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List of abbreviations

 ACT Artemisinin combination therapy

 ACT Initiative Artemisinin Combination Therapy 
Initiative

 ACTwatch Consortium providing evidence 
for malaria policy  
(http://www.actwatch.info)

 AMFm Affordable Medicines Facility 
for Malaria

 CAH Child and Adolescent Health and 
Development (WHO department)

 CCM Community case management

 CIDA Canadian International 
Development Agency

 DEC Disease endemic country

 DFID Department for International 
Development (UK)

 DNDi Drugs for Neglected Diseases initiative

 ENTIS European Network of Teratology 
Information Services

 GFATM Global Fund to Fight AIDS, 
Tuberculosis and Malaria

 GMAP Global Malaria Action Plan

 GMP Global Malaria Programme 
(WHO programme)

 HMM Home Management of Malaria 

 HRP Special Programme of Research, 
Development and Research Training 
in Human Reproduction

 iCCM Integrated community case 
management

 INESS INDEPTH Effectiveness and Safety 
Studies of Antimalarials in Africa 
(consortium)

 IPTp Intermittent presumptive treatment in 
pregnancy

 IR Implementation research

 malERA Malaria Eradication Research 
Agenda

 MDG Millennium Development Goal

 MiP Malaria in Pregnancy Consortium

 MMV Medicines for Malaria Venture

 MPS Making Pregnancy Safer (WHO 
department)

 NGO  Nongovernmental organization 

 OR Operational research

 PMI President’s Malaria Initiative

 PSI Population Services International

 QSM Quality and Safety: Medicines 
(WHO technical team)

 RBM Roll Back Malaria

 RHR Reproductive Health and Research 
(WHO department)

 RDT Rapid diagnostic test

 SAC Strategic and Scientific Advisory 
Committee

 TropIKA.net Tropical Diseases Research to 
Foster Innovation and Knowledge 
Application
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Overview and highlights

Global context

The malaria world is experiencing unprecedented 
momentum in new initiatives targeting malaria 
elimination and, eventually, eradication. This 
requires the packaging and scaling up of effective 
interventions; evidence on how combined 
interventions can be used at different levels of the 
health system; and information on knowledge 
gaps concerning the safety of treatment. BL9 aims 
at strengthening national capacity to adapt to the 
increased number of players and initiatives by 
ensuring that there is harmony and DEC leadership in 
priority setting in line with the Paris Declaration and 
the Accra1 call for action. The research priorities of 
this business line are synergistic with these new global 
initiatives and elimination goals. They inform policy 
through a focus on: (i) testing delivery systems to 
improve access to antimalarial treatment by hard-to-
reach and vulnerable populations; (ii) investigations 
on how to scale up interventions; and (iii) studies 
on how to integrate malaria diagnosis and care into 
systems that also manage other illnesses of fever. 

These and other areas of work on the safety and 
benefit of treatment in vulnerable populations have 
been jointly developed with WHO’s Global Malaria 
Programme (GMP) so that the research is responsive 
to WHO’s research priorities both in countries that 
still have relatively high malaria prevalence and in 
those that have already substantially reduced malaria 
but may require a new mix of tools to make further 
progress. These research areas greatly contribute to 
the goal of universal coverage with effective tools 
that the recently developed Global Malaria Action 
Plan (GMAP) defines as a prerequisite to malaria 
elimination. In areas with low malaria transmission, 

1  The Paris Declaration and Accra Agenda for Action (http://
www.oecd.org/document/)

TDR, the Special Programme for Research and 
Training in Tropical Diseases, is working closely 
with GMP and the relevant WHO regional offices 
to identify the research relevant to the choice of 
strategies for elimination.

In the context of attaining the Millennium 
Development Goals (MDGs), donors now have 
renewed interest in upscaling integrated community 
case management (iCCM) of the three main 
childhood killer diseases – malaria, pneumonia and 
diarrhoea. This represents an area of research led 
by TDR since 2000. An operational research (OR)
group co-chaired by TDR and the Karolinska Institute 
and including WHO’s Department of Child and 
Adolescent Health and Development (CAH), several 
NGOs and other research institutions, has linked up 
with a UNICEF-led task force on community case 
management (CCM) to advance work on this issue. 
Funding is being sought for a number of identified 
key research priorities and, if successful, will impact 
on the workplan.

Urgent need of evidence for policy 
and access
Most of the annual 863 000 deaths due to malaria 
could be avoided with timely use of the highly 
effective medicines and protective tools already 
available. New drugs are being developed and 
increased funds are becoming available for endemic 
countries to procure and widely deploy antimalarials. 
However, the continuing high levels of malaria 
mortality reflect the dearth of reliable strategies for 
ensuring access to appropriate treatment in real-life 
conditions and at different levels of the health 
system – including at the community level and in 
home management, with or without diagnostics, and 
often in the presence of other febrile illnesses such as 
pneumonia and diarrhoea. 
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It is essential that new methods of improving care 
delivery at the community level, and new strategies 
for integrating treatment for malaria and other 
common illnesses, be tested in real-life settings 
in order for countries to make evidence-informed 
choices. In addition, countries must be guided on 
how best to expand access to effective treatments to 
those most in need.

Objectives and expected 
results

The overall strategic objective is to foster and 
facilitate research that improves access to effective 
treatment for malaria and other childhood fevers in 
order to reduce overall childhood mortality. 

Specific objectives
1. To provide stewardship and a convening 
platform that can facilitate the assessment of safety, 
effectiveness and access to antimalarial drugs in 
real-life conditions of use, at different levels of the 
health system. 

2. To contribute to the assessment of the safety and 
effectiveness of antimalarial interventions in special 
groups and vulnerable populations. 

3.To develop and assess an integrated 
implementation strategy, based on tools of proven 
efficacy, for the diagnosis and treatment of malaria 
episodes of various degrees of severity at the 
community level. 

4. To develop an integrated case management 
strategy for malaria, pneumonia and other febrile 
illnesses to be delivered at the community level, and 
to measure its public health impact.

The business line aims at testing delivery systems 
to improve access to antimalarial treatment by hard 
to reach and vulnerable populations, investigate 
how to scale up interventions and how to integrate 
malaria diagnosis and care into systems that also 
manage other illnesses of fever. 

End products
The research area will produce end products within 
the time frames listed below. 

•	 A functional and highly utilized knowledge 
and stewardship platform will be in place 
(June 2010).

•	 At least ten African countries will be trained 
and able to implement OR and IR within their 
antimalarial drug access interventions at country 
level (June 2010). 

•	 At least two subregional OR and IR training 
and coordinating hubs will be established 
within national research institutions, under the 
accreditation of WHO/TDR (June 2012). 

•	 Evidence will be developed and disseminated 
on the real-life safety and benefits of artemisinin 
combination therapy (ACT) and benefits of 
intermittent presumptive treatment in pregnancy 
(IPTp) (June 2012).

•	 Rectal artesunate will be registered and evidence 
of strategies for wide uptake in communities, 
including follow-up with ACT developed (2013).

•	 Evidence from the pilot studies will be 
synthesized for establishment of a global 
pregnancy register (June 2012).

•	 A pregnancy register will be established in at 
least three African countries (June 2013).

•	 A community-accepted, cost-effective diagnosis 
and treatment package for malaria episodes of 
various degrees of severity will be field tested at 
community level (June 2012).

•	 A treatment and delivery strategy (model) for 
prompt management of children with childhood 
infections (malaria, pneumonia and other febrile 
illnesses) by community care providers will be 
developed (June 2011).

Expected outcomes 
Disease endemic countries (DECs) will take greater 
leadership in priority setting and using OR to 
guide policy and scale-up of malaria interventions. 
Evidence on effective delivery systems to improve 
access to antimalarial treatment will be available.
Two effective packages will be in use at community 
level, including integrated diagnosis and treatment 
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of malaria episodes of various degrees of severity 
and a treatment and delivery model for prompt 
management of children with childhood infections 
(malaria, pneumonia and other febrile illnesses) by 
community care providers. Safe pregnancy will be 
enhanced through the establishment of a pregnancy 
register in DECs.

Expected impact
The expected impact would be a reduction of 
malaria disease and deaths of vulnerable individuals 
and communities in DECs. This will accelerate 
attainment of the MDGs, particularly MDG4 
(reduce child mortality); MDG5 (improve maternal 
health); and MDG6 (combat HIV/AIDS, malaria 
and other diseases). The TDR approach will also 
bring harmony and better coordination between the 
different players within countries.

Progress and achievements 
in 2009
•	 A landscaping exercise of the current policy 

players was completed. This covered safety, 
real-life effectiveness and access to antimalarial 
medicines and diagnostics – highlighting themes, 
geographical distribution and gaps. A database 
of the key actors in antimalarial medicine policy 
and access and their roles/activities is being 
created on the Tropical Diseases Research to 
Foster Innovation and Knowledge Application 
(TropIKA.net) web site. This will act as a 
knowledge and stewardship platform. 

•	 Completion of a large multicountry study 
providing evidence of the effectiveness of rectal 
artesunate in reducing mortality in severe malaria 
when used as a pre-referral treatment.2 

•	 WHO/TDR creation of a core group on safety of 
drugs in pregnancy. In partnership with the GMP, 
HIV/AIDS programme, Making Pregnancy Safer 
(MPS) and TDR’s pharmacovigilance group.

•	 Launch of a multicountry evaluation project in 
Cameroon, Democratic Republic of the Congo 

2 Publication: Pre-referral rectal artesunate to prevent death and 
disability in severe malaria: a placebo-controlled trial (see annex 6.1).

and Malawi, to measure the impact of CCM of 
malaria, pneumonia and diarrhoea on childhood 
mortality. 

•	 Overview of current research on Home 
Management of Malaria (HMM) for policy and 
research audiences.3 

•	 An OR/IR capacity workshop was successfully 
co-convened by WHO/TDR and the WHO 
Regional Office for Africa in Accra, Ghana. 
Eleven countries which had applied for 
Affordable Medicines Facility for Malaria 
(AMFm) funding attended. Each country put 
forward an OR proposal for implementation. The 
need for capacity building and support during 
implementation was acknowledged, as was the 
idea of establishing subregional training hubs. 
A working group involving WHO/TDR, AMFm, 
GMP, the UK Department for International 
Development (DFID), Reproductive Health 
and Research (WHO/RHR) and the Clinton 
Foundation HIV/AIDS Initiative (CHAI) is being 
created to take follow up actions. 

Activities for 2010-2011 
•	 Conduct an OR/IR workshop involving all 

countries that have applied for funding from the 
AMFm (December 2009). 

•	 Conduct a stakeholders meeting on antimalarial 
policy and access to discuss progress made, 
current situation and future plans (June 2010).

•	 Complete pilot studies for the establishment 
of a pregnancy register to monitor the safety of 
medicines in pregnancy (October 2010). 

•	 Create two African subregional OR/IR training 
hubs for strengthening the implementation of 
antimalarial access interventions at country level 
and long-term development of cadres of trained 
researchers and health workers (February 2011). 

•	 Complete hospital-based studies to establish 
benefit of sequential treatment with rectal 
artesunate in infants (October 2011).

3  Publication: Home Management of Malaria: no place like home 
(citation) (see annex 6.1). 
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•	 Conclude research on feasibility, acceptability 
and effectiveness of rapid assessment (RA) rapid 
diagnostic tests (RDTs) and ACTs at community 
level in four sub-Saharan African countries 
(December 2011).

•	 Complete ongoing research to develop 
a treatment delivery model for prompt 
management of children with uncomplicated 
malaria and pneumonia by community care 
providers in three sub-Saharan African countries 
(two by June 2011, third by December 2012).

•	 Continue implementation of a multicountry 
study to generate evidence on the benefit-to-risk 
ratio, behaviour, public health impact, cost and 
cost effectiveness of an integrated intervention 
for malaria, pneumonia and other febrile illnesses 
(December 2012).

Working in partnership

On access to antimalarials, this business line works 
in close collaboration and in a complementary 
manner at country level with key stakeholders 
including the Clinton Foundation, the President’s 
Malaria Initiative (PMI), the Bill & Melinda Gates 
Foundation; the (GFATM); AMFm; Medicines for 
Malaria Venture (MMV), the consortium providing 
evidence for malaria policy (ACTwatch); and Drugs 
for Neglected Diseases initiative (DNDI). We also 
collaborate with Sweden’s Karolinska Institute; 
Boston University, USA; WHO’s CAH department; 
and other UN agencies such as UNICEF.

On safety of ACT, BL9 has strong collaborations 
with WHO departments – MPS, Quality and Safety: 
Medicines (QSM) and HIV/AIDS. 

On informing evidence for policy and stewardship 
we work in close collaboration with WHO Regional 
Office for Africa, the GMP, Roll Back Malaria 
(RBM) and the Special Programme of Research, 
Development and Research Training in Human 
Reproduction (HRP) in strengthening OR and IR at 
both global and country level. 

Leveraging research and fostering 
DECs’ pivotal role
•	 The Strategic and Scientific Advisory Committee 

(SAC) of BL9 comprises 13 members – 6 are 
from DECs; 38% are women.

•	 A capacity building workshop on OR/IR was 
attended by 22 participants from 11 countries 
(Benin, Cambodia, Ghana, Kenya, Madagascar, 
Niger, Nigeria, Senegal, Zanzibar, Uganda and 
the United Republic of Tanzania). Participants 
were able to refine or develop country-specific 
proposals in line with the AMFm funding 
requirements. 

•	 Six facilitators for the workshop were Africans, 
complemented by technical advisers from TDR, 
GMP, the WHO Regional Office for Africa and 
the AMFm. 

•	 All of the principal investigators (PIs) of the 
pilot study to establish the pregnancy register 
to monitor safety of medicines in pregnancy are 
from the participating DECs. 

•	 All of the PIs involved in the preparatory 
multicountry study on the feasibility, 
acceptability and effectiveness of ACT, rectal 
artesunate and RDT use at community level also 
are from DECs (12 African countries). 

•	 The PIs of studies in three African countries to 
establish a treatment delivery model for prompt 
management of children with uncomplicated 
malaria and pneumonia by community care 
providers are also from DECs.
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1.1 Context and rationale

Malaria is a preventable disease; elimination is 
within reach in several countries and a target in 
sight in many others. Even malaria eradication 
has ceased to be a remote dream and has a well-
defined research agenda supported by the donor 
community. The newly developed GMAP places 
emphasis on scaling up the use of malaria control 
tools in order to reach the level of sustained control 
that is a prerequisite for malaria elimination. 

Despite this, there are still over 1 million deaths 
per year. Good drug treatments and diagnostics 
exist but still are not being utilized extensively in 
many DECs. Only 10% of malarial fevers are treated 
appropriately. Substantial progress in reducing 
under-five mortality in sub-Saharan Africa can be 
achieved by increasing access to available, effective 
and affordable tools; RDTs; ACTs; and appropriate 
case management. However, countries often lack 
the evidence base required to make appropriate 
antimalarial policy choices for improving care 
delivery at the community and home level. 
Achievement of the MDGs will require evidence 
that guides malaria treatment policy, with proven 
treatment packages for malaria and other childhood 
fevers in communities where vulnerable groups live.

Currently, there is global policy support for a 
renewed wave of efforts. There is also consensus 
on the need to expand research beyond drug 
registration in order to develop integrated and 
sustainable delivery strategies for the treatment 
of malaria and other childhood fevers as early as 
possible. This is supported by a substantial increase 
in international funding for malaria control during 
the past five years through the GFATM, PMI and the 
World Bank’s Booster Program for Malaria Control 
in Africa. Similar increases in funding have come 
from the Gates Foundation and from NGOs and 
programmes focused on drug development and 
access (e.g. MMV, DNDi).

The aim of BL9 is to use this momentum to 
demonstrate integrated treatment interventions’ 
impact on the burden of disease. Evidence on the 
safety of treatment interventions in populations 
where safety has not yet been demonstrated will be 
obtained at the same time. In order to accelerate 
translation to strategies and policy advice for 
countries, BL9 will provide consortia and research 
groups with forums in which to share research 
methods and approaches and to pool and synthesize 
related evidence. The stewardship function related 
to the safety and effectiveness of ACTs will be 
managed within the framework of BL9.

1. Context, strategic objectives 
and framework
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1.2 Strategic objectives 

The overall strategic objective is to foster and 
facilitate research that improves access to effective 
treatment for malaria and other childhood fevers 
in order to reduce overall childhood mortality. The 
business line aims at testing delivery systems to 
improve access to antimalarial treatment by hard 
to reach and vulnerable populations, investigate 
how to scale up interventions and how to integrate 
malaria diagnosis and care into systems that also 
manage other illnesses of fever. 

There are four specific objectives. 

Objective 1: To provide stewardship and a convening 
platform that can facilitate the assessment of safety, 
effectiveness and access to antimalarial drugs in real-life 
conditions of use, at different levels of the health system. 

Objective 2: To contribute to the assessment of the 
safety and effectiveness of antimalarial interventions in 
special groups and vulnerable populations. 

Objective 3: To develop and assess an integrated 
implementation strategy, based on tools of proven 
efficacy, for the diagnosis and treatment of malaria 
episodes of various degrees of severity at the community 
level. 

Objective 4: To develop an integrated case 
management strategy for malaria, pneumonia and other 
febrile illnesses to be delivered at the community level, 
and to measure its public health impact. 

The objectives work together along a research 
continuum. Objective 1 targets harmonization, 
priority setting and capacity strengthening. 
Objectives 2, 3 and 4 work at different points in 
the research continuum to develop evidence-based 
guidance and treatment packages which in turn can 
be integrated into management of childhood fevers 
due to different causes. 

TDR is well-recognized as an institution with the 
ability to provide the appropriate overarching 
architecture for diverse partners to develop 
common research methodologies and reach 
consensus on DEC priority needs; harmonize 
global research efforts; and guide malaria treatment 
policy in close collaboration with the GMP. BL9 also 
generates the evidence base for the implementation 

and scale-up of evidence-based treatment packages. 
In so doing the unit is on the frontline of TDR’s 
efforts to realize the vision of “fostering an effective 
global research effort on infectious diseases of 
poverty in which disease endemic countries play a 
pivotal role”. 

1.3 Expected outcomes 

The expected outcome is that DECs will adopt a 
sound antimalarial drug policy in the context of an 
efficient and integrated treatment delivery model, 
including:

•	 harmonized research and programme 
implementation at country level, with DEC 
leadership in priority setting and clearly defined 
roles and responsibilities for key stakeholders; 

•	 broader DEC understanding and application of 
OR methods to guide policy and improve access 
to antimalarial treatment at country level;

•	 enhanced research culture within national 
malaria control programmes; 

•	 DECs making broader use of evidence in policy 
and public health practices; 

•	 DEC policy acceptance and health system 
implementation of an integrated implementation 
strategy, based on tools of proven efficacy, for the 
diagnosis and treatment of malaria episodes of 
various degrees of severity, at community level; 

•	 DEC health systems introducing into policy and 
adopting a treatment and delivery model for 
prompt management of children with childhood 
infections (malaria, pneumonia and other febrile 
illnesses) by community care providers. 
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1.4 Strategic framework

The business line’s strategic framework by objectives 
is illustrated in Fig. 1 below. The figure outlines the 
flow from objectives to the expected end products 
through to the outcome and expected impact at 
individual and community level. 

BL9
impact

BL9
outcomes

BL9
objectives

BL9
end-products

BL9
business plan

approved
(JCB 07)

Treatment delivery 
model application in DEC 
health systems (2012) 

Strategy adoption in DECs 
at policy level followed 
by health systems 
implementation (2013)

DECs’ use of evidence in 
policy and public health 
practice (2013)

Stakeholder agreement 
on antimalarial research 
priorities (2010)

Morbidity and 
mortality due to 
malaria and other 
febrile childhood 
diseases reduced 
in DECs

Treatment delivery model 
for prompt management 
of children with childhood 
infections by community 
care providers (2011)

Field-tested, community-
accepted, safe and 
(cost-) effective treatment 
package for malaria (2012) 

Solid scientific evidence 
on safety of ACTs and 
benef its of IPTp (2012)

Functional and highly 
utilized knowledge and 
stewardship platform
2010

To create and maintain a 
knowledge platform for 
the assessment of 
antimalarials

To develop an integrated 
case management 
strategy for malaria, 
pneumonia and other 
febrile illnesses to be 
delivered at the 
community level

To develop and assess an 
integrated imple-
mentation strategy for 
diagnosis and treatment 
of malaria of various 
degrees of severity at the 
community level

To assess safety and 
effectiveness of 
antimalarial interventions 
in special groups and 
vulnerable populations

Fig. 1. strategic framework by objectives, end-products and outcomes
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Table 1. InDICaTORS fOR enD-PRODuCTS anD OuTCOmeS

BL objectives End products 
(by 2013)

Indicators for end 
products

Expected 
outcomes 

Indicators 
for expected 

outcomes

1. To provide steward-
ship and a convening 
platform that can 
facilitate the assessment 
of safety, effectiveness 
and access to antima-
larial drugs in real-life 
conditions of use, at 
different levels of the 
health system.

• Functional and highly utilized 
knowledge and stewardship 
platform in place by June 2010

• At least 10 African countries 
trained and able to imple-
ment operational and imple-
mentation research within 
their antimalarial drug access 
interventions at country level 
by June 2010

• At least two subregional OR/
iR training and coordinating 
hubs, within national research 
institutions, established 
under the accreditation of 
WHo/tDR by June 2012 

• Share point established 
and maintained for 
use by stakeholders in 
tropiKA.net 

• Share point utilized by 
increasing number of 
stakeholders

• OR training workshop 
conducted by end of 
2009 involving at least 
eight African countries 
targeting antimalarial 
access by June 2010

• At least two OR/IR 
training hubs in place and 
functional by 2012

• Harmonized research 
and programme 
implementation at 
country level with 
DeC leadership in 
priority setting and 
clearly defined roles 
and responsibilities 
of key stakeholders 

• DEC understanding 
and applying oR to 
guide policy and 
improve access 
at country level 
(enhanced research 
culture within 
national malaria 
control programmes)

• Country 
priority 

• OR areas 
published 

• Country OR 
teams in place 
and functional

• OR/IR hubs 
identified and 
functional 
by 2012

2. To contribute to 
the assessment of the 
safety and effective-
ness of antimalarial 
interventions in special 
groups and vulnerable 
populations

•  Registration of rectal 
artesunate and evidence of 
strategies for wide uptake in 
communities including follow 
up with ACts by 2013

•  Evidence on real-life safety 
of ACt and benefits of iptp 
provided by June 2012

•  Marketing authorization 
report and scientific 
publications by 2012

•  Evidence dissemination 
meetings held with 
national policy-makers 
by 2012

• DECs’ use of evidence 
in policy and public 
health practice 
by 2013

• Number of 
countries 
incorporating 
research 
results into 
their policies

3. To develop and assess 
an integrated imple-
mentation strategy, 
based on tools of 
proven efficacy, for the 
diagnosis and treatment 
of malaria episodes 
of various degrees of 
severity at the commu-
nity level

• Field-tested, community-
accepted, safe and cost-
effective treatment package 
for malaria by 2012

• Report and publication 
of study results on 
feasibility, acceptability, 
cost effectiveness of the 
treatment package for 
malaria (Burkina Faso, 
Malawi, nigeria, uganda) 
by 2011

• DECs adopt strategy 
at policy level 
allowed by health 
systems’ implementa-
tion by 2012

• Number of 
countries that 
adopted the 
strategy

4. To develop an 
integrated case man-
agement strategy for 
malaria, pneumonia and 
other febrile illnesses 
to be delivered at the 
community level, and 
to measure its public 
health impact

• Treatment delivery model 
for prompt management 
of children with childhood 
fevers by community care 
providers by 2011

• Report and publication of 
study results on feasi-
bility, acceptability and 
cost effectiveness of the 
treatment delivery model 
for malaria (Burkina Faso, 
Ghana, uganda) by 2012

• Treatment delivery 
model application in 
DeC health system 
by 2012

• Number of 
countries who 
adopted the 
strategy
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2. Key stakeholders, 
roles and responsibilities

On access to antimalarials, this business line works in 
close collaboration and in a complementary manner 
at country level with key stakeholders including the 
Clinton Foundation, PMI, the Bill & Melinda Gates 
Foundation, GFATM, AMFm, MMV, ACTwatch and 
DNDi. 

On stewardship and knowledge-management 
(e.g. TropIKA database and platform) BL9 works 
in partnership with various consortia (e.g. ACT 
Initiative, INDEPTH Effectiveness and Safety 
of antimalarials in Africa [INESS], Malaria and 
Pregnancy Consortium [MiP]) and with those 
involved in enhancing access to interventions (e.g. 
AMFm, ACTwatch, MMV Access) in EU-funded ACT 
initiatives. BL9 also collaborates with public-private 
partnerships (e.g. MMV, DNDi) that play important 
roles in supporting the expansion of malaria control 
efforts at country level. 

In strengthening DEC OR capacities, BL9 works 
closely with WHO Regional Office for Africa, the 
GMP, RBM and HRP. The business line has strong 
collaborations with the GFATM and the AMFm 
initiative, ACTwatch, MMV Access and ACT 
initiatives, as well as nongovernmental organizations 
(NGOs) supporting programme implementation 
at country level (e.g. Médecins Sans Frontières, 
Population Services International). Also, TDR and 
GFATM have recently developed a framework for IR 
in health and disease control programmes. This aims 
to standardize methods of operations research across 
the international health community and stimulate 
the integration of OR into health programmes. TDR 
and WHO Regional Office for Africa are creating OR/
IR research platforms that will improve the quality of 
antimalarial interventions in Africa.

On safety of ACT, BL9 has strong collaborations with 
WHO’s MPS: QSM and HIV/AIDS departments. 

BL9 is part of the WHO/MMV/AMFm/GFATM 
initiative on active pharmacovigilance studies 
with a special focus on questions of safety of ACTs 
distributed in the context of the AMFm, especially in 
pregnancy. Departments in the WHO (MPS, GMP, and 
QSM) and BL9 have led the development of a global 
pregnancy register for medicines including ACTs. The 
MiP will contribute data to the pooled evidence. BL9 
is involved in collaborative studies with Population 
Services International (PSI) on the use of RDTs at the 
community level to optimize deployment of ACTs 
and guide treatment for malaria and other illnesses in 
which fever is the main symptom. 

TDR co-leads a partnership that works to test and 
provide evidence for CCM of malaria, pneumonia 
and diarrhoea. The partnership includes Makerere 
University, Uganda; Université Cheikh Anta Diop, 
Senegal; the Health Research Unit, Ghana; and the 
Centre National de Récherche et de Formation sur 
le Paludisme (CNRFP) in Burkina Faso, as well as 
developed-country institutions such as Sweden’s 
Karolinska Institute and Boston University in the 
United States of America.

Stakeholders and partners within the United Nations’ 
system include WHO’s CAH department; UNICEF; 
bilateral aid agencies such as the United States Agency 
for International Development (USAID); and NGOs 
such as Save the Children and the International Rescue 
Committee (IRC). Furthermore, BL9 is contributing 
its research experience in Africa to the AMFm 
initiative led by the RBM and the GFATM; the Malaria 
Eradication Research Agenda (malERA) consortium, 
the multi-disciplinary global R&D initiative; the MMV 
Access group; and the RBM-led GMAP. 
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3. Implementation plan 
2008-2013 and progress

End products associated with each objective are 
noted briefly here and in Table 3. The detailed 
workplan of activities presented to STAC in 2009 is 
detailed further in Annex 6.3. 

Objective 1: Provide stewardship and a convening 
platform that can facilitate the assessment of 
safety, effectiveness and access to antimalarial 
drugs in real-life conditions of use, at different 
levels of the health system. The expected end 
products of this objective include the establishment 
of a functional and highly utilized knowledge and 
stewardship platform in TropIKA.net by June 2010. 
Within the same timeframe, it is also expected 
that expansion of priority OR/IR will have been 
supported in at least 10 African countries, with the 
aim of improving and expanding antimalarial drug 
access at country level. In addition, two subregional 
OR/IR training and coordinating hubs operating 
within national research institutions are to be 
developed for the provision of regional research 
support, under the accreditation of WHO/TDR, by 
June 2012.

Objective 2: To contribute to the assessment 
of the safety and effectiveness of antimalarial 
interventions in special groups and vulnerable 
populations. It is expected that this objective will 
enable the registration of rectal artesunate and 
evidence of strategies for wide uptake of the drug 
to prevent death from severe malaria in remote 

communities (including follow up with ACT) to be 
available by 2013. It is also expected that evidence 
on real-life safety of ACT and its benefits will be 
provided by June 2012. Evidence on safety of ACT 
in pregnancy and benefits of IPTp will be available 
by June 2012 and a pregnancy register will have 
been established in at least three African countries 
by June 2013.

Objective 3: To develop and assess an integrated 
implementation strategy, based on tools of proven 
efficacy, for the diagnosis and treatment of 
malaria episodes of various degrees of severity 
at the community level. Under this objective 
it is envisaged that a field tested, community-
accepted, cost-effective diagnosis and treatment 
package for malaria episodes of various degrees 
of severity at community level will be available by 
December 2011.

Objective 4: To develop an integrated case 
management strategy for malaria, pneumonia 
and other febrile illnesses to be delivered at the 
community level, and to measure its public health 
impact. Activities under this objective will result in 
the availability of a treatment and delivery strategy 
(model) for prompt management of children with 
childhood infections (malaria, pneumonia and other 
febrile illnesses) by community care providers by 
June 2012.
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Name of 
project

Start and end 
date (from..to..) Disease Sample 

size Countries Partners

Rectal artesunate enrolment 
2002-2007. 
Follow up continues

Malaria in 
children

5000 united Republic of 
tanzania, Ghana, 
Guinea Bissau, 
uganda

MoH/usAiD/eu

integrated CCM 2006 - 2008 Malaria, 
pneumonia

60 000 Ghana, uganda tDR/usAiD/

exxon Mobil

integrated CCM 2008 - 2012 Malaria, 
pneumonia

30 000 Burkina Faso tDR/usAiD/

exxon Mobil

RDt in HMM 2007 - 2010 Malaria, 
pneumonia

7000 nigeria, Zambia, 
Burkina Faso, 
Cameroon, Ghana

tDR/usAiD

urban home 
management

2007 - 2010 Malaria 7000 Malawi, ethiopia, 
Cameroon,  
Ghana (2), Burkina 
Faso, uganda

tDR/exxon 
Mobil/usAiD/ 
ireland and italy

HMM plus 2010 - 2012 Malaria 
(uncomplicated 
+ severe) + RDt

7000 uganda, nigeria, 
Malawi,  
Burkina Faso

tDR/usAiD

3.1 Scope of activities
Table 2. BL9 COveRage In CLInICaL anD COmmunITy-BaSeD PROjeCTS 
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3.2 Progress and key 
milestones

3.2.1 Key milestones of achievement 

Rectal artesunate 

Findings from a TDR-supported large randomized-
controlled trial4 established that the administration 
of a single rectal artesunate suppository 
substantially reduced the risk of death or disability 
in patients in rural villages with severe malaria 
who could not take oral medication and could not 
access antimalarial injections for several hours. 
The trial undertaken in Bangladesh, Ghana and 
the United Republic of Tanzania is the largest 
randomized-controlled study in severe malaria and 
assesses the value of rectal artesunate in remote 
community-based settings. Evidence from the 
large-scale trial contributed evidence in support of 
new WHO 2009 treatment recommendations by the 
Malaria Treatment Guidelines Committee.5 Policy 
briefs related to the study and disseminated through 
WHO (EVIPNet) have also been cited repeatedly by 
policy-makers. The publication has won the annual 
award of the British Medical Journal (BMJ) as the 
research paper of the year.6

Making rectal artesunate available in real-
life conditions through community health 
workers 

A multicountry deployment study in Ghana, Guinea 
Bissau, Uganda and the United Republic of Tanzania 
assesses the advantage of mother-coordinators. 
This has been concluded and results are to be 

4  Gomes M et.al. (2009). Pre-referral rectal artesunate to prevent 
death and disability in severe malaria: a placebo-controlled trial.  
Lancet, 373(9663):557-566.

5  See http://apps.who.int/malaria/treatmentguidelines.html
6  See http://groupawards.bmj.com/2010-awards/

published in a peer-reviewed journal in 2010. The 
trial answers outstanding questions: What is the 
coverage achieved by different dispensers providing 
near-home rectal artesunate treatment in the real-
life setting? How should community personnel be 
trained and supported to make the drug available? 
Will patients and guardians feel that hospital 
referral can be deferred after their child has received 
a suppository or will they adhere to the advice to go 
to the hospital?

Pregnancy Registry on safety of ACTs in 
pregnancy and in HIV-infected subjects 

Led by WHO/TDR, a protocol for the collection 
of data on congenital abnormalities related to 
possible exposure in pregnancy to antimalarial 
medicines in resource-poor settings was developed 
and piloted in 2009. This is due to be finalized in 
2010 and then implemented more widely. However, 
strong epidemiological evidence on the safety of 
ACTs in pregnancy will become available only 
following widespread and more routine collection 
and analysis of data from antenatal care centres 
via a planned centralized repository. Countries 
to be involved in the initial phase of global 
implementation of the protocol have been identified 
by WHO departments – GMP, HIV/AIDS and 
MPS. Funds for implementation are being sought; 
technical support is provided by diverse WHO 
departments and relevant consortia. The European 
Network of Teratology Information Services 
(ENTIS) and the US Organization of Teratology 
Information Specialists (OTIS) are supporting the 
initiative in developing training programmes that 
improve clinical assessment of newborn children, 
thereby increasing the reliability of data on drug-
attributable birth defects in resource poor settings.



EvidEncE for antimalarial policy and accEss Bl9

17TDR BL9 • 2009 Report

Capacity-building workshop

An OR/IR capacity-building workshop was 
successfully co-convened by WHO/TDR and WHO 
Regional Office for Africa in Accra, Ghana 30 
November to 4 December 2009. Participants from 
11 countries which had applied for AMFm funding 
attended. Each country put forward an OR proposal 
for implementation and demanded additional 
follow-up support during implementation. The need 
for country capacity building was acknowledged and 
the idea of establishing subregional training hubs 
was supported by all countries. A working group 
involving WHO/TDR, AMFm, GMP, DFID, RHR, 
CHAI is being created to take follow-up actions. 

3.2.2 New and ongoing activities 

Home Management of Malaria (HMM) for 
uncomplicated and severe malaria

Investigators representing the four research teams 
recommended for funding by the SAC gathered for 
a protocol development workshop in March 2009. 
This led to the formulation of a master protocol 
for the four studies, in collaboration between 
investigators, BL9 and TDR’s group responsible for 
strategic quality management (TDR/SQM). The 
study is to be implemented from 2010. 

Home Management of Malaria (HMM) for 
uncomplicated malaria

Both studies to adapt the HMM strategy to urban 
settings and those to establish the role of RDTs are 
to be completed by June 2010. Data analysis and 
report writing workshops are planned for the first 
semester of 2010.

Integrated management of fevers – integrated 
community case management (iCCM) 

Three randomized controlled trials to establish 
the benefit of integrated treatment of malaria 
and pneumonia started in 2009 and are to be 
completed by June 2010. A multicountry study 
has been launched to measure the impact of 
iCCM on post-neonatal all-cause mortality in 
Cameroon, the Democratic Republic of the Congo 
and Malawi. The study will accompany an iCCM 
large-scale intervention which will be implemented 
by PSI, funded by the Canadian International 
Development Agency (CIDA). TDR has set up a 
scientific oversight committee to oversee the study, 
with the participation of leading experts in the 
field. With their collaboration, the TDR secretariat 
has formulated the study design and begun study 
implementation. A first report is scheduled by 
June 2010.

Hospital studies to examine the benefit of 
single dose and sequential treatment in very 
young children

These are ongoing in Ghana and United Republic of 
Tanzania. 
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Landscaping work on the safety and efficacy 
of ACTs

A document landscaping the activities and roles 
of research partners working on safety, real-life 
effectiveness and access to antimalarial medicines 
was developed in 2009 and is now available.* 
The document helps identify the gaps and priorities 
so that TDR can bring groups together regularly 
(beginning in 2010) to discuss, develop and report 
on the implementation of workplans.

Antimalarial policy and access platform and 
share-point in TropIKA.net

The consultant for the landscaping exercise began 
working with TropIKA.net and the necessary 
materials are being assembled. It is planned to 
establish the share-point by June 2010. 

* see www.who.int/tdr/svc/research

Creation of operational and implementation 
research platforms

TDR and WHO Regional Office for Africa have 
initiated the development of an OR/IR platform 
initially involving nine AMFm countries – eight 
in Africa (Ghana, Kenya, Madagascar, Niger, 
Nigeria, Uganda, United Republic of Tanzania, and 
Zanzibar) plus Cambodia. Also Benin and Senegal 
are participants outside AMFm funding. The 
objective is to assist countries to implement their 
OR and IR priorities through both country-specific 
and multicountry OR. The resulting platform will 
strengthen country capacities and the coordination 
of research that can be used to scale up effective 
antimalarial interventions. African subregional 
training hubs will be created for the purpose.
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Table 3. ImPLemenTaTIOn PLanS anD PROgReSS fOR 2008-2013 (key aCTIvITIeS OnLy)

BL 
Objectives Activities (2008-2013) Milestones and  

target dates Progress made
Revised 

dates  
(if relevant)

Strategic 
objective 1

(SO1)

• Conduct a mapping exercise of 
global players in the field of antima-
larial policy and access research by 
4Q 2009

• Establish a web-based share-point 
(platform) in tropiKA.net by June 
2010  

• Conduct an OR/IR involving all 
11 AMFm country applicants as a 
starting point for creating a African 
platform for oR and iR in Africa by 
December 2009

• Functional and highly 
utilized knowledge and 
stewardship platform avail-
able by 2009

• OR/IR workshop convened 
for 11 countries and 
documented by December 
2009

• Two subregional hubs for 
oR and iR strengthening 
established by June 2013

• Catalogue of 
projects, actors, 
methods and tools 
completed

• Establishment of 
web-based share-
point in tropiKA.net 
ongoing 

• Ongoing

target 2010 
 
 

2009 
 
 

2013

Strategic 
objective 2

(SO2)

• Continue and consolidate 
development of a core protocol for 
pregnancy registries

• Development of core pro-
tocol in collaboration with 
other interested parties (1Q 
2008) 

• Pregnancy register - testing 
of tools and implementa-
tion in sentinel sites by 4Q 
2008

• Examine country experi-
ences with the registry 
(4Q 2010)

• Protocol develop-
ment complete; 
ethics clearance 
obtained and 
studies shortly to 
enroll

• Pilot to test training 
materials and tools 
initiated in 5 African 
sites

evidence 
available 4Q 
2013

Strategic 
objective 3

(SO3)

• Initiate one multicountry study 
(3-4 countries) to develop an 
adequate delivery strategy for the 
comprehensive package

• Research questions identi-
fied, study design defined, 
protocol completed 3Q 
2008

• Studies launched 1Q 2009 

• Proposals finalized; 
master protocol 
developed and 
submitted to eRC 
2009

• Awaiting ERC 
approval 2009

 
 
 
 

1Q 2010

Strategic 
objective 4

(SO4)

• Perform multicountry study to 
measure impact on post-neonatal 
mortality of a large-scale integrated 
community-based case manage-
ment programme for malaria, pneu-
monia and diarrhoea implemented 
by psi in Democratic Republic of the 
Congo, Malawi and Cameroon

• Study design defined, pro-
tocol completed, 3Q 2009

• Baseline survey completed, 
2Q 2010

• Evaluation survey com-
pleted, 4Q 2011

• Evidence available, 1Q 2012

• Study design 
defined, protocol 
completed and 
submitted to eRC
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3.3 Financial analysis

BL9’s efficiency in resource utilization is 
demonstrated by the high quality of its research 
activities, conducted under very limited human 
and financial resources. The unit had only two 
senior staff members throughout most of 2009 
and had just acquired an additional member at the 
end of the year. Most (93%) funds available to the 
unit are utilized in target countries for evaluating 
new antimalarials (49.7%); testing new treatment 
packages (25%); integrated fever management 
(12.68%); and for coordination of activities (5.7%). 

3.4 Progress/delays and global 
context changes: implications 
for 2008–2013 plans
Delays in the delivery or release of funds pledged 
by donors put BL9 in a difficult position. Neither 
clinical nor community-based studies can be halted, 
even for a short while, without compromising 
patient welfare and delaying results. The business 
line thus opted to proceed with the most essential 
activities that already had assured funding while 
calling upon supporters to honour their earlier 
commitments. 

3.5 Activities for 2010 and budget for 2010–2011
Table 5. BuDgeT 2010–2011

Activity JCB-approved budget 2010–2011 
US$  121 million

evaluation of new antimalarials (st 1.1) 2 500 000

Community treatment packages (st 1.2) 1 550 000

Fever management (st 1.3) 2 500 000

Coordination (st 1.4 including stewardship role for objective 1 
of the Bl9 workplan)

1 810 000

Total - BL9 Evidence for antimalarial policy and access 8 360 000

Table 4. fInanCIaL ImPLemenTaTIOn 2008–2009

Title

JCB approved 
budget 

2008–2009 
US$ 121 million 

A

Funds  
available 

B

Expenditures 
2008–2009 

C

Implementation 
as a % of funds 

available 
D

BL9 antimalarial  
policy/access 8 550 000 6 290 000 5 853 532 93%

evaluation new 
antimalarials

4 218 673  3 125 543 49.7%

Community treatment 
packages

2 591 021  1 573 567 25%

Fever management 1 307 001  794 265 12.6%

Coordination 433 305  360 157 5.7%

*includes US$ 2.5 million committed from earmarked funds in the previous biennium
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4.1 Leverage 

Following successful TDR HMM research, CIDA is 
funding studies to evaluate the impact on childhood 
mortality of large-scale HMM programmes. The 
evaluation project started in early 2009 and has 
been funded with a grant of US$ 2.5 million. PSI 
is to implement the studies in three sub-Saharan 
African countries. Brazil is contributing to the 
Pregnancy Register by funding the research in 
Brazil and contributing the data thus gathered to a 

common, pooled database.

4.2 Contribution to 
overall empowerment and 
stewardship objectives

Further to the business line-specific stewardship 
role described under Objective 1, BL9 is also 
providing inputs into the development and 
management of the Stewardship function’s malaria 
disease reference group. The group’s findings will be 
published alone but also will inform a new Global 
report on research for infectious diseases of poverty, 
coordinated by TDR’s overall stewardship function. 

The principle of empowerment permeates the 
strategic approach of BL9. Research objectives and 
activities go beyond simple collaboration with 
partners in DECs and towards full engagement 
of policy-makers in those countries. Institutional 
research capacity strengthening and health system 
improvements are provided. Empowerment of 
community caregivers is a critical element of 
strategies in community-level management of 

malaria. Together with increased recognition of 
the role of mother-coordinators in the treatment 
of malaria, this supports the empowerment and 
recognition of the role of women who can play a 
crucial role in the community-level treatment of 
malaria and other acute childhood fevers. 

Conversely, TDR’s Empowerment function also 
provides key support in the development and 
implementation of BL9-funded studies. It provides 
critical input into the development of proposals; 
finalization of study protocols; and clinical 
monitoring of funded studies (Fig. 2).

4. Leverage and contributions 
to empowerment and 
stewardship

Call for
applications

Ethical review

Proposal
development

workshop

Study
implemen-

tation

BL2 support:
clinical monitoring

BL2 support:
quality improvement

Fig. 2.. Bl9 project cycle
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4.3 DECs playing pivotal roles 
in BL9 activities 

As described above, DECs play critical roles as 
participants, hosts, conveners, collaborators, 
PIs and networkers in BL9-related activities. 
TDR capacity-building efforts have supported 
the improvement of research outputs, research 
environments and research infrastructures, as well 
as career development paths for scientists in DECs. 
Illustrative examples of specific BL contributions 
are noted below. 

•	 Of 12 SAC members, 6 come from DECs

•	 All of the BL’s research grantees come from DECs, 
as do 28 of 29 (97%) PIs.

•	 All 14 monitors of BL clinical trial activities 
come from DECs, including 8 co-PIs of previous 
studies; 2 new monitors; and 4 new monitors 
who participated in TDR co-sponsored refresher 
courses from Study 13 and Study 18 rectal 
artesunate studies.

•	 Of peer-reviewed publications in 2009, 75% of 
the research authors came from DECs.

•	 In undertaking the rectal artesunate study (study 
13), 6 new clinical trial sites were established 
– Chittagong, Guinea-Bissau, Handeni, Kilosa, 
Mtwara, Mubende.7 

•	 In study 13, 2 co-PIs are undertaking PhD 
dissertations (London School of Hygiene and 
Tropical Medicine; School of Public Health, 
Ghana); 3 co-PIs are actively involved in other 
global initiatives on malaria.

•	 Pregnancy register – thus far the global initiative 
involves six health ministries in DECs  (namely 
Brazil, Ghana, Kenya, Mozambique, Uganda, 
United Republic of Tanzania) that have taken a 
leadership role. 

7  See http://apps.who.int/tdr/svc/research/antimalarial-policy-access/
projects/study-13/capacity

4.4 Elements enhancing 
sustainability of BL9 outcome 
at country level 

The ultimate aim of the research promoted by this 
business line is to inform malaria control policy in 
DECs, implying sustained and sustainable policy 
changes. This is pursued in four different and 
synergistic ways. Firstly, at the planning stage, 
research areas are identified and discussed with 
WHO’s GMP, CAH and the Regional Office for 
Africa to ensure consistency with research priorities 
in DECs. Secondly, research teams ensure DEC 
leadership and the engagement of local policy-
makers. Thirdly, country OR capacity strengthening, 
south-south and south-north networking 
enhancement and mentorship all support the 
sustainability of research for implementation at 
country level. This is also true for research into 
incentives and motivating factors for community 
agents to ensure sustainability of community-based 
health interventions. Fourthly, the development of 
global databases (e.g. pregnancy register) web-based 
databases and knowledge sharing networks (e.g. 
TropIKA.net) also support sustained dissemination 
and development of evidence, along with the 
more routine dissemination of results through 
publications, workshops and meetings.
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Many of the issues being addressed by research in 
this business line are pressing and require rapid 
answers. Both countries and donors need quick 
results. Delays in the receipt of funding for intended 
activities may therefore cause problems in the 
timeliness and usefulness of results. BL9 continues 
to make extra efforts to secure additional or 
complementary funding by competing in relevant 
funding calls. 

The small number of scientific personnel within 
the business line is limiting the amount and 
extent of work to be accomplished at a given time. 
The business line is strongly promoting African 
institutions to take the lead in activities as a means 
of giving ownership to countries and increasing 
the pace and quantity of accomplished activities. 
Close supervision remains an important element in 
maintaining the quality of work. 

This business line is intended to provide support to 
the global effort of the malaria research community 
towards malaria elimination. This requires it to 
be receptive to the needs related to the changing 
epidemiological context of malaria and flexible 
enough to address them quickly. 

At the same time, research in this business line 
needs to fit into the broader context of health 
system research and contribute to the overall 
strengthening of the health system. It is critical 
that research is conducted within the context of 
country programmes and as a concerted effort 
with all relevant stakeholders. BL9 has therefore 
strategically created platforms to allow discussions 
and consensus building among the increasing 
number of players in the field; ensuring the 
participation of, and promoting leadership by, 
endemic countries.

5. Critical issues 
and suggested solutions
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6. Annexes

6.1 Publications resulting from BL9 or related activities
1. Gomes M et al. Study 13 Research Group (2009). Pre-referral rectal artesunate to prevent death and 

disability in severe malaria: a placebo-controlled trial.  
Lancet, 373(9663):557-566 (Epub. 6 December 2008). 

2. Pagnoni F (2009). Home management of malaria: no place like home.  
Trends in Parasitology, 25(3):115-119 (Epub. 23 January) 2009.

3. Pagnoni F (2009). Home management of malaria.  
Lancet, 374(9686):288-289. 

4. Simba D et al. (2009). Factors influencing adherence to referral advice following pre-referral treatment 
with artesunate suppositories in children in rural Tanzania.  
Tropical Medicine and International Health, 14(7):775-783 (Epub 26 May 2009).  
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6.2 SAC membership

Proposed member Area of expertise DEC
Non 
DEC M F

1 Dr Don De SAVIGNY (Chair) Health systems research X X

2 Dr Kaendi MUNGUTI Social sciences -  
Medical anthropology

X X

3 Dr Umberto d’ALLESSANDRO Epidemiology and disease 
control

X X

4 Dr Catherine GOODMAN Health economics X X

5 Dr Karen BARNES Epidemiology and drug 
resistance

X X

6 Dr Patrick KACHUR Epidemiology and malaria 
control

X X

7 Dr Alex DODOO Pharmacovigilance X X

8 Dr Miriam CHIPIMO Malaria in pregnancy X X

9 Dr K KORINE Malaria control X X

10 Dr George AMOFAH Malaria control policy X X

11 Dr Stefan PETERSON Integrated management 
of childhood fevers

X X

12 Dr Peter  J BROWN Social anthropology X X

13 WHO/AFRO - Malaria Reg Adviser 
(Dr Tieman DIARRA)

Malaria control X X

14 Observer: Médecins Sans Frontières 
(Dr Martin de SMET)

Malaria control, Partnership X X

15 Observer: UNICEF  
(Dr Alexandra de SOUSA) 

Malaria control, Partnership X X

16 Observer: Malaria Consortium  
(Dr Sylvia MEEK)

Malaria control, Partnership X X

Total SAC Members (excluding observers) 7 6 8 5
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BL objectives
Objectives/

research areas
Activities Progress made Revised dates 

(if relevant)

Strategic 
Objective 1

to provide  stew-
ardship and a con-
vening platform 
that can facilitate 
the assessment of 
safety, effective-
ness and access to 
antimalarial drugs 
in real-life condi-
tions of use, at 
different levels of 
the health system

• Conduct mapping exercise of 
global players in the field of 
antimalarial policy and access 
research by 4Q 2009 

• Establish a web-based share-
point (platform) in  
tropiKA. net by June 2010 
 
 

• Conduct OR/IR involving all 
11 AMFm country applicants 
as a starting point for creating 
a African platform for oR 
and iR in Africa by December 
2009

• Functional and highly utilized 
knowledge and stewardship 
platform available by 2010. 
 

• Workshop on OR/IR for 
11 countries convened 
and documented by 
December 2009 
 

• Two subregional hubs for 
oR and iR strengthening 
established by June 2013 

• Catalogue of 
projects, actors, 
methods and tools 
completed  

• Establishment  
of web-based  
share-point in 
tropiKA. net to be 
completed by June 
2010  

• 3Q 2009

 

• Ongoing

• Access platform 
and share point 
for antimalarials 
available by 2010

6.3 Implementation plans and progress, 2008–2013 activities
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BL objectives
Objectives/

research areas
Activities Progress made Revised dates 

(if relevant)

Strategic 
Objective 2

to contribute to 
the assessment 
of the safety and 
effectiveness 
of antimalarial 
interventions in 
special groups 
and vulnerable 
populations

activity 1 
Continue and consolidate 
the development of a core 
protocol for pregnancy 
registries

• Development of core 
protocol in collaboration 
with other interested parties 
(1Q 2008) 

• Pregnancy register - testing 
of tools and implementation 
in sentinel sites by 4Q 2008

• Examine country experiences 
with the registry (4Q 2010)

• Protocol develop-
ment complete; 
ethics clearance 
obtained and 
studies shortly to 
enrol and pilot test 
training materials 
and tools initiated in 
5 African sites

•  On track

• Evidence 
available 
4Q 2013

activity 2 
extract evidence from country 
experiences with the protocol 
to provide evidence of safety 
of artemisinin combination 
therapies in pregnancy and in 
HiV-infected subjects

• Research questions identified, 
study design defined and 
protocol completed 4Q 2008

• Studies launched 2Q 2009

• Protocol completed 
 

• Studies not started – 
funding constraints

• Evidence 
available 
4Q 2013

activity 3 
establish additional evidence 
on the effectiveness of antima-
larial drugs for treatment and 
prevention in special situations 
as required for policy (e.g. 
sp-based iptp in the current 
malaria control environment)

• Research questions identified • Protocol completed

• Fund-raising 
initiated 

activity 4 
establish factors affecting 
treatment response in different 
populations and at different 
levels of the health system 

• Research questions identi-
fied, study design defined 
for completion of protocol 
1Q 2010

• Studies launched end 
2Q 2010

activity 5 
Completion of hospital 
studies to establish benefit 
of sequential treatment with 
rectal artesunate in infants

• Intake completed end 2010 • Enrolment ongoing 
but slower than 
anticipated 

• Target 4Q 2012
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BL objectives
Objectives/

research areas
Activities Progress made Revised dates 

(if relevant)

Strategic  
Objective 3 

to develop and 
assess an inte-
grated implemen-
tation strategy, 
based on tools of 
proven efficacy, 
for diagnosis 
and treatment of 
malaria episodes 
of various degrees 
of severity at the 
community level

activity 1 
Conclude ongoing preparatory 
research in 12 sub-saharan 
African countries separately 
on feasibility, acceptability and 
effectiveness of ACt, RA and 
RDt use at community level

• Results from preparatory 
research available by 
June 2010

• Concluded 3 
studies, others to 
be concluded by 
March 2012

• March 2012

activity 2 
initiate one multicountry study 
(3-4 countries) to develop an 
adequate delivery strategy for 
the comprehensive package

• Research questions identi-
fied, study design defined, 
protocol completed 3Q 2008 

• Studies launched 1Q 2009 

• Proposals finalized; 
master protocol 
developed and 
submitted to eRC

• Awaiting ERC 
approval

 
 
 

• 1Q 2010

activity 3  
initiate one large-scale multi-
country study (3-4 countries) to 
establish the cost effectiveness 
and public health impact and 
optimal approach to imple-
mentation of a comprehensive 
package

• Multicountry studies on cost 
effectiveness and impact 
initiated by end 2009

• Findings on cost effectiveness 
and impact of the treatment 
package available and dis-
seminated by end 2012

• Initiation delayed by 
delay in activity 2

•  2Q 2011

• End 2013
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BL objectives
Objectives/

research areas
Activities Progress made Revised dates 

(if relevant)

Strategic 
Objective 4

to develop an 
integrated case 
management 
strategy for 
malaria, pneu-
monia and other 
febrile illnesses to 
be delivered at the 
community level 
and to measure 
its public health 
impact

activity 1 
Conclude ongoing preparatory 
research in 3 sub-saharan 
African countries to develop 
a treatment delivery model 
for prompt management of 
children with uncomplicated 
malaria and pneumonia by 
community care providers

• Two preparatory studies 
completed by June 2009 
(Ghana, uganda)

• One additional preparatory 
study completed by 
December 2010

• Some delays in 
completion of pre-
paratory studies in 
Ghana and uganda

• Additional prepara-
tory study in Burkina 
Faso launched and 
on track 

• Preparatory 
study in Ghana 
to be completed 
by 2009, in 
uganda by 
June 2010

activity 2 
perform a multicountry 
study to measure the impact 
on post-neonatal mortality 
of a large-scale integrated 
community-based case 
management programme 
for malaria, pneumonia and 
diarrhoea implemented by psi 
in the Democratic Republic of 
the Congo (DRC), Malawi and 
Cameroon

• Study design defined, 
protocol completed, 3Q 2009

• Baseline survey completed, 
2Q 2010

• Evaluation survey completed, 
4Q 2011

• Evidence available 1Q 2012

• Study design 
defined, protocol 
completed and 
submitted to eRC

activity 3 
initiate a multicountry study 
to generate evidence on the 
benefit-to-risk ratio, behaviour, 
public health and health 
system impact, cost and cost 
effectiveness of an integrated 
intervention for malaria, 
pneumonia and other febrile 
illnesses

• Research questions identi-
fied, study design defined, 
protocol completed 4Q 2008

• Studies launched end 
1Q 2009

• Evidence available by 2012

• Not initiated 
(replaced by 
Activity 2)

activity 4 
provide guidance required 
by national health systems to 
scale up to community level 
with an effective package

• End 2012 • On track



30 TDR BL9 • 2009 Report

EvidEncE for antimalarial policy and accEssBl9 EvidEncE for antimalarial policy and accEss

6.4 BL9-funded projects and SAC initiatives

Project 
identification

Principal
investigator Institution Project title Funding  

in US$ Disease Countries involved Research area

Evaluation new antimalarials (ST 1.1)

A50569 emran Bin 
Yunus

Chittagong Medical College Monitoring of pregnancy registry and 
rectal artesunate studies

32 605 Malaria Ghana, united Republic of 
tanzania

Malaria 

A50568 Ridwanur 
Rahman 

BKZ Medical College, 
Department of Medicine, Dhaka, 
Bangladesh

Monitoring of pregnancy registry and 
rectal artesunate studies 

32 605 Malaria Bangladesh Malaria 

A88604 Christine Clerk Dodowa Health Research Centre, 
Accra, Ghana

Feasibility of conducting a pregnancy 
register in Ghana

51 414 Malaria Ghana Malaria in pregnancy

A80605 
A80606 
A90151

Coordination/

secretariat

Johannesburg & pretoria, south 
Africa + Maputo, Mozambique

Coordination of WHo pregnancy register 170 106 Malaria south Africa Malaria in pregnancy

A90150 stephen 
Magesa 

national institute for Medical 
Research, Amani Medical 
Research Centre Muheza, united 
Republic of tanzania

pilot study to assess feasibility of a 
medicines-in-pregnancy registry.

50 001 Malaria united Republic of tanzania Malaria in pregnancy

A90164 Josaphat 
Byamugisha 

Makerere university school of 
Medicine, Kampala

pilot pregnancy register 49 760 Malaria uganda Malaria in pregnancy

A90183 Marc Mitchell Harvard school of public Health, 
Department of tropical public 
Health

Mobile-technology tools to support elec-
tronic data capture within the pregnancy 
Registry 

71 867 Malaria Ghana, Kenya,  
Mozambique, uganda, usA, 
united Republic of tanzania

Malaria in pregnancy

A90152 edwin Were Moi university, eldoret, Kenya pilot study to assess feasibility of a 
medicines-in-pregnancy registry.

50 000 Malaria Kenya Malaria in pregnancy

A80487 Anja Koehne solvias AG, Basel, switzerland Analytical chemistry on artesunate 45 903 Malaria switzerland Malaria 

A70334 Zakayo eliadi 
Mrango

national institute for Medical 
Research, Kilosa & Mtwara, 
united Republic of tanzania

efficacy & safety of rectal artesunate 
in paediatric patients – a randomized 
controlled study 

180 000 Malaria united Republic of tanzania Rectal artesunate

A20210 tsiri 
Agbenyega

Kwame nkrumah university of 
science and technology (Knust) 
school of Medical sciences (sMs), 
Kumasi, Ghana

efficacy and safety of a new paediatric 
formulation of rectal artesunate – 
a randomized controlled study

125 893 Malaria Ghana Rectal artesunate
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Project 
identification

Principal
investigator Institution Project title Funding  

in US$ Disease Countries involved Research area

Evaluation new antimalarials (ST 1.1)

A50569 emran Bin 
Yunus

Chittagong Medical College Monitoring of pregnancy registry and 
rectal artesunate studies

32 605 Malaