although belong to different health groups,
may be related to the same projects.

Within WHO discussions were held with six departments/partnerships/programs: TDR, EPC, RHR, IVR, PSP and
FOS. The six departments were generally supportive of the development of a research classification system in WHO.
IVR, RHR and PSP specifically addressed the importance of clarifying the objective of a research classification
system: whether it is for the purpose of evaluation, comparison, and advocacy or whether it solely serves as an
internal coding system for a database; who is going to use the classification and what is the desired level of details.
As for the expected format of a research classification framework, most departments agreed that a two dimensional
classification with the pentagram and the ICD disease classification is a good start. RHR suggests an additional
dimension: knowledge areas to address research activities related to health ethics, health laws, etc. IVR and FOS
suggested to not go beyond a two dimensional system. Their advice is to add some additional categories and
knowledge areas on ICD such as health system, health equity, economics, social sciences, etc. to address health
topics that are not covered by ICD.

Conclusion:
This study shows that a successful classification system should have the following elements:

1) A clearly defined objective:
It is important to clarify beforehand the objectives and the potential users of a research classification system. We
need this information to determine the formats, classification principle and the desired level of details.

2) Practical use:

Although it is tempting to develop a classification system as precise as possible, precision always comes with a
price. As we have learnt from the Mexican classification and the Australian multidimensional classification, too
much complexity reduces the practical application by increasing the burden on the person entering the data.
Practical use should be the first priority in developing a health research classification system.

3) “Research for Health”
The classification system to be developed for WHO should focus on the concept of “Research for Health” and
should distinguish itself with clinical or pure medical classifications.

Based on these principles, it is recommended to use a two dimensional classification system. One dimension is the
pentagram, which addresses research activities by purpose. The second dimension would be by disease
classification developed on the basis of ICD. However, further classifications will be needed in order to cover non-
diseases specific activities that encompasses topics both inside and outside the health sector such as heath equity,
ethics, social sciences, economics, law etc. It was also felt that the pentagram could be further developed by
introducing a metric into the estimation of the departmental research approach in each area rather than the free style
used in drawing a circle to represent the strategic response in each area.
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Research for Health: WHO/PAHO Strategy, Policy, and Action Plan
ACHR/CAIS

November 2009

SUMMARY

WHO?’s Strategy on Research for Health, PAHO’s Policy on Research for Health, and WHO’s
Global Strategy and Action Plan on Public Health, Innovation, and Intellectual Property Rights are
the result of almost two decades of dynamic, thoughtful discussions among Ministers of Health and
other leaders of the global health community. Although the Strategies and Policy were derived
separately, all recognize that research is essential to health and development, and that to confront
the world’s current health challenges we must create and strengthen national systems of research for
health. Together, the Strategies and Policy propose 106 objectives and actions, each of which
addresses one or more of the six essential components of a robust system of research for health:
effective information, knowledge systems, and dissemination plans; a clear and articulated national
research policy; a capable research workforce; strong regulatory frameworks and structures; well
equipped research institutions; and adequate financial resources. In their roles as stewards,
advocates, conveners, capacity builders, and catalysts for change, WHO and PAHQO’s coordinated
activities will help ensure the creation and development of strong and innovative research systems
for health - critical components of robust public health systems.

Method of Analysis:
MindJet MindManager® maps were used in performing the analysis.

Figure 1. Examination of the goals, objectives, and actions of the Policy and Strategies to determine
commonalities, special emphases, and unique aspects.

Figure 2. Categorization of the goals, objectives, and actions of the Policy and Strategies in their support of
the six essential components of a robust system of research for health.
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Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional
Information

1% Latin American
Conference on Research and
Innovation for Health

Report of the conference

Three meetings presentations, two in
Honduras and one at UNESCO

Two published papers

1 submitted paper (next item)

Increased interest in the region and
countries engaging in developing systems
for research for health

Countries have reacted in a
positive manner to the topic and
some have made or are planning
changes in the MOH structures
and processes in order to exercise
stewardship and accommodate the
participation of interested parties.
Elaboration of research agendas,
design of financing mechanisms
and having ethics boards are part
of the changes.

Submitted paper: “Sistemas
Nacionales de Investigacion
para la Salud en América
Latina: una revision de 14
paises”

This is an analysis of 14 country papers
requested from participants to the 1° Latin
American Conference on Research and
Innovation for Health, on the status and
structure of the NHRS in their country.

This can be used as base line
information (even though
information on other countries is
missing) on the development of
NHRS in the region at the end of
2008 which can be used to
monitor NHRS strengthening
activities

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional
Information

Joint (PAHO/COHRED)
actions towards the
development and/or
strengthening of NHRS in
the LAT region

Specific training actions and capacity
building for health research managers

Specific capacity building activities in
countries undertaking actions towards
developing/strengthening their NHRS

Consolidate development/strengthening
NHRS actions in at least two countries in
the region

Identification of countries within
the sub-regions (Central
American, Caribbean, Andean,
other interested sub-regions) for
countries interested in engaging
in NHRS development.

Seek for core funding for
technical cooperation.

Train PAHO focal point for
research on the key strategies in
order to have a standardize
approach.

Jointly (PAHO/COHRED)
promote the use of Health
Research Web as a
management tool for research
managers and benchmarking
mechanism

Host on one common platform,
comprehensive information on the national
systems for health research and their
development in the region, their policies,
structures, institutions performing health
research, investment in health research

Identification of key people
within MOH and other interested
institutions within countries/sub
regions/regions to promote the
usage of this information
platform.

Link HRWeb to official Websites
of WHO/PAHO other regions.

Table 3. Future Developments

Objectives

| Challenges/Opportunities

| Comments/Additional
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Information

To compare and analyze the
specific policies and/or legal
and normative framework
for NHRS in the region

Preparation of a survey (similar to that used
in the First Conference) to collect detailed
information related to policies and/or legal
and normative framework for NHRS for the
countries in the region

Need of financing and discussion
for protocol and survey
elaboration.

To select a successful case
(country or sub-region) of
development of a NHRS in
the LAT region and use it as
case study for interested
countries and for other sub-
regions and regions

Identify a successful case of a country
developing its NHRS, and prepare the
developments and key actions taken as a
case study to be used in training and
capacity building for management of NHRS
in LMIC.

Need of financing and discussion
for detection. Select a
management team for the project
and a specialist team for building
the case study.

To make a close follow up to
national efforts in
developing or strengthening
NHRS and offer support for
the activities needed.

Preparation of follow up indicators to
measure the national efforts in developing
and/or strengthening NHRS, design a
simple template for bi-annual report with
key information point.

Develop template and indicators

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. Quality research is essential to attain equity, health, and socioeconomic
development. All countries need sustainable research systems to improve
health and well-being of its populations, reduce inequalities and social
injustice, and promote economic and social prosperity. Although it has been
recognized widely the importance of said systems, a great deal is still needed
in order to strengthen local capacity with regard to research and innovation
in low- and middle-income countries—including those of the Region of the
Americas. To address these issues and with the overall objective of
increasing the contribution that research makes to health and equity in Latin
America, the First Latin American Conference on Research and Innovation
for the Health was held in Rio de Janeiro, Brazi,l from 15 to 18 April 2008.
The article included as part if the CAIS/ACHR documents recapitulates the
descriptive information on national research for health systems that countries
that participated in the First Latin American Conference presented. The
primary source of information were 14 documents, all with a common
format, given to the participants of each country by the organizers in the
month of February 2008. The recapitulation of the documents focused on
three aspects: governance, legal framework, and prioritization of health
research. Six of 14 countries reported having formal structures of
governance and management of research for health. Regarding the legal
framework, of the 14 countries only Brazil and Ecuador reported having a
national policy on science, technology, and innovation for health. About
prioritizarion, of the 14 countries, 9 reported having established some form
of prioritization for research for health (Argentina, Brazil, Costa Rica, Cuba,
Ecuador, Panama, Paraguay, Peru and Venezuela) and a third of these
mentioned to have established them without having a formal structure of
governance and management of research for health. With regard to
coordinating mechanisms for research for health, countries with functional
NHRS have formal coordination mechanisms. Having a formally structured
NHRS (that is an articulated system in which roles are defined and
stewardship-governance-management exist, a definition framework of a
policy of research for health and/or a legal framework and the prioritization

Information and decision on
which mechanisms ACHR/CAIS
can recommend PAHO to
implement and with which key
partners to engage, as to make
sure interested countries can
move forward in
developing/strengthening their
NHRS.

Funding will be needed as to help
interested countries and to
maintain momentum of the
activities and capacity building of
local health research managers.

Key issues to consider are:
Human resources for health
research, countries to develop
plans in order to maintain growth
and achieve excellence.

Prepare a study comparing
financing schemes for health
research in the regions in order to
offer alternatives to countries
developing their NHRS.
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of research) promotes that health priorities of the country, reconciled as
social good and as tools for economic development, be attended and
operated through scientific research and technological development.
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ABSTRACT

This paper discusses the main features of the National Health Research Systems (NHRS) in Argentina,
Bolivia, Brazil, Chile, Costa Rica, Cuba, Ecuador, El Salvador, Honduras, Panama, Paraguay, Peru,
Uruguay and Venezuela, based on documents developed by experts from those countries that
participated in the First Latin American Conference on Research and Innovation for Health held in Rio
de Janeiro, Brazil, in April 2008. Also reviewed were sources cited in reports, published scientific
papers, peers” opinion, and secondary regional sources of information. Six countries reported having
formal governance and management structures for research for health: in Brazil and Costa Rica, these
structures are led by the Ministry of Health, while Argentina, Cuba, Ecuador and Venezuela have
mixed structures involving both the Ministry of Health and the Ministry of Science and Technology.
Brazil and Ecuador reported having a dedicated and inclusive national policy on health science,
technology and innovation. Argentina, Brazil, Costa Rica, Cuba, Ecuador, Panama, Paraguay, Peru and
Venezuela reported having established priorities for research for health. The conclusion is that despite
the structural and functional heterogeneity of the NHRS’s in the countries studied, and their uneven
level of development, encouraging advances have been achieved. Establishing adequate governance
and management of the NHRS’s is critical in order for the Ministries of Health, other state actors and
the civil society to efficiently direct research for health.
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Research that is well-conducted and of adequate quality is essential to reduce inequities, improve
population health and boost socioeconomic development in the countries. Particularly, research
targeted to strengthening national health research systems (NHRS’s) and regional cooperation is crucial
not only for meeting current needs but also for adjusting national health systems to future challenges.

An NHRS is a set of institutions that govern, manage, coordinate, demand, require, communicate or use
knowledge resulting from research to improve the population’s health and status (1). A formally
structured NHRS — i.e. an articulated system in which the role of all actors is defined, with proper stewardship,
governance, management and a legal framework that defines the policy on health research and its prioritization —
offers the opportunity to strategically promote health priorities of a country. These priorities may be conceived
of as a social asset as well as a tool for economic development, and may be addressed and carried out via
scientific research and technological development (2).

In industrialized and developing countries, health research has driven the economy by increasing the
knowledge base, boosting competition, improving access to useful products, strengthening the
industrial, economic and health sectors, increasing social knowledge, enhancing the ability to solve
complex problems and addressing some social determinants of health.

All countries need sustainable research systems to improve the health and welfare of their populations,
reduce inequalities and social injustice, and promote economic and social prosperity.

While the significance of these systems is widely acknowledged, much remains to be done in order to
strengthen local capacity for research and innovation in low and middle income countries, including
those in the Region of the Americas (3).

FIRST LATIN AMERICAN CONFERENCE ON RESEARCH AND INNOVATION

To address these issues, with the overall aim of increasing the contribution that research makes to
health and equity in Latin America, the First Latin American Conference on Research and Innovation
for Health was held in Rio de Janeiro, Brazil, on April 15-18 (4, 5).

Among other goals, the focus of this conference was to improve regional cooperation aimed at solving
or approaching common problems, discussing the need to develop and strengthen NHRS’s in Latin
America, and analyzing the different ways of financing and developing the human resources available
for research. The conference brought together some 120 strategic actors, including officials in the areas
of health, science and technology of the countries of the Region, representatives of development and
technical cooperation agencies, networks and national research organizations, regional and global and
technical staff of the Pan American Health Organization (PAHO) and the World Health Organization
(WHO). The event was the product of a partnership between the Brazilian Ministry of Health, PAHO,
Mexico's Coordinating Committee of the National Institutes of Health and High-specialty Hospitals of
Mexico (INSalud), Nicaragua’s NicaSalud Network Federation, the Council on Health Research for
Development (COHRED) and the Global Forum for Health Research. The Conference was funded by
PAHO, the Ministry of Health of Brazil, Wellcome Trust, COHRED, the Global Forum for Health
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Research and the Special Programme for Research and Training in Tropical Diseases (TDR),
coordinated by WHO (5).

In addition to the general presentations, four task forces were set up during the conference: (a)
NHRS’s, (b) Financing for Health Research, ¢) Human Resources for Health Research and (d)
Innovation, Product Development and Access. The discussions and presentations — partially based on
14 national reports on NHRS’s (6) — led to definitions and recommendations regarding the core issues
addressed. In addition, many work leads were established among countries, networks and international
and funding agencies. Also, reports were submitted regarding new programs, grants and funding
sources, and a draft agreement was reached for sub-regional cooperation in Central America.
Participants agreed to hold a follow-up meeting to assess progress at the end of 2009 (5). The following
is a review of the main features of the NHRS’s of 14 countries in Latin America. It is expected that the
information submitted contributes to furthering the design of national health research policy and
identifying strategies for developing and strengthening NHRS’s in the Region of the Americas, so as to
enhance and ensure the academic excellence of the systems and improve the population health.

SOURCES OF INFORMATION

Experts from 17 countries were asked to prepare a description of their country’s NHRS. These experts
were identified through consultations with national official authorities and had confirmed their
participation in the First Latin American Conference on Research and Innovation for Health. The
national reports were prepared in a standard format based on the recommendations described in the
Framework for Developing a National Health Research System developed by COHRED (7, 8) with
input from other agencies. According to these recommendations distributed by the organizers of the
event in February 2008, the reports were to be developed jointly by representatives of the different
institutions in the country invited to the conference — health ministries, science and technology
agencies, academic institutions and NGOs involved in research activities — and should not exceed 2,300
words. The reports were due two weeks before the conference and were available for viewing on the
Internet (6).

In addition to reviewing the reports submitted by the national experts, sources cited in the reports (legal
and regulatory documents, national databases, the official internet sites of the ministries of health,
education, and science and technology, academic institutions and social security agencies, and private
development foundations, among other sources) were also reviewed for the analysis of NHRS features,
as well as published scientific articles and experts” opinions. The national teams had the opportunity to
review the information collected and send their feedback.

The reports were reviewed with an eye to three main issues:

e Governance and stewardship. Defined as the processes for collective action governing the
relationship between actors, the dynamics of these processes and rules by which a society
determines its behavior and makes and implements its decisions (9). Three components were
identified: the governing body, i.e. the institution and structure through which the objectives of the
system are established; the management structure, responsible for planning and implementing the
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activities required to achieve defined objectives; and the coordination mechanism used for setting
objectives and coordination between different parts of the system.

e Legal Framework. A dedicated policy was considered to be in place when there existed an official
document explicitly defining the intention of the government or government agencies to devote
energy and resources to health research and to develop a legal framework to ensure its
implementation and operation, and achieve its objectives. Not all countries in the region issue such
documents, or formalize them via national laws, rules, regulations or programs. Thus, the legal
framework for health research was defined as the legal and regulatory structure within which all
health research actors may operate, system goals are established, and strategies for their
achievement are suggested. The legal framework consists of the set of laws, regulations, policies
(departmental, institutional and provincial) and the strategies of the ministries (particularly those
accountable for areas of health, science, technology and innovation, education and economic
development).

e Prioritization of health research. This is determined by the existence of a formal list of priorities,
contained in official documents from the Ministry of Health or other institutions, which
demonstrates that some type of process is underway for the selection, prioritization, evaluation and
adoption of issues, themes and research related problems which may guide the generation of
knowledge.

To describe the countries’ socioeconomic development, the Human Development Index (HDI)
developed by the United Nations Development Programme (10) was used. The HDI is a composite
indicator that measures the average progress of a country using three basic dimensions of human
development: a healthy life, access to education, and a decent standard of living. These basic
dimensions are measured, respectively, by life expectancy at birth; the adult literacy rate and the
combined primary, secondary, and tertiary gross enrolment ratio; and GDP per capita
(http://hdr.undp.org/en/statistics/indices/hdi/question,68,en.html).

To complement the classification of the countries studied, and to give an idea of the level of investment
in each, the following factors were examined: public expenditure (on health and education), the number
of patents granted to residents in the country (per million inhabitants), collection of royalties for patents
(per capita), the percentage of GDP devoted to innovation and development activities, and science and
technology costs. Charges were stated in 2005 dollars (US).

To place this analysis in the context of each country’s level of scientific development, several other
general indexes were utilized: the number of researchers per million inhabitants and the number of
scientific publications listed in the Latin American Literature on Health Sciences (LILACS) database in
2005 and the Institute for Scientific Information (ISI) database in 2007, also per million inhabitants.
Liberal and conservative estimates of scientific throughput were generated using Paraje’s methods (11).
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SITUATION OF NHRS IN COUNTRIES STUDIED

NHRS reports were received from 14 of the 17 countries invited to participate (82.4%): Argentina,
Bolivia, Brazil, Chile, Costa Rica, Cuba, Ecuador, El Salvador, Honduras, Panama, Paraguay, Peru,
Uruguay and Venezuela. The global and development features of these countries are very diverse
(Table 1).

Argentina and Chile had the highest Human Development Indexes (0.869 and 0.867, respectively),
while Honduras and Bolivia had the lowest (0.700 and 0.695, respectively). Public expenditure on
health as a percentage of GDP in the countries studied ranged between 1.8% and 5.5% and spending on
education between 1.8% and 9.7%. The number of patents granted per million inhabitants in 2000-2005
was generally low, with the highest number awarded to residents of Argentina and Cuba. The
percentage of GDP devoted to innovation and development activities was less than 1.0% in all
countries except Brazil. Science and technology costs also varied widely, with the largest investments
made by Argentina, Brazil and Chile. According to publications indexed by ISI, health-oriented
scientific production per million inhabitants was highest in Chile, Argentina, Uruguay and Brazil and
lowest in El Salvador, Honduras and Peru. Based on the analysis of I1SI data, health research constitutes
a significant part of the research occurring in the 14 countries studied (Table 1).

Governance and Management

Six countries reported having formal governance and management structures for health research (Table
2). In Brazil and Costa Rica, both governance and management structures are led by the Ministry of
Health, while Argentina, Cuba, Ecuador and Venezuela have mixed structures in which the Ministry of
Health and the Ministry of Science and Technology play important roles. In Argentina and Ecuador,
the ministries of science and technology are responsible of management functions; in Panama
structures lack coordination, because the law gives powers to an autonomous public research institution
that is not part of the Ministry of Health and the Secretariat of Science and Technology. The remaining
countries (Bolivia, Chile, EI Salvador, Honduras, Peru, Paraguay, and Uruguay) have no formal
governance nor research management structures. In Honduras, Paraguay and Uruguay there have been
proposals to create the appropriate structures and these are at different stages of development. Some
countries are involved in initiatives, such as the Evidence-Informed Policy Network (EVIPNet) — to
strengthen the capacities of their NHRS’s (12).

In other countries like EI Salvador, Peru and Uruguay, there are structures and managerial activities
that could lay the foundation for the creation of an NHRS. In Bolivia there is a proposal to create a
national health research council and departmental councils under the aegis of the National Research
Agency, a part of the Ministry of Health and Sport. In Chile, steps have been taken to strengthen the
National Health Research Council as a body that generates recommendations and guidelines for health
research. In Panama, the Gorgas Memorial Institute for Health Studies, through the Office of Research
and Technological Development, manages and promotes national development of scientific research on
health, both on its own and through other organizations working in this field.
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Legal Framework

Brazil and Ecuador reported having a dedicated, inclusive national policy on health science, technology
and innovation. In Brazil, this legislation was issued in 2004 and has four goals (13): a) to develop the
capacity to intervene in the chain of knowledge, from research with immediate application to
technology and innovation oriented research; b) to call on the producers, funders and users of scientific
and technical output to participate in health research; c) to guide production according to priorities set,
and d) to take into account the social and economic significance of applying the results to solving
priority health problems. In Ecuador, the national policy on science, technology and innovation and the
national policy on health research were issued in 2006 (14) and although the science and technology
policy set by the Ministry of Health guides the National Secretariat for Science and Technology it does
not outline specific priorities for the health sector.

Another 10 countries (Argentina, Bolivia, Chile, Costa Rica, Cuba, Panama, Paraguay, Peru, Uruguay
and Venezuela), while not having a specific national policy, reported having a body of laws and
regulations that establish rules and standards governing some aspects of health research. These laws
and regulations cover issues such as registration and execution of clinical trials, registration of
pharmaceutical products, and responsibilities and duties of ethics committees.

Health Research Priorities

Of the 14 countries, 9 (64.3%) reported having established health research priorities in some form
(Argentina, Brazil, Costa Rica, Cuba, Ecuador, Panama, Paraguay, Peru and Venezuela) and a third of
the countries established these without a formal governance and health research structure (Table 3).
The procedures used to set priorities differed significantly (6). For example, Argentina set priorities
using “interpretative” procedures initially established by the National Ministry of Health through the
Health Research Commission (“Salud Investiga™). These procedures gradually evolved to become a
“technical” model, based on expert opinion, surveys and the implementation of the Argentina’s
combined strategy matrix (MECA), in turn based on the model of the combined strategy matrix (15).
Both expert opinion and surveys were used to establish a list of priorities for 2002-2005. Since 2006,
this list was amended in accordance with results obtained using MECA (16).

In another country, Brazil, this process took place in five stages: 1) analysis of the health situation and
living conditions using reports requested from specialists in different fields, 2) creation of a Technical
Advisory Committee, made up of health researchers and managers recognized in their work areas; 3)
identification of 20 research sub-agendas, with themes and lines of research established via a process of
discussion and reflection to reach consensus regarding the health status of different population groups,
4) review of topics and lines of research via a public consultation which allowed the input from various
involved sectors to be incorporated, and 5) the approval of the National Agenda on Health Research
Priorities for the 2" National Conference on Science, Technology, and Innovation in Health, held in
2004 (17). The criteria employed to establish themes and lines of research were similar to those used in
MECA, although other factors were also used to evaluate and discern priorities, such as cost-
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effectiveness, effects on social equity, acceptability and feasibility of the interventions and the quality
of the research proposals.

In Costa Rica, inter-disciplinary discussions took place to establish the National Agenda for Research
and Technological Development in Health for 2005-2010 (18). In Panama, the Ministry of Health
formulated the National Strategic Plan on Science and Technology in 1998, coordinating the first inter-
sectoral and inter-disciplinary agreement on policies and priorities for health research. In 2000, new
health research priorities were established and were in effect until 2007. Then a new inter-sectoral and
interdisciplinary consensus was reached on health research priorities under the coordination of the
Gorgas Memorial Institute for Health Studies through the National Strategic Plan on Science and
Technology’s Health Sector Committee, under the National Secretary of Science and Technology (19).

Priority research topics were identified as specific problems or broad thematic areas, and could be
subdivided into specific lines of research (Table 3). For example, Argentina prioritized 10 specific
problems, including infectious diseases (Chagas disease, tuberculosis, HIV/AIDS), a chronic disease
(diabetes), a group of age-associated diseases (acute lower respiratory infections in children) and risk
factors (smoking and road safety). In other countries, the more general themes were subdivided into
sub-agendas, areas, trends, etc. (Table 3).

Coordination, Financing and Training of Human Resources

It was noted that countries with a structured NHRS have formal mechanisms for coordinating health
research (Table 2). Some, like Brazil and Costa Rica, have a national research agenda that defines the
national priorities for health research developed from participatory inter-sectoral processes, while
others, like Argentina and Ecuador, have a national research forum guided by priority research areas.
Some countries that do not have a formal NHRS have mechanisms of coordination in place for the
health sector or across sectors. For example, the Planning Unit of Bolivia’s Ministry of Health and
Sport has a health research coordination sub-unit that fulfills this function; in Panama, the Health
Sector Committee of the National Strategic Plan on Science and Technology performs similar
coordination functions.

With regard to funding mechanisms, the information provided by countries was inadequate and the
level of detail varied greatly. Argentina, Brazil, Chile and Costa Rica reported having funding
mechanisms both for their health ministries and institutions of science and technology. Cuba, Ecuador,
Panama, Peru and Venezuela have funding mechanisms for institutions of science and technology
exclusively or in coordination with other institutions focusing on finance, planning and development,
or research. While the information provided by the other countries is not sufficient for further analysis,
most stated they receive international funding for health research (bilateral or multilateral foreign aid).

Brazil was the only country that reported having a strategy for the education, training and incorporation
of human resources as part of its national policy on health science, technology and innovation. This
strategy encourages scientific and technological production in the different regions of the country
according to their features and culture. Of the remaining countries, only three have strategies to bolster
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the training of human resources for health research. These are either part of a law (Ecuador), due to a
national strategy aimed at training human resources for health research (Cuba) or as a priority area in
the National Agenda for Research and Technological Development (Costa Rica).

In general, only two countries (Brazil and Ecuador) have the three foundations for a formal NHRS, and
four countries (Argentina, Costa Rica, Cuba and Venezuela) have an established governance structure
and a process for prioritizing health research, but lack a dedicated and inclusive national policy on
health science, technology and innovation (Table 4).

DISCUSSION AND CONCLUSIONS

The discussion on the development and strengthening of health research began nearly 20 years ago, when
COHRED submitted its recommendations on how to approach health research (3, 20). Representatives of
development and technical cooperation agencies and officials from the health ministries of several
countries first articulated the concept of NHRS at the first conference on health research, held in
Bangkok, Thailand in October 2000 with the sponsorship of COHRED, WHO, the World Bank and the
Global Forum for Health Research (21-23). Later, during the Ministerial Summit on Health Research held in
Mexico in November 2004, discussions by a number of health ministers, academics, researchers and
representatives of international agencies (23) led to the World Health Assembly making a call on member
countries to strengthen NHRS, develop a national policy and develop capable leadership in this field (24).

Other international meetings have developed these and other concepts, such as that held in Antigua,
Guatemala, in August 2006 under the theme “Supporting the development of health research systems in
Latin America” (25), the First Latin American Conference on Research and Innovation for Health held
in Sao Paulo, Brazil, in 2008 and the Global Ministerial Forum on Research for Health held in Bamako,
Mali, in November 2008 (5, 26, 27). In particular, the governments represented at the Bamako meeting issued
a release in which they emphasized some points of the resolution from the 58" World Health Assembly,
specifically that research priorities should be defined by the countries themselves and not by external entities.
Thus the work begun almost two decades ago has climaxed with the Bamako Call to Action (28), the
corresponding resolutions from the WHO Executive Committee and the Policy Research Proposal submitted by
the Executive Committee of PAHO to the Directing Council in 2009 (29). At this stage, the countries of the
region have made progress in creating, developing and strengthening their NHRS’s, albeit to varying degrees.

The structures of governance and management and the exercise of stewardship of NHRS’s in the
countries examined differ according to how each country defines and establishes its government
structure, either via health ministries, national science and technology institutions, or by a combination
of both. In this regard, it has been suggested that the State must exercise stewardship and governance of
NHRS through the health ministry, with the support of other state and non-state actors (5) and that to
be relevant, NHRS’s should integrate national systems of science, technology and innovation and other
academic institutions and civil society, and should link their priorities to the social and economic
development of each country.
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Research lines should be defined based on national needs and should not be a result of decrees.
Strategies for defining the lines of research for an organization include dialogue, participation and
interaction of all stakeholders, taking into account the needs of the national health system and scientific
data in the decision making process. If active participation on the part of the health authority is lacking,
there is the risk of being excluded from the financial support plans that the countries have established.
As noted in the cases of Paraguay and Uruguay, integration made it possible to coordinate a formal
system of scientific and technological support.

It confirms the importance of having a formal structure for the stewardship and management of health
research (30). The two countries that have a policy dedicated to health research (Brazil and Ecuador)
have a structure for such purposes. In addition, five (83.3%) of the six countries that have a formal
governance structure have identified research needs, while only four (44.4%) of the nine countries that
lack such a structure have defined them. Moreover, in both countries with specific policies on health
research — regardless of their level of coordination — the implementation of that policy has allowed
them to effectively structure and fund their NHRS (13). Now that the country has a specific policy on
health research, Ecuador is expected to make rapid progress in strengthening its NHRS and its
functions.

In this study there was not enough information to carry out an in-depth analysis of the legal framework
status in each country. Several countries that do not have a formal governance structure (Argentina,
Cuba and Panama) reported having a set of legislative documents that could shape a policy framework
for health research. The strategy adopted by each country to develop a dedicated policy, or basic laws
and regulations, should be in accordance with that country’s political culture and local context.

Analysis of the documents showed that although NHRS’s have been developed to varying degrees in
the countries of the region, concrete results have been obtained in the effort to establish formal NHRS’s
in the short and medium term, similar to those obtained in other regions (31-33). Comparative analysis
of the NHRS situation in the different countries has allowed countries like Honduras, Paraguay and
Uruguay to identify necessary actions at a national level to promote NHRS development (34).

It appears that the level of human and technological development is not a limiting factor in establishing
the basic infrastructure necessary for an NHRS. However, it is essential to create conditions for job
security and adequate salaries to ensure continuity of work and the appropriate human resource
capacity. The progress observed in Ecuador and Peru underscore the significance of political will in
achieving this goal. Communication and liaison between the various components of the NHRS and
political will are both essential to achieve positive results. Brazil is a good example of how it is
possible to link action with a specific policy and to build the platform needed to achieve long term
goals that go beyond health authorities’ performance period. This is especially true when all
stakeholders, including civil society, participate in the decision-making process related to setting
priorities for health research (13, 17). The significant growth that Brazil has seen in science may be
owed to the fact that Brazilian policies are living documents, which in addition to providing direction,
indicate which roads to take in order to achieve objectives.
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One of the weaknesses identified in this study is funding, as not all countries have established
mechanisms for ensuring that health research is funded. At least 2% of health ministries’ budgets
should be devoted to research and to strengthening research capacity (1, 3, 28, 35). When establishing a
research agenda, the financial resources necessary for carrying it out must also be guaranteed (36, 37);
efforts made by Argentina, Brazil, Chile and Costa Rica are successful examples. Another critical point
is related to the training of human resources for research. The sustainability of NHRS’s requires a
coordinated strategy for educating and training human resources, oriented towards defined priorities.
Researchers must be trained via work on projects related to these priorities; training should be
coordinated with the productive sector, and research teams should be multidisciplinary and stable (5).
The incorporation of students in research projects that allow them to train as researchers should be
encouraged from the early stages. Educational institutions should encourage new generations of
graduates to take an interest in conducting research and promote the careers of young researchers so as
to ensure a generational renewal at the universities and public agencies. It should strengthen South-
South cooperation in training human resources.

When analyzing these results some limitations should be taken into account. First, by basing this
research on documents in which the views of the participants’ institutions prevail, there may be an
institutional bias. Second, it is possible that the health professionals who drafted the reports are not
familiar with all aspects of the research done by other sectors involved in scientific research and
technological innovation. Third, despite having had representatives from all the countries in the
Region, reports from only 14 countries were received, reducing the scope of this analysis.

Despite these limitations, this is the first descriptive study of its kind based on standardized documents.
In spite of heterogeneity in terms of the structure and function of NHRS’s in the countries studied, and
unequal level of development, encouraging advances have been achieved. Establishing adequate
governance and management of NHRS’s is essential in order for the Ministries of Health, other state
actors and civil society to conduct health research efficiently . It is hoped that the information presented
here is useful for promoting the development, or where appropriate, strengthening of NHRS’s in
accordance with each country’s needs, resources and opportunities. While pointing out some gaps in
governance and the political framework of systems, this study is only a baseline from which the
NHRS’s in the region will be able to measure their development. Expanding the coverage of the
research is necessary for an analysis that encompasses the entire region.

Further analysis to examine in more detail some elements of the NHRS is recommended, including the
legal framework, funding mechanisms, human resource training, the use of research outputs in decision
making and the formulation of health policies. These and other topics will be discussed in the follow-
up meeting to the first conference in Rio de Janeiro, to be held in Havana, Cuba, in November 2009 as
part of Forum 2009.

Collaborative Group from the First Latin American Conference on Research and Innovation for
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TABLE 1. Relevant Features related to Scientific Research in Analyzed Countries®

Human National Commitment to

Development® Health and Education? Knowledge and Technology Creation® Scientific Research Products
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inhabitants among 179 countries Spending, Spending, 2000-2005, license fees, 2005, spending, t_eqhnology, and development, LILACS_, _2007, in all scientific
in 2005) 2004 2002-2005 per million us dollgrs per 2000-2005 millions of US _19_90-2005,_per per m_|II|on fields Index %
inhabitants capita dollars million inhabitants inhabitants
Argentina 38.7 0.869 (38) 43 33 4.7 14 0.4 845.2 720 295 134,9 78.1 57,9
Bolivia 9.2 0.695 (117) 41 24 ND¢ 0.2 0.3 23.0 120 11,2 20.0 15,3 76,6
Brazil 186.8 0.800 (70) 4.8 ND 1.0 0.5 10 7290.2 344 78,1 113,5 72,5 63,8
Chile 16.3 0.867 (40) 2.9 24 1.0 3.3 0.6 633.7¢ 444 95,0 210,1 92,6 44,1
Costa Rica 43 0.846 (48) 5.1 34 ND <0.01 0.4 69.9° ND 19.8 66,7 51,6 77,4
Cuba 11.3 0.838 (51) 55 9.7 3.8 ND 0.6 234.2 ND 82,0 58,8 35,3 60,1
Ecuador 131 0.772 (89) 2.2 25 0 0.0 0.1 18.6° 50 0,9 20,2 13,4 66,7
El Salvador 6.7 0.735 (103) 35 1.8 ND 0.4 0.1 ND 47 0,0 2.8 1,8 63,2
Honduras 6.8 0.700 (115) 4.0 3.8 12 0.0 0.0 3.5° ND 5,6 34 3,2 95,7
Panama 3.2 0.812 (62) 5.2 4.6 ND 0.0 0.3 38.0 97 0,6 94,4 70,3 74,5
Paraguay 5.9 0.755 (95) 2.6 1.9 ND 33.2 0.1 6.5 79 45,4 75,4 54,9 72,8
Peru 27.3 0.773 (87) 1.9 2.8 <0.01 0.1 0.1 100.5 226 0,3 38 3,5 91,3
Uruguay 3.3 0.852 (46) 3.6 25 11 <0.01 0.3 ND 366 37,0 130,0 85,5 65,7
Venezuela 26.7 0.792 (74) 2.0 4.6 2.62 0.0 0.3 333.1 ND 20,4 41,1 20,7 50,5

Sources

% Data from 2005 unless different year specified.

b Adapted from Human Development Report 2007/2008 (9). Spending refers to public expenditure as a percentage of GDP in the year or period indicated.
° ND: No data available.

9 Data from 2004.

¢ Data from 2003.
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TABLE 2. Features of Health Research Governance in Countries Studied Having a Formal Governance Body

Country

Governance Body

Management Structure

Coordination Mechanism

Argentina

Brazil

Costa Rica

Ministry of Science, Technology and
Productive Innovation

Ministry of Education
Ministry of Health

Ministry of Health
Ministry of Science and Technology

Ministry of Education

Ministry of Health (National Health
Research and Technological

National Agency for Science and
Technology Promotion

National Council on Scientific and
Technical Research

National Commission on Health
Research (Salud Investiga)

1. Federal

1.1. Secretariat of Science, Technology
and Strategic Inputs, Ministry of Health
(Department of Science & Technology

and Department of Industrial Complex

& Innovation in Health)

1.2. National Council on Scientific and
Technical Research

1.3. Coordination for the Improvement
of Higher Education Personnel

2. State
2.1. State Health Ministry

2.2. State Ministry of Science and
Technology

Office of Health Research and

Health Research Forum

Policy on Health Science, Technology and
Innovation

National Council on Science and
Technology

National Agenda on Health Research
Priorities

Health Research and Technological
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Development System)

Cuba Ministry of Public Health

Ministry of Science, Technology and the
Environment

Ecuador Ministry of Public Health
National Secretariat for Science and
Technology

Venezuela Ministry of Popular Power for Health

Ministry of Popular Power for Science
and Technology

CAIS43/ACHR52/09.14

Technological Development

Office of Science and Technology

Science and Technology Process

Commission on Science and
Technology

Executive Management of Research
and Education

Development Agency
National Health Research Council

National System of Health Science and
Technological Innovation

National Forum on Health Research

National Assembly of Researchers

National System of Science, Technology and

Innovation

Sources: Compiled from descriptive national reports presented at the First Latin American Conference on Research and Innovation for

Health, Rio de Janeiro, April 2008.
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TABLE 3. Health Research Priorities in Countries Studied Having an Explicit Document on the Subject

Argentina Brazil Costa Rica Cuba Ecuador Panama Paraguay Peru Venezuela
Problems: Sub-agendas: Areas: Avreas: Trends: Avreas: Agenda: Areas: Elements:
1. Tuberculosis 1. Health of indigenous peoples 1. Health systems 1. Health problems 1. Biomedicine: 1. Environment 1. Surveillance, 1. Epidemiology and 1. Supply conditions that
2. Chagas Disease 2 Mental health and policies related to the Studies of cells, and health research, and prevention of affect or limit the right
. . . 2. Health environment tissue, medicinal 2. Risky behaviors control of risks and health problems to health
3. Diabetes 3. Violence, accidents and trauma economics (water, sanitation plants and animal and lifestyles damage in public of greater impact 2 Movement toward
4. Smoking 4. Health of the black population and vectors) experimentation health 2. Devel t dels th lain th
3. Morbidity and 3. Education and - Development, models that explain the
5. Road safety 5. Non communicable diseases mortality 2. Behavior- related 2. Clinical Trials: citizen Promotion of health quality control spatial representation of
6. Maternal morbidity 6. Elderly health 4. Food and factorsj Hyn_wan-cc_mtrolled participation in and equal access to 'and healt.h social nee_ds, based on
and mortality . ) . (smoking, clinical trials health health services interventions asymmetries
7. Childhood and adolescence nutrition alcoholism, 3. Epidemiology: (indigenous health, 3 gyigence about 3. Social and health realit
7. Acute lower health 5. Health-related drugs, diet and | PIEBIO 09 4. Health child and adolescent ' - . Y
respirator - ned 9s, Population studies of inequities health and its determinants
. P : y. 8. Women's health social problems nutrition, and health and disease q health, women's determinants and )
infections in o ) sedentary 5. Morbidity and health) e 4. Analysis of health
children 9. Health of individuals with 6. Technology lfestyle) processes i implications for inequities among
; ifestyle mortality ;
8. HIV/AIDS special needs management 4. Health systems and _ 3. Human resource prevention population groups,
o M ) 10. Food and nutrition 7. Human resources S+ Nom- o policies Economics, 6 Health services de‘é?_lof]mel?; and 4. Development of regions and social
- Monogenetic i Oathi ; development for communicable sociology public hea classes and emerging
diseases and 11. Bioethics and research ethics diseases and training, public health technology
; . research ) anthropology, i to improve health problems
congenital 12. Clinical research other negative ecology and other health planning and ici d )
malformations ; impacts on _ management ¢ |cu?ncy an 5. Methods of preventive
13. Health production complex health-related effectiveness of intervention, early
10.Neurological 14. Technology assessment and health sciences 4. Biomedical research health diagnosis, restitution
vascular diseases, health economics 4. Oral/dental 5. History of medicine aimed at greater interventions and rehabilitation, and
behavioral 15. Epidemiolo diseases and other disciplines involvement by palliative care
neurology, - EP 9y 5. Emerging and academic ) )
cognitive 16. Demographics and health reemerain 6. New themes such as institutions 6. Rigorous evaluation of
neuroscience and 9 ) g gender studies, o the effectiveness and
epilepsy 17. Oral health cgmmunlcable health promotion, 5. Vulqerablllty linked efficiency of health
18. Health promotion diseases and others to climate change interventions
19. Communicable diseases 6. Disabilities 7. Development of
20. Health-related communication 7. Special socially sustainable
and information ((arr]]wlrtohn.ments technologies
ealth in
21. Work management and health schools and the
education workplace)

22. Health systems and policies

8. Special groups
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23. Health, environment, labor (children,
and biosecurity women and the

. . elderl
24. Pharmaceutical assistance y)

Sources: Compiled from descriptive national reports presented at the First Latin American Conference on Research and Innovation for Health, Rio de Janeiro, April 2008.
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TABLE 4. Formal Bases for National Health Research Systems in the Countries Studied

Legal Framework

Country Governance Dedicated and Set of Laws and Priority Status
Inclusive Policy Regulations
Argentina Yes No Yes Yes
Brazil Yes Yes Yes Yes
Costa Rica Yes No Yes Yes
Cuba Yes No Yes Yes
Ecuador Yes Yes Yes Yes
Panama No No Yes Yes
Paraguay No No Yes Yes
Peru No No Yes Yes
Venezuela Yes No Yes Yes

Sources: Compiled from descriptive national reports presented at the First Latin American Conference
on Research and Innovation for Health, Rio de Janeiro, April 2008.
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Actividad: Sistemas nacionales de investigacion para la salud
Meta de la politica: Prioridades
Titular en COHRED: Francisco Becerra-Posada

Tabla 1. Actividades realizadas en 2008/09

Evento/Producto

Resultado/Impacto

Comentarios/Informacion adicional

1.2 Conferencia
Latinoamericana sobre
Investigacién e Innovacion
para la Salud

Informe de la conferencia

Tres presentaciones en congresos, dos en
Honduras y una en UNESCO

Dos documentos publicados

Un documento presentado (siguiente punto)
Mayor interés en la regién y participacion
de los paises en el desarrollo de sistemas de
investigacion para la salud

Los paises han reaccionado de manera
positiva al tema; y algunos han
realizado cambios, o planean hacerlo,
en las estructuras y los procesos de
los ministerios de salud con miras a
ejercer la rectoria y dar cabida a la
participacion de las partes interesadas
Algunos de los cambios son:
elaboracién de temarios de
investigacion, disefio de mecanismos
de financiamiento e incorporacion de
comités de ética.

Documento presentado:
“Sistemas Nacionales de
Investigacion para la Salud
en América Latina: una
revisiéon de 14 paises”

Se trata de un anélisis de documentos de 14
paises, solicitados a los participantes de la
1.2 Conferencia Latinoamericana sobre
Investigacion e Innovacion para la Salud,
sobre la situacion y la estructura de los
sistemas nacionales de investigacion para la
salud (SNIS) en sus paises.

Este documento puede utilizarse
como informacién de referencia (aun
cuando falta informacién sobre otros
paises) sobre la creacion de los SNIS
en la region a fines de 2008 y, a su
vez, puede utilizarse para realizar un
seguimiento de las actividades de
fortalecimiento de los SNIS.

Tabla 2. Actividades planificadas para 2010/11

Evento/Producto

Resultado/Impacto previsto

Comentarios/Informacion adicional

Acciones conjuntas
(OPS/COHRED) tendentes a
la creacion y/o el
fortalecimiento de los SNIS
en laregion LAT

Acciones de capacitacion especifica 'y
fortalecimiento de la capacidad para
directores de investigacion en salud

Actividades especificas de fortalecimiento
de la capacidad en paises que emprenden
acciones tendentes a crear/fortalecer sus
SNIS

Consolidacion de las acciones de
creacién/fortalecimiento de los SNIS en al
menos dos paises de la regién

Identificacion de paises dentro de
subregiones (centroamericana,
caribefa, andina y otras subregiones
interesadas) que deseen participar en
la creacion de SNIS.

Procura de financiacion bésica para la
cooperacion técnica.

Capacitacion del punto focal de la
OPS para la investigacion de
estrategias clave a fin de contar con
un enfoque estandarizado.

Promocion conjunta
(OPS/COHRED) del uso del
sitio web de Investigacion
para la salud como
herramienta de gerencia para
directores de investigacion y
como mecanismo de
evaluacion comparativa

Alojada en una sola plataforma en comun,
informacién exhaustiva sobre los sistemas
nacionales de investigacion para la salud y
su desarrollo en la region, sus politicas,
estructuras, instituciones a cargo de la
investigacion en salud, inversion en la
investigacion en salud

Identificacion de personas clave
dentro del ministerio de salud y otras
instituciones interesadas dentro de
paises/subregiones/regiones para
promover el uso de esta plataforma de
informacion.

Enlace del sitio web de Investigacién
para la salud a los sitios web de la
OMS/OPS y otras regiones.

Tabla 3. Acontecimientos futuros

Objetivos

Obstéaculos/Oportunidades

Comentarios/Informacion adicional

Comeparar y analizar las

Preparacion de una encuesta (similar a la

Necesidad de financiacion y debate






politicas especificas y/o el
marco legal y normativo para
los SNIS en la region

utilizada en la Primera Conferencia) para
recopilar informacion pormenorizada
relacionada con las politicas y/o el marco
legal y normativo para los SNIS de los
paises de la region

para la elaboracion del protocolo y la
encuesta.

Seleccionar un caso exitoso
(pais o subregion) de
creacion de un SNIS en la
region LAT y utilizarlo
como estudio de caso para
los paises interesados y otras
regiones y subregiones

Identificar un caso exitoso de un pais en la
creacién de su SNIS, y preparar los
acontecimientos y las actuaciones clave
tomados como estudio de caso que se
utilizara en la capacitacion y el
fortalecimiento de la capacidad para la
gerencia de los SNIS en paises de ingresos
bajos y medianos.

Necesidad de financiacién y debate
para la averiguacion. Seleccionar un
equipo de gerencia para el proyecto y
un equipo de especialistas para
preparar el estudio de caso.

Realizar un seguimiento
minucioso de las acciones
nacionales destinadas a la
creacion o el fortalecimiento
del SNIS y ofrecer apoyo

Preparacion de indicadores de seguimiento
para medir las acciones nacionales
destinadas a la creacion y/o fortalecimiento
del SNIS; disefio de un modelo sencillo para
el informe bianual con informacion

para las actividades fundamental.

necesarias.

Desarrollar el modelo y los
indicadores

Tabla 4. Cuestiones fundamentales

Proporcionadas para: ¢informacion,
debate o decision?

1. La investigacion de calidad es esencial para la equidad, la salud y el
desarrollo socioeconémico. Todos los paises necesitan sistemas sostenibles
de investigacion para mejorar la salud y el bienestar de sus poblaciones,
reducir las desigualdades y la injusticia social y promover la prosperidad
econdémica y social. Si bien se ha reconocido ampliamente la importancia de
esos sistemas, resta ain mucho por hacer para fortalecer la capacidad local
en materia de investigacion e innovacion en los paises de ingresos bajos y
medianos, incluidos los de la Regidn de las Américas. Para abordar estos
temas y con el propdsito general de aumentar la contribucién que la
investigacion hace a la salud y a la equidad en América Latina, del 15 al 18
de abril de 2008 en Rio de Janeiro, Brasil, se llevé a cabo la Primera
Conferencia Latinoamericana sobre Investigacion e Innovacién para la
Salud. Este es un articulo que recapitula la informacion descriptiva que sobre
los sistemas nacionales de investigacion para la salud (SNIS) presentaron los
paises que participaron en la Primera Conferencia Latinoamericana sobre
Investigacidn e Innovacion para la Salud. La fuente de informacién primaria
fue 14 documentos elaborados en base a un formato comdn entregado, en el
mes de febrero de 2008 por los organizadores del evento, a los invitados de
cada pais participante. La recapitulacion de los documentos se enfoco en tres
aspectos: gobernanza, marco legal y priorizacion de la investigacion en
salud. Seis de 14 paises informaron poseer estructuras formales de
gobernanza y gerencia de la investigacion para la salud. En relacion al
marco legal, de los 14 paises sélo Brasil y Ecuador informaron poseer una
politica nacional dedicada e inclusiva de ciencia, tecnologia e innovacion
para la salud. De los 14 paises, 9 informaron haber establecido de alguna
forma, prioridades de investigacion para la salud (Argentina, Brasil, Costa
Rica, Cuba, Ecuador, Panama, Paraguay, Per( y Venezuela) y un tercio de
estos las establecieron sin contar con una estructura formal de gobernanza y
gerencia de la investigacion para la salud. En cuanto a los mecanismos de
coordinacion de la investigacién para la salud, los paises con SNIS
funcionales cuentan con mecanismos formales. El contar con un SNIS
formalmente estructurado, es decir, un sistema articulado en el que estén

Informacidn y decision sobre qué
mecanismos el ACHR/CAIS puede
recomendar a la OPS que aplique y
con qué asociados clave puede
trabajar, de manera de asegurarse que
los paises interesados puedan avanzar
en la creacion/fortalecimiento de sus
SNIS.

Se necesitara financiacion para asistir
a los paises interesados y mantener el
impulso de las actividades y el
fortalecimiento de la capacidad de
directores locales en el campo de la
investigacion en salud.

Las cuestiones fundamentales que
deberén tenerse en cuenta son:
Recursos humanos para la
investigacion en salud; elaboracion de
planes por parte de los paises a fin de
mantener el crecimiento y alcanzar la
excelencia.

Preparacion de un estudio en el que se
comparen regimenes de financiacion
para la investigacion en salud de las
regiones, con el objeto de ofrecer
alternativas a los paises que estan en
proceso de crear su SNIS.






definidos los roles y existan la rectoria-gobernanza-gerencia, el marco de
definicion de una politica de investigacion para la salud y/o marco legal y la
priorizacion de la investigacion, promueve estratégicamente que las
prioridades de salud del pais, conciliadas como bien social y como
herramienta de desarrollo econémico, sean atendidas y operadas a través de
la investigacién cientifica y el desarrollo tecnolégico.
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Activity: Update on implementation of WHO research for health strategy

Policy Goal: All

Business Owner: Rob Terry / Tikki Pang

Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional
Information

WHO Executive Board

Approval of strategy

Use of strategy by WHO | Small but growing influence leading to
departments. Strong links | the development of a common approach
developed with the GSPA. | at WHO.

Mapping exercises under
way in research priority
setting

Phase 1 an overview of priority setting
in WHO since 2005.

Review of methodologies used
identification of gaps.

Work started on creation
of a common M&E
framework research
strategy and GSPA.

Needs some refinement of
indicators

Research at WHO

completed 2006/07 +
overview of research
classification systems

First comprehensive overview of
research activities.

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional
Information

World Health Assembly
2010

Expected Approval

Good opportunity to raise other
global health issues

Research at WHO 2008/09

Repeat overview place on
research portal

Create WHO database on
research + web portal
including a classification
system for research

Improved communication. Data will
enable coordination and management to
research at WHO

a public access (open)
policy for WHO

Improved dissemination, utilization and
impact of WHO publications. Influence
of policy on Member States

a code of good research
practice

Improve quality of research practice at
WHO

a standard on priority
setting methodology

Improved priority setting in WHO and
influence/guidance for Member States

Resource mobilization

Sufficient funds and human resources

Many activities seen as core to
WHO. Donors want to see the
degree of WHO support

Support the development
of Regional strategies
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Table 3. Future Developments

Objectives Challenges/Opportunities

Comments/Additional
Information

Establishing mechanisms
for the periodic review of
the portfolio of research
agendas

Used to be a central role for
ACHR what is needed in current,
distributed, organization?

Planning and production
of the World Health
Report on research for
health in 2012

Strong expectation the process
will be participatory this will be
dependent on the identification of
New resources.

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. Advise on future implementation

Discussion

2. Recommendations on mechanisms for research management at

WHO

Decision
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Update on implementation of WHO research for health strategy - ACHR/ CAIS joint meeting
Panama 2009

This report provides an overview of the implementation of the draft WHO strategy on research for
health® and sets out options for future developments and implementation for discussion by ACHR.

The format follows the layout out of the research for health strategy (the strategy) giving overviews in
the five goals namely Organization, Capacity, Standards, Translation and Priorities. The Actions to
achieve the goal, working with Member States and partners that are set out in the strategy, are
represented in italics with a summary of implementation underneath.

A discussion of future options for implementation is presented at the end of the document.

Status of the strateqy.

The strategy was endorsed by the 124™ session of the Executive Board in January 2009. Background
papers were prepared for distribution outside the meeting on a CD:

e Papers prepared for EB as background documents: Figure 1:
1. draft WHO strategy on research for health The WHO
Prioriti / 2. evaluation framework strategy
g henkihi 3. evaluation framework tables on
4. report of the process used to develop the evaluation
framework research
5. report of the process used to develop the strategy for health
6. Anoverview of research at WHO 2006/07 and
7. Asummary of the history of the ACHR and research
at WHO papers
prepared
for the
124™ Executive Board as presented on the CD.

Approximately 420 CDs were distributed.

Due to the prominence given to the HIN1 pandemic the strategy item was deferred from the 62"
World Health Assembly and will be discussed at the 63" session in May 2010. Therefore, it remains
officially a draft document. New CDs will be produced with updated background documents.

L WHA62/12
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Status of research for health strategies in the Regional Offices

The intention is for each Regional Office to produce its own unique research strategy based on the
framework of the global document reflecting their local needs, priorities, capacities and situational
analysis. In summary:

AFRO: report pending

AMRO/PAHO: Research for Health Policy approved 61 session Regional Committee of the Americas
(to be discussed at this meeting).

EMRO: EM ACHR approved, in March 2009, the development of the EMRO Research Strategy to
ensure implementation of the WHO (Global) Research Strategy in EMRO, emphasizing the regional
needs and specificities. Initial skeleton draft of EMRO Research Strategy has been developed by the
RPC Team in EMRO and Technical Working Group (established for this purpose and representing all
the EMRO Divisions)

The emphasis is on:

— Priorities: agreeing research priorities for EMRO for the next 5 years

— Organization: enhanced harmonization and coordination among all Divisions especially in
the area of capacity development

— Capacity: building research capacity in the region

— Translation: ensuring the use of research evidence for decision-making

— Standards: limited regional effort in EMRO as this is considered primarily the responsibility
and task of HQ.

For implementation of GSPA? (of IGWG), RPC prepared and submitted a concept paper in
collaboration with the Essential Medicines Programme (the focal points for the GSPA) to the Regional
Director, which was approved and we are allocating significant funds for this purpose in the next
biennium.

EURO: report pending, anticipating potential new synergies with new Regional Director in place.
SEARO: report pending
WPRO: developing a regional strategy remains a priority for the office in its regional plan. However,

further action remains dependent on; the appointment of a new RPC focal point (following the
departure of Dr Reijo Salmela); the reconstitution of the regional ACHR and the views of the new RD.

2 GSPA - the Global Strategy and Plan of Action on public health, innovation and intellectual property. The lead department
for WHO in mainstreaming this strategy is Public Health, Innovation and Intellectual Property (PHI).
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Updates on implementation by the Goals

Actions to achieve the goal, working with Member States and partners, are reprinted in italics with the
summary of implementation shown underneath.

Organization Goal

(@) establish appropriate structures for keeping abreast of latest developments in knowledge
management, interaction with the global research community, and leading, managing and
coordinating research within WHO, and for maintaining accountability for such research; and secure
the resources needed to support the implementation and evaluation of this strategy.

Coordination

No overall, Organization-wide activity has been undertaken to establish such structures. This remains
as a role for RPC in implementing the strategy. The influence of the research strategy can be seen in
subsequent sections of this report. The expert working group on financing established under the GSPA
(Element 7) will also address the global coordination of research and development in its report due for
publication in December 20009.

TDR

TDR is creating a Research think tank dedicated to infectious diseases of poverty to provide analysis of
progress, opportunities and gaps in research on infectious diseases and stimulate dialogue on cross-
cutting international health themes including:

— the social determinants of health

— health systems research

— environment

- gender

— global investments in health research
— Dbiotechnology

This effort is supported by a network of 10 Disease Reference Groups and Thematic
Reference Groups (DRGs and TRGs) hosted within Regional and country offices.

Resources

A resource mobilization strategy has been developed for the IER cluster and needs to
be developed for the RPC department. There is interest in support from the EU
particularly the implementation of the strategy in close harmony with the Global
Strategy and Plan of Action.

(b) develop and implement a WHO code of good research practice for those of its
staff involved with research and the use of evidence;

(c) strengthen existing mechanisms for good research practice, including:
(i) ethical and peer review structures and procedures
(i)  the appropriate use of evidence to inform the development of
guidelines
(iii)  the regular review of core policies and programmes in the light of new
evidence;
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See related activity summary documents.

Code of good research practice
No progress in the development of a code of good research practice to report since the
last meeting of ACHR due to constraints on staff time.

The research for health strategy is one of the frameworks for good practice referenced
in the WHO tool for assessing global health security Responsible life science research
for global health security (in preparation).

In March 2009 TDR acquired the copyright for the distribution of Good Clinical
Laboratory Practice (GCLP) guidelines with the aim of disseminating them widely in
developing countries and developing related training materials. They set the standard
for sample analysis in TDR-supported clinical trials

Ethics and Guideline production

There has been implementation of good practice with regard to mandatory
requirement for ethical review via the WHO Research Ethics Review Committee
(ERC) and the use of the Guidelines Review Committee guidance on guideline
production.

(d)  enhance the research-related competencies of relevant professional staff by
applying designated criteria in their recruitment, by providing on-the-job training,
and by identifying incentives for good research performance that are linked to regular
evaluations;

Staff development

Two applications to provide funds for staff training are before the WHO Global
Learning Committee. One is for establishing training tools to strengthen ethical
review within the Regional Offices. The other is to provide training in guideline
production including the undertaking and analysis required for systematic reviews.

(e) improve the management and coordination of WHO-affiliated research, and
develop a publicly accessible repository for all such research in order to improve
access to the knowledge thus derived

Coordination and management

Discussions to improve the management and coordination of WHO-affiliated research
remain at an exploratory level. There have been four meetings between WHO-based
and Geneva-based units and programmes associated with research for health aimed at
improving collaborative arrangements between the institutions. They have agreed to
review the implementation of the research for health strategy and the GSPA.
Collaboration efforts to date remain focussed on supporting the development of the
global symposium on health systems research in November 2010. There is an interest
to collaborate on the development of the World Health Report 2012.

Public access to WHO publications
Work is ongoing to establish a Global Institutional Repository (GIR) to house all
WHO published material. An offer has been received to join the UK PubMed Central
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Database, essentially a mirror of the US National Library of Medicine PubMed
Central of free public access peer reviewed research papers. The intention is to widen
this membership and rename this mirror site Europe PubMed Central. RPC attended a
meeting to discuss this project but the title remains a sticking point for WHO which
needs to be seen as providing a global resource.

The data collected as part of the survey of research at WHO 2006/07 will be presented
online. The WHO Global Management System (GSM) has requested a simple (two
level) classification system for research be developed (see paper on research
classification systems).

Discussions have taken place with the Global Health Observatory - but it is believed
that this is not the most appropriate place for this type of data - and the Department of
Health Statistics and Informatics to ensure consistency with other WHO standards.

)] improve performance in research partnerships by:
(i) reviewing financial, legal and administrative processes for working with
partners; and
(ii) seeking contacts with a broader network of partners across all sectors that
influence research for health;

No action to report

(9) improve communication — both throughout the Secretariat and with Member
States, partners and the public — regarding the WHO’s involvement in research,
submitting regular reports, including reports on the monitoring and evaluation of this
strategy.

Communication of research activities

The first overview of research at WHO for the biennium 2006/07 was prepared as a
background document for the EB and will be updated for the WHA. (see the paper
Research at WHO today 2006/07). The exercise will be repeated for 2008/09. The
output will eventually form part of an online research portal and regularly updated
database on the WHO website as a focus for research at WHO.

In order to report consistently on research at WHO, definitions developed during the
strategy development are being adapted for use in other WHO departments.
Seventeen departments have completed the priority pentagram but these are not a
WHO standard nor are their use in any way mandatory.

Classification of research

A classification system for research is considered desirable and necessary. To inform
this work a review of research classification systems used in other countries was
undertaken, supported by an intern Betty (Yubing) Zhang. See separate paper An
overview of Research Classification Systems. In summary this review recommends
that research is classified in two dimensions. The first dimension describes the
purpose of the research based on the priority framework (the ‘pentagram’) developed
as part of the strategy. This has five categories

- Measuring the magnitude and distribution of the health problem
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- Understanding the diverse causes or the determinants of the problem, whether
they are due to biological, behavioural, social or environmental factors

- Developing solutions or interventions that will help to prevent or mitigate the
problem

- Implementing or delivering solutions through policies and programmes

- Evaluating the impact of these solutions on the level and distribution of the
problem.

The second dimension describes the disease subject of the research using the
International Classification of Disease (ICD). However, it is recognized ICD is
limited in its classification of operational, translation and health systems research.
Initial discussions have been held with ICD to explore what options there are for the
creation of new classification standards in this area.

Monitoring and evaluation

In relation to monitoring and evaluation, work has been undertaken with PHI to
identify the overlap in the indicators common to both the strategy, the GSPA and
those measured as part of the WHO Mid-term strategic plan (MTSP). All WHO
departments have been contacted to identify what information and data they collect
routinely that are related to these indicators, what additional effort would be required
to collect such data, whether the data is collected by other bodies and which indicators
will require new efforts, and resources, to be measured. This process will also inform
which indicators need to be better defined and/or refined.

Page 8 of 15





CAIS43/ACHR52/09.12

Priorities Goal

() ensure that mechanisms are in place for synthesizing data on gaps in research
relating to current health- and health system-related challenges at national and
global levels

(b) convene high-level consultations to identify, and build consensus on, the
priorities to include in global agendas for research for health and the financing
necessary for implementing the relevant activities

(c) produce a report every four years on global priorities for research with an
assessment of the alignment of financial and human resources with research agendas

(d) develop comprehensive research agendas for specific priority areas and
develop plans for mobilizing the necessary resources

Synthesizing research priorities and gaps

This work has been taken forward in partnership with the implementation of the
GSPA specifically Element 1, Prioritizing research and development needs. As an
initial step the PHI department has funded a staff member to work for two months in
RPC. This person has collected together all documents associated with WHO
programmes that have reported on research agenda/priority setting and the creation of
roadmaps and strategies since 2005. This work will provide the initial data to identify:

- Research priorities identified through WHO programmes

— Gaps where research priorities, as organized through WHO, have not been
identified.

- Information on the range of methodologies employed to identify priorities.

Subsequent analysis will inform the necessity for the creation of standards in this area
both within WHO and for Member States.

TDR

Under the Stewardship function of TDR, disease focussed and thematic groups have
been convened to examine needs and challenges with respect to research on neglected
diseases as well as options for action. Reports are planned for publication in 2010 on
a wide range of topics. These will include: malaria; Chagas disease; helminths;
TB/leprosy and buruli ulcer; dengue and other emerging viral diseases; zoonoses;
social sciences and gender; innovation and biotechnology platforms; health systems
and implementation research; and environment, agricultural and infectious diseases.

In addition a global biennial report, to be published in 2011, is to focus on three key
themes: health systems, interplay between environment and neglected diseases, and
biotechnology/innovation platforms.

Use of the strategy by other operational departments

The research strategy has also been used in the priority setting exercises currently
being undertaken in the following areas within various WHO departments:

- Social Determinants of Change - priorities for research in equity and health
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- WHO Public Health Research Agenda for Influenza

- ldentifying Research Priorities for Child Health Research to achieve
MDG4

— Review Committee for the WHO TB/HIV research priorities in resource
limited settings

— Radiation risk assessment in medical exposures: shaping a global research
agenda

- 2nd WHO Meeting on A Prioritized Research Agenda for Prevention &
Control of Noncommunicable Diseases

— Women and Health report - today's evidence tomorrow's agenda.
Development of a 6 point agenda for a gender-based approach to research.

— Public health genomics an initial brainstorm on the priorities in this area
and the potential role for WHO

- FERG (the WHO Foodborne Disease Burden Epidemiology Reference
Group) translating burden estimates and research findings into food safety
policy-making.

(e) advocate support for research areas, research groups and institutions that are
working to close critical gaps in research agendas in support of global research
priorities

() improve the coherence of WHO’s research activities by establishing
mechanisms for the periodic review of the portfolio of research agendas, including
decision criteria to guide decision-making concerning the initiation, adjustment and
winding down of programmes.

Management and coordination

The review of research activities remains within the governance of the individual
scientific and technical advisory groups attached to programmes. As referenced
previously, the expert financing working group established under Element 7 of GSPA
will make recommendations with regard to the coordination of research and
development in its December report.

Greater coordination, among Geneva based research entities remain at an exploratory
level. There have been four meetings between WHO-based and Geneva-based units
and programmes associated with research for health.
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Capacity Goal

(a) strengthen its advocacy in support of both research and the development of
robust national systems for research for health

(b) develop tools and guidelines for strengthening national capacity in the four
main functions of national systems for research for health (stewardship; financing;
creating and sustaining resources; and producing, synthesizing and using knowledge)

(c) continue to promote the development of the comprehensive systems for health
information that are necessary in order to support national research priorities

(d) develop and use standardized indicators in order to: enable self-reporting of
the performance of national health research systems; monitor global progress in
strengthening capacity; and evaluate the effectiveness of particular approaches to
capacity-building

(e) facilitate technical assistance to support the strengthening of national systems
for health research

) build institutional capacity to report and share good practice, by facilitating
regional and global networks, and with the involvement of WHO collaborating
centres

(9) maximize the impact of efforts in Member States to build research capacity by
improving the alignment of such initiatives across WHO’s research programmes and
activities.

All individual departments that report research activity report capacity building as a
core function of that activity. However, a systematic, Organization-wide assessment
of capacity building efforts has not been undertaken as yet.

Global Symposium on Health Systems Research
A main focus in the coming months will be background work for the Global
Symposium on Health Systems Research (see brochure in background papers.)

Bibliometric analysis

As one indicator of capacity, terms of reference are being developed to jointly
commission, with PHI, a bibliometric study showing trend analysis of published
research papers where the lead author is resident in a developing country.

ANDI

The business plan and strategy of the African Network for Drugs and Diagnostics
Innovation (ANDI) was launched and adopted by stakeholders at a meeting in Cape
Town in October 2009 (see attached paper Resolution of the 2nd Stakeholders
Meeting of the African Network for Drugs and Diagnostics Innovation).
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Standards Goal

(a) develop a systematic method for selecting, developing, adopting and
evaluating new standards and norms in line with priorities in research for health

(b) develop, in line with the guiding principles of this strategy, norms and
standards for best practice in the management of research to cover, for example:
ethical and expert review and the accreditation of ethical review committees; the
reporting of research findings; the sharing of research data, tools and materials; the
registration of clinical trials; and the use of evidence in the development of policy,
practice and products

(c) continue to facilitate the development of, and set standards for, publicly
accessible registries of clinical trials

(d) engage in technical cooperation with Member States in order to enable them
to adapt and implement norms and standards for research, and monitor subsequent
adherence and compliance

ICTRP

The development of norms and standards remains a core function for the Organization.
Improvements are being made in strengthening ethics review; guideline development
and the registration of clinical trials through the International Clinical Trials Registry
Platform (ICTRP) (see background summary reports).

See also the joint work with the Cochrane Collaboration under Translation (below.)

Priority areas for standards
Priority areas for standards identified during the development of the strategy include:

— acode of good research practice

— apublic access (open) policy for WHO publications, tools and data
- astandard on priority setting methodology

— aclassification system for research
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Translation Goal

() identify promising translation activities through evaluation, and promote their
use to support decision-making based on the best available research evidence

(b) promote the use of effective models of technology transfer and the evaluation
of promising models in order to support the timely creation of new products and
services in Member States

(c) promote and evaluate platforms for translating research in support of
translation capacity and evidence-informed policy-making in Member States

(d) work towards the creation of, and compliance with, international standards on
health informatics for research

(e) develop, strengthen and evaluate mechanisms for the systematic elaboration of
evidence summaries and guidance for citizens, patients, clinicians, managers and
policy-makers in Member States, ensuring that such mechanisms are adapted for the
target audience and regularly updated, and that their impact is evaluated

(f) systematically analyse barriers and encourage the creation of mechanisms to
promote greater access to research results, or the enhancement of existing ones

(9) adopt and articulate a WHO position on open access to research outputs; and
advocate for the following: databanks, repositories and other mechanisms for
maximizing the availability of health-related research findings that are freely
accessible in the public domain.

EVIPNet

See background paper produced by the Evidence Informed Policy Network (EVIPNet)
team Strategies undertaken to build capacities across the spectrum of knowledge
generation including what evidence underpins it and what monitoring and evaluation

is in place.

Cochrane Collaboration
The process has been initiated to establish the Cochrane Collaboration as a recognized
NGO in formal relations with WHO. At a joint symposium in October 2009 it was
agreed that the main purpose was to maximize synergies between the two
organizations with a focus on building capacity in low and middle income countries
for:
— Dbetter use of research and joint advocacy for evidence informed decision
making and resourcing
— undertaking of systematic reviews geared to the local needs and priorities
— exchange of ideas to improve methodologies for the use of evidence to
inform policy

Public (open) access policy

One meeting was held of interested stakeholders to discuss on open access to research
outputs. The Publishing Policy Coordination Group discussed this issue at its meeting
on 26™ October. RPC and WHO Press are working on a draft Policy for Articles,
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chapters and other contributions prepared by WHO staff members for external
publication. The development of a WHO position on open access, better termed
public access, remains constrained by staff time.
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Next steps in Implementation.

Much has been achieved in the interim period since the endorsement of the research
for health strategy by the Executive Board in 2009 and the expected approval by the
World Health Assembly in May 2010. This has been done by using influence,
goodwill and networking but significant change remains limited by the constraints on
staff time and resources. There was support for the creation of a WHO research
network or forum but no agreement on how to support such a network.

The ongoing tasks that need a mechanism to deliver them include:

1) An intelligence/policy unit on research for health undertaking analysis on
behalf of all the research departments under the guidance of a steering committee.
This unit should also be tasked to promote and coordinate analysis of research in
the regional offices, including the implementation of the strategy.

2) Mapping exercises necessary to collect, collate and disseminate case studies of
good practice. Create and maintain a WHO database on research and a web portal
for research on the WHO website. Support the monitoring and evaluation of the
research for health strategy and follow up to other initiatives such as the Bamako
Call to Action. Promote similar activities in regional offices.

3) Indentify and work on the norms and standards indentified from the above and
liaise with the Guidelines Review Committee and Ethics Review Committee on
emerging issues. Support the work of working groups and cross-cutting groups
set up to tackle this work. Priority areas include:

— apublic access (open) policy for WHO

— acode of good research practice

— astandard on priority setting methodology

- aclassification system for research

4) Organize workshops, training exercises and events to build and maintain a
research skills base within the Organization.

5) Coordinate the planning and production of the World Health Report on research
for health in 2012.

The basic rationale for any coordinating mechanism or unit would be for it to act as a
service to the other departments and a resource for the Organization as a whole.

The main function that would still need to be addressed is how to improve the
coherence of WHQ'’s research activities by establishing mechanisms for the periodic
review of the portfolio of research agendas, including decision criteria to guide
decision-making concerning the initiation, adjustment and winding down of
programmes (action (f) under the priorities goal). In previous years this was a
function performed by ACHR that is now dissipated among the technical and
scientific advisory groups of specific programmes. A similar need to address this
function in the context of the regional offices is also required.
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Science to accelerate universal health coverage

16-19 November 2010, Montreux, Switzerland

No other US$ 5 trillion economic sector would be happy with so little
investment in research related to its core agenda: the reduction of health
inequalities; the organization of people-centred care; and the development
of better, more effective public policies. — ' he world health report 2008

Mark your calendar now — the World Health Organization and partners will convene
the inaugural global symposium on health systems research on 16-19 November
2010. Researchers, policy makers, funders, and other stakeholders representing di-
verse constituencies will gather in Montreux, Switzerland to share evidence, identify
significant knowledge gaps, and set a priority research agenda that reflects the needs
that are common across low- and middle-income countries.

World Health
Organization






Universal health coverage —
the symposium’s theme

Providing universal coverage of essential health-
care services is a responsibility of governments
and a fundamental goal of all national health
systems.

Achieving universal health coverage requires
attention to all six interdependent health system
building blocks:

+ Financing
« Health workforce
- Service delivery

- Disease control, medical products, vaccines
and technologies

« Leadership and governance

- Information, measurement, evaluation and
learning

Unfortunately, the evidence base to support the
many theories and approaches to improving
performance in each of these areas is extremely
weak, especially in low- and middle-income
countries. And what limited research has been
done has generally been undertaken with little
cross-thematic communication among the dif-
ferent groups, which is essential because each
building block is dependent on the others and
cannot be optimized in isolation.
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There is no one-size-fits-all model of a health
system and no single “best” approach to provid-
ing universal health coverage. Although both
are highly country and context specific, rigorous
scientific research can identify better country
practices and provide evidence that can impact
policy and practice in other countries as well.

More and better health
systems research

“Health system research” can be defined as the
purposeful generation of knowledge that ena-
bles societies to organize themselves to improve
health outcomes and health services. Calls for
more and better health systems research are not
new, although momentum has been building
since the Ministerial Summit on Health Research
in Mexico in 2004.

Health systems research is now rapidly emerging

as one of the most dynamic and complex areas of
research for health. It is a change being driven by
politicians, policy-makers and researchers.

Several governments and global health initia-
tives have expressed the need for research about
the implementation, monitoring and assessment
of innovative approaches to improving health
outcomes. For example, robust methodologies
are needed to assess whether or not the scaling
up of services for HIV/AIDS, TB and malaria in
many African countries has reached the poorest.
Also required are rigorous methods and informa-





tion systems to monitor and evaluate the impact
of universal health coverage policies on equity

in health and health care in countries like China,
Mexico and Thailand.

The High Level Task Force on Scaling up Research
and Learning for Health Systems' recommended:
1) a high profile agenda of research, 2) the
engagement of policy-makers in this agenda,

3) stronger country and global capacity for
research, and 4) increased financing for health
systems research.

In November 2008 this four-point agenda was
presented to the Global Ministerial Forum on
Research for Health where it was unanimously
endorsed in the Bamako call to action on research
for health. Among the Task Force’s recommenda-
tions was a global symposium on health systems
research in 2010.

In June 2009, a report to the Taskforce on Innova-

tive International Financing for Health Systems?

said:

- the capacity of low- and middle-income
countries to commission and conduct research
needs to be increased;

- country-level institutions able to conduct high
quality health systems research need sustained
support;

- policy-maker capacity to apply evidence
throughout the policy process needs to be
enhanced; and

+ more multi-country studies that can provide
generalizable findings need to be supported.
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The time is ripe to harness this energy and
generate - as fast as possible - knowledge to
improve health outcomes, health services and
health equity.

Objectives for this symposium

This symposium is dedicated to improving the
scientific evidence needed by health policy-makers
and practitioners to inform decisions related to
accelerating universal health coverage.

The specific objectives of the symposium are:
« to discuss all aspects of research related to
universal health coverage;

- toidentify gaps and limitations in health
systems research (including research methods)
and propose an agenda for priority research;

- to foster connections among researchers
across diverse disciplines and strengthen
scientific and learning communities; and

+ to build capacity in the field of health systems
research, particularly in low- and middle-in-
come countries.

' http//www.who.int/alliance-hpsr/alliancehpsr_task_force_report_
research.pdf

2 Working Group 1 Report: Constraints to scaling up and costs http://
www.internationalhealthpartnership.net/taskforce.html
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Who should attend? How will the symposium be
« Researchers from both developed and OrganIZEd?
developing countries interested in health A scientific committee, under the leadership of a
systems research steering committee and working with a secretar-
+ Health policy analysts iat based in WHO headquarters, is planning and
« National health policy-makers organizing the symposium. The aim is to include

plenary sessions, concurrent sessions, panel and
working group discussions, and poster presenta-
tions.

- Representatives of multilateral international
organizations

- Donor governments and private foundations
interested in funding health systems research
in low- and middle-income countries

- Representatives from international and nation-
al NGOs, civil societies, private health sector,
among others.

A call for abstracts on science to accelerate universal health coverage will be announced in
late 2009. All information related to background documents, committee members, regis-
tration, abstract submission and the programme will be posted at relevant WHO websites
when it becomes available.

Any enquiry about the symposium should be sent to healthsystemresearch@who.int
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Resolution of the 2nd Stakeholders
Meeting of the African Network for mm

Drugs and Diagnostics Innovation (ANDI) deallilinnoratioRferieetopment

Cape Town, South Africa
Adopted 5 October, 2009

Africa bears the greatest burden of disease in the world today. An important part of the solution to
addressing this high disease burden lies in empowering African research institutions to undertake
research and development directed at tackling local health needs. The World Health
Organization's (WHO) Commission on Macroeconomics and Health (2001) argued that investing
in research and development capabilities could play a critical role in improving health outcomes
and promoting economic development. Other regional and international reports and declarations
have echoed these arguments, namely the Africa Health Strategy 2007-2015 of the African Union,
the 2008 Ministerial Algiers declaration on research for health, the 2008 Bamako call to action on
research for health, as well as relevant World Health Assembly and United Nations resolutions

including the UN Millennium project.

The above rationale provides the backdrop for a recent intergovernmental process that led to the
establishment of the Global Strategy and Plan of Action on Public Health, Innovation and
Intellectual Property (GSPOA) adopted through a World Health Assembly Resolution (WHA 61.12
in 2008 and 62.16 in 2009). Africa possesses a unique knowledge base and resources that could
be better harnessed and applied to overcome the challenges resulting from the high disease
burden, leading to economic development and poverty alleviation. In this context, the African
Network for Drugs and Diagnostics Innovation (ANDI) presents a unique opportunity to contribute
to the implementation of GSPOA in Africa. ANDI received recognition by the World Health
Assembly (WHA62.16) as a key initiative aimed at "supporting and promoting African-led health

product innovation for the discovery, development and delivery of drugs and diagnostics".
Recalling the recommendations of the 1st ANDI stakeholders meeting at Abuja (October 2008)
that called for establishing a task force charged with the development of the strategic and

business plan for ANDI,

Welcoming the progress made on ANDI to date,
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Having considered the report of the ANDI task force, and discussed the strategic and business

plan presented by the task force, the stakeholders at the 2nd ANDI meeting:

1. THANK the task force and WHO/TDR for the progress and implementation of the

recommendations of the Abuja meeting;

2. ADOPT the strategic and business plan for ANDI (2010 - 2015) as presented by the task

force, attached to this resolution, as a sound basis for the further development of ANDI,;

3. URGE African countries, relevant ministries including health, science and technology,
finance, education, trade and industry as well as the African Union, regional and multilateral
agencies, and economic development groups, to support the rapid implementation of the ANDI

strategy and business plan;

4, URGE international organizations including the WHO, UNESCO, WIPO, WTO, World
Bank and African Development Bank to support the rapid implementation of ANDI strategy and

business plan, and provide technical support as appropriate;

5. URGE donor and development agencies, foundations and NGOs to provide assistance

for the implementation of the ANDI strategy and business plan;

6. URGE Africans in the diaspora and people of African descent to support the

implementation of ANDI,;

7. CALL upon WHO and the African Development Bank to expedite the necessary legal

hosting arrangements for ANDI;

8. CALL upon WHO and the African Development Bank to work with partners to fast track
the establishment of an African Innovation Fund and to work with the ANDI task force to consult
and rapidly establish the ANDI Board and Scientific and Technical Advisory Committee (STAC).

9. REQUEST the task force and WHO/TDR to initiate quick-start projects from the mapping
data presented in the business plan, and transfer them to ANDI once it is legally established,;

10. REQUEST the ANDI task force and WHO/TDR to convene a 3rd ANDI stakeholders

meeting by October 2010 to report on progress towards the implementation of ANDI.
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PROSPECTIVE REGISTRATION OF PROTOCOL AND RESULTS
DISCLOSURE OF CLINICAL TRIALS IN THE AMERICAS;
INTERNATIONAL STANDARDS AND THEIR IMPLEMENTATION

BRIEFING NOTE

This briefing note is prepared for the Advisory Committee on Health Research of the Pan American
Health Organization on Health Research, by Karmela Krleza-Jeri¢*, Trudo Lemmens?, and Ludovic
Reveiz’. It provides the key points of a manuscript which is being prepared with other authors.

! Canadian Institutes of Health Research (CIHR), Ottawa,ON, Canada
- University of Toronto, Toronto, ON, Canada
* Instituto de Investigaciones Sanitas, Colombian Cochrane Center, Bogota, Colombia
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HISTORY AND RAISON D’ETRE OF TRANSPARENCY OF CLINICAL TRIALS

Much emphasis is currently placed on need to ensure that health care is evidence informed. Clinical
trials are considered a key source of information for the determination of the efficacy and safety of
health interventions, including pharmaceutical products and medical devices. To adequately
contribute to better informed health care practice, evidence has to be as unbiased and complete as
possible, and be available in a timely manner.

Many studies and case reports in the medical and health policy literature show that trial reporting
has been lacking these characteristics, with often serious consequences for patients and for health
care systems. The 2004 case of New York’s Attorney General against Glaxo put the issue of trial
transparency in focus and started what may become a paradigmatic shift in clinical research. Editors
of the International Council of Medical Journal Editors (ICMJE) issued the same year a statement
that they would consider publishing trials only if they were registered prior to recruiting human
subjects. A broad range of interested stakeholders developed the Ottawa statement partl, which
called for a full transparency of clinical trials.

Following the recommendations of the Mexico Ministerial Summit (2004), the World Health
Organization set up an International Clinical Trials Registry Platform “to ensure that a complete view
of research is accessible to all those involved in health care decision making.” The Platform
developed standards for registration of clinical trials which were launched by the WHO in 2006,
recommending that all clinical trials should be registered in a publicly accessible registry. Various
countries have also taken regulatory or funding agencies’ initiatives.

The 9" revision of the World Medical Association’s Declaration of Helsinki (DoH) contributed to this
process by clearly identifying trial registration and results disclosure as ethical requirement for
research involving humans.*

The historical development of trial registration and results disclosure initiatives is summarized on
Figure 1.

! Krleza-Jeri¢ K, Lemmens T. 7th Revision of the Declaration of Helsinki: Good News for the Transparency of Clinical Trials.
CMJ 2009; 50:105-10. doi:10:3325/cmj2009.50.105. http://www.cmj.hr/2009/50/2/19399942.htm
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Figure 1: Short History of Trial Registration and Results Disclosure Initiatives
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REsuLTS DISCLOSURE

It is important to note that Internet development made trial registration technically feasible and
initial trial registries demonstrated the feasibility, while commitment of the research community,
funders, journals editors, international organizations, and governmental regulators made it happen.

Various ethical, scientific and clinical reasons can be invoked in support of trial registration, results
reporting and overall transparency of clinical research:

- The duty to respect human research participants and to avoid exploitation: they ought not
to be used as a mere means to promote private interests.

- Medical research involving human beings is a privilege based on the expectation that the
research will inform health care practice.

- Research participants accept certain risks in clinical trials, and deserve to obtain relevant
information that may be of interest for their future health care or the health care of their
community (principle of justice).

- The data collected in clinical trials is in certain way information about the participants
themselves. They have a right of access to personal information.

- Health care products (e.g. pharmaceuticals and medical devices) are submitted to regulatory
requirements aimed at ensuring their safety and effectiveness. When they are approved for
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sale, the public and health care agencies appropriately expect that all relevant safety and
effectiveness information is in the public domain.

- Health care agencies and health care providers need access to full information about
ongoing and completed trials to provide evidence informed care.

- Transparency of trials enables effective knowledge sharing and translation
- Sharing information advances science and innovation.

- Academic freedom and the right to publish are key values in the scientific community and
are essential for public trust.

Clinical trial registration and other measures that promote transparency, including results reporting,
are essential tools to realize these values and principles.

CLINICAL TRIAL REGISTRIES

There are currently publicly and privately owned, country and region specific, or disease oriented
registries. Many have at least some information in English but some also have more details in the
language of the country or the region.

Apparently only 13 registries meet the criteria of the WHO international standards and ICMIJE as of
October 2009. These are 12 WHO primary registries in the WHO network, and the ClinicalTrials.gov
(table 1), i.e. one or several primary registries in each WHO region. Some of them post links to
publications while Clinicaltrials.gov also developed results fields (Table 1).

These registries supply minimum datasets to the WHO portal in English, and some of them offer the
possibility to register trials in languages of their country or region as follows: Chinese, German,
Dutch, Persian, and Japanese.

Currently no primary registry offers the opportunity to register a trial in any UN/WHO official
language other than English and Chinese. For example, Spanish and French, which are also
languages of our region, are not used in any WHO primary registry. There is also no primary registry
in Portuguese. Until now, ClinicalTrials.gov is the only registry in the Americas and it accepts data in
English only. Language barrier and translation of records are probably among major obstacles for
registration in our region.

CLINICAL TRIALS AND THEIR REGISTRATION IN THE AMERICAS

According to the WHO search portal, of about 90.000 registered trials worldwide, approximately
48.000 trials recruit in the Americas. The largest percentage of these trials is registered in the
ClinicalTrials.gov awhile some are registered in ISRCTN and in the Australian and New Zealand
Clinical Trials Registry (ANZCTR). ClinicalTrials.gov contains about 55.000 trials that recruit in the
Americas: about 6.000 in Canada, 43.500 in the US and 5.000 in countries of Americas other than
Canada and the USA (table 1). Itis important to emphasize that these are approximate numbers.
Namely, some trials are counted more than once because they are registered in more than one
registry and/or recruit in several countries.
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COUNTRY INITIATIVES RELATED TO TRIAL REGISTRATION IN THE AMERICAS

Most countries of the region have begun to address trial registration in one way or another, and
some have even taken initiatives related to the implementation of results disclosure requirements.
For example, the USA, Brazil, and Argentina have regulations related to trial registration. There are
also numerous initiatives related to the creation of trial registries, with various degrees of
compliance with the international standards. LatinRec in Colombia and registries in Argentina and
Brazil are just a few examples. There is evidence suggesting that national regulation is needed in
order to ensure compliance with trial registration requirements. However, many countries in the
region currently do not have regulation related to trial registration.

ROADMAP TOWARDS TRANSPARENCY OF CLINICAL TRIALS

The trial registration roadmap for the Americas is proposing some avenues for the implementation
of registration in the region, taking into consideration both the needs of the member states and the
global context in which trial registration and clinical research take place. The roadmap starts from
the premise that the implementation of existing international standards of trial registration is key,
recognizing that this implementation faces considerable regulatory, economic, financial, and
organizational challenges. The roadmap suggests potential leadership initiatives that would
contribute to the development of standards for public disclosure of trial results and their
implementation.

1. Implementation of (WHO) international standards for prospective registration of trial
(protocols) (global level, including Americas)

This will include simultaneous work on national regulations, ethics boards, and other forms of
support for trial registration, including support by editors, academia, professional associations,
and industry. The challenge and opportunity for PAHO is to support such national uptakes of
international standards by providing advice, promoting collaboration among member states,
and even to develop a matrix for a regulatory and/or legislative framework to facilitate the
process. Following the latest revision of the World Medical Association’s Declaration of
Helsinki, educational initiatives to promote trial registration and results reporting as conditions
for research ethics approval can also be envisaged as an interim step towards more stringent
regulation.

PAHO could engage in the creation of the registry for Americas that would enable data entries
in all the languages of the region. There are numerous advantages to such a registry. It will not
be country-based (and controlled) but regional, shared by member states. It would be cost
effective in comparison to individual country registries. The opportunity to register trials in
languages of the region is expected to stimulate the registration. Furthermore, such a
multilingual registry would enable PAHO to promote collaboration with African countries,
where these languages are used.
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2. Evaluation of registration practice (global level, including Americas)

Evaluation of registration practice will enable improvement of the quality of registration. It
would include analyzing compliance with the international standards and contribution of
various stakeholders. A recent study showed a difference of data quality between registries
and pointed that the potential reason might be the structure of the registry fields.

Timing of registration is another important issue to be analyzed. It is essential that trials are
registered prospectively i.e. prior to the recruitment of the first trial participant. This is not
currently always the case, as illustrated by the experience of the Australian registry®, which
reports that more than half (on average 59%) of 2618 trials registered between 2006 and 2009
were registered with a median delay of 146 days.

Since trials data are eventually used for systematic review and meta- analysis, a trial should
preferably be registered only once. Duplicate registration, i.e. registration in more than one
registry, can sometimes be justified and it is not an issue if it is clearly indicated in each
registry. For example many jurisdictions require registration of a trial in a specific, usually
country-based registry (example FDAAA and ClinicalTrials.gov). In case of multi-country studies
this often leads to duplicate registration. Registries and the WHO portal are developing
strategies of de-duplication, including the identification on the registry website of eventual
registration in another registry(ies).

Some primary registries developed fields for more data than required by the international
standards. The analysis of the value and impact of data in fields created by primary registries
beyond those required by the international standards will inform the eventual revision of
standards.

3. Revision of the international standards (global level, with the input of the Americas)

Current international standards were launched in 2006, with the notion of potential revision in
a due time. The main criteria of eventual revision would include the level of achieved control/
diminution of outcome reporting and other forms of publication bias.

4. Development of international standards of public disclosure of trial results and findings (global
level, initiated by and with contribution of the Americas)

Important as prospective registration of trial elements is, it does not by itself correct the
problem of reporting bias and thus cannot meet ethical and scientific requirements. Trial
registration must be therefore complemented by mandatory reporting of the results of
registered trials to ensure that the public has a transparent and complete evidence base for
making informed health-related decisions. (WHO) international standards for trial registration

2L Reveiz, AW Chan, K Krleza-Jeri¢ C Granados, M Pinart, | Etxeandia, D Rada, M Martinez, AF Cardona. Trial registration
can be a useful source of information for quality assessment: A study of randomized trial records retrieved from the WHO
search portal. Oral presentation: Sixth International Congress on Peer Review and Biomedical Publication; 2009 Sep 10-12;
Vancouver, BC, Canada. http://www.ama-assn.org/public/peer/abstracts-0911.pdf

® Received from the Australian New Zealand Clinical Trials Registry (ANZCTR- http://www.anzctr.org.au). Sydney (NSW):
The University of Sydney (Australia); 29 October 2009
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need to be complemented by international standards for results disclosure. It is important to
note that public disclosure of trial results goes beyond the publication in the peer review
journals.

Considering the initiatives (including Ottawa statement, Salvador Declaration on Open Access,
PROCTOR*, Declaration of Helsinki- DoH), and numerous regulatory efforts of countries of the
region, PAHO is in an advantageous position to initiate a development of international
standards, contribute to their development, and even lead the process. It should promote a
discussion among all stakeholders about the implementation of such standards, their
effectiveness in promoting transparency, the promotion of compliance, the need for
international coherence and coordination, and about further national and international
initiatives.

The final goal of trial registration is creating transparency to promote better evidence-
informed practice. This requires that both prospective trial registration and results disclosure
standards are clearly defined and implemented and that their implementation and other
transparency enhancing measures are promoted. All of this will contribute to a paradigmatic
shift of the clinical trials enterprise and creation of the trials registration culture.

* Krleza-Jerié K. International dialogue on the Public Reporting Of Clinical Trial Outcome and Results - PROCTOR meeting
Croat Med J. 2008;49:267-8 http://www.cmj.hr/2008/49/2/18461682.htm
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ROADMAP SUMMARY

Implementation of (WHO) international standards for prospective registration of trial
(protocols)

a) Create the registry for the Americas that would enable entries in languages of
the region

b) Develop national regulations with compliance mechanisms (sanctions)

€) Promote uptake of Trial registration as preconditions of ethics review

d) Ensure support and ‘buy-in’ by ethics, journals, professional associations,
academia, and industry

e) Promote international compliance with the international standards

Evaluation of registration practice

a) Contributions of various stakeholders
b) Evaluation of registries that meet WHO and ICMJE criteria
b.1. Number of registries
b.2. How they comply with the international standards (fields)
b.3. Quality of data in registries
b.4. Timing of registration: late vs prospective registration
b.5. Evaluate specific items added by registries beside the (WHO) international
standards dataset

Revision of the (WHO) international standards

a) Reuvisit the standards

b) Analyze registries’ items from the perspective of
b.1. The evidence that needs to be achieved
b.2. Results reporting
b.3. Outcome and publication bias

Development of international standards for public disclosure of trial results and findings

a) Engage in a dialogue with the WHO/HQ and other regions

b) Collaborate in a development of international standards

c) Promote regulatory initiatives and compliance mechanisms on national and
international level

d) Promote results disclosure commitment as preconditions of ethics review

e) Ensure support and ‘buy-in’ by ethics, journals, professional associations,
academia, and industry
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Table 1: WHO Primary registries and ClinicalTrials.gov by WHO regions, language, area of coverage,
and number of trials registered

WHO region

WHO primary
registries and
ct.gov

Registry
language beside
English

Accepts trials from

No. of trials
registered

African Pan-African Africa 12
(PACTR)
Americas ClinicalTrials.gov International (US
bgsed, but accepts 80975
trials from any
country)
Americas 54667
North America
Canada 6450
USA 43528
Mexico 1044
Central America 1237
South America 2408
Eastern Iranian (IRCT) Persian Iran 172
Mediterranean
Europe ISRCTN International 8066
Netherlands Dutch Netherlands
National (NTR) 1964
German (DRKS) German Germany/ in German
language 130
S E Asia Chinese registry Chinese China 558
(ChiCTR)
Indian (CTRI) India- intends to
expand to the region 504
Sri Lanka (SLCTR) Sri Lanka 43
W Pacific Australian-New International (accepts
Zealand (ANZCTR) from any country, but
primarily Australia 3539
and New Zealand)
Japanese network Japanese Japan
(3 registries)
UMIN 2596
JAPIC CTI 331
JMACTR 33

" Data from registries’ websites as of 5™ November 2009. Number from Pan African and JAPIC CTl are estimates.
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Activity: International Clinical Trials Registry Platform (ICTRP)

Policy Goal:

o Capacity: strengthening national health research systems
e Standards: promoting good practices and setting norms and standards
Business Owner: Davina Ghersi
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Table 1. Headline Activities Undertaken in 2008/09

Event/Output

Outcome/Impact

Comments/Additional Information

ICTRP web site up to date
and available in all 6
official languages (from
July 2009)

23% of visitors since the launch have
visited the non-English language
pages. Over the past year (October
2008 to September 2009) the
average number of sessions each
month was 6189 (range 5349 -
6979).

ICTRP Search Portal
continues to expand

The portal currently contains data on
92,793 trials provided by data
providers in 9 countries. 17% of
registered trials are in children. Only
1% of registered trials that are
recruiting are doing so in low
income countries.

Addition of new Primary
Registries to the ICTRP
Registry Network

Registries announced in the
Netherlands, Sri Lanka, Germany,
Japan and Iran. In September 2009
the Pan African Clinical Trials
Registry was added to this list.
National and regional ownership of
registration will hopefully help us to
fill the gap in our knowledge of
clinical trials, particularly in low and
middle income countries.

More countries are
implementing policies on
clinical trial registration

For example, applicants to the Drug
Controller General of India "are now
being informed that registration of
clinical trial in ICMR Clinical Trial
Registry www.ctri.in before its
initiation will be mandatory from
June 15" 2009". As more countries
implement similar policies this too
will contribute to filling the gap in
our knowledge.

Launch of the Universal
Trial Number (UTN) June
2009

The aim is to facilitate the
unambiguous identification of
clinical trials

Formation and population
of Expert Panel on
Guidelines, Research
Methods and Ethics
(GRME)

Formal mechanism for obtaining
expert advice on the theory and
practice of guidelines, research
(including clinical trials) and ethics

First meeting of Advisory
Group on Clinical Trial
Registration and
Reporting (AGCTRR)

Unable to report

This meeting is to be held November 4-5,

2009 in Geneva
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ICTRP - AMERICAS

PAHO and the
Government of Brazil
have provided resources
to start a LatinAmerican
and Caribbean ICTRP
associated Primary
Register that will allow
registration in Spanish
and Portuguese.

A LAC platform is a much needed
service by the Region. It will offer
the countries a standard registry,
provide harmonization and
standards, integrate harmonized
headings and searching systems, and
minimize the need for individual
registries supporting countries that
are comfortable contributing to a
regional register instead.

Some countries are implementing
legislation requiring clinical trial
registration. This includes countries that
require registration but will not develop a
national register. This further strengthens
the case for a regional register that
promotes efficiencies and serves countries
unwilling to embark in developing a
national register. And could spark
collaboration with other regions, especially
AFRO that shares language issues.

See note under code of
conduct with regards to
PAHOQO’s internal
compliance

Table 2. Headline Activities Planned for 2010/11

Event/Output

Intended Outcome/Impact

Comments/Additional
Information

Strategic plan for 2010-2015
has been developed

0 Assignificant reduction in the gap
between what we do and do not know
about clinical trials, particularly those
conducted in low and middle income
countries (Milestone 1)

0 An increase in the number of countries
with either their own national clinical
trial registry (meeting WHO standards)
or an enforceable policy that clinical
trials be registered in a WHO Primary
Registry (Milestone 2)

0 Animprovement in the quality of
registered data (Milestone 3)

The strategic plan will be used to
approach potential donors.
Milestones will only be reached if
resources can be identified.

Addition of new Primary and
Partner Registries

Discussions are taking place with agencies
in a number of countries currently
unrepresented in the ICTRP Registry
Network

ICTRP AMERICAS

In partnership with BIREME
follow up on development of
the LAC platform.

The LAC platform can/should
take into consideration the
experiences of other registries
now functioning in the world, for
example the Australian New
Zealand Clinical Trials

Registry or the Indian clinical
trial (otros mejor?) .

to better adapt the platform to the
Region.

Implementing and
developing further
agreements and local policies
to implement trial
registration.

Work with Science & Technology councils,
Ethics networks, regulatory agencies,
patient advocates, medical research
councils and leading research institutions to
create momentum. Link databases (such as
CV Lattes with CVs, and others) to trial
register and UTRN.

Dependant on resources for
policy implementation,
development of technological
tools, and standards for UTRN.
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Table 3. Future Developments

Objectives Challenges/Opportunities Comments/Additional
Information
PAHO This has been a prominent area of Consultation in Rio de Janeiro

collaboration and fertilization between
regions.

was enriched by participants from
other regions, including primary
register leaders.

Reaching agreements,
incorporating processes into
policies, plans of action and
the everyday activities for
research.

Cooperation with SCIENTI, Ethics
networks, and other key partners.
Integration with tools like national CV
databases for researchers being
implemented (CV Lattes)

Dependant on resources for
policy implementation.

Table 4. Key Issues

Provided for: Information,
Discussion or Decision?

1. Insufficient resources remains an issue for the ICTRP which is struggling
to keep up with demand from member states

Information

PAHO

2. International cooperation and coordination between registers

3. Consistency for requirements across Organizational (WHO, special
programs) entities and partners.

4. Strategic partnerships

5. Sustainability of a primary trial register and integration with national
registers

6. ldentifying quick wins. Counties where regulations could be soon
implemented to gain momentum.
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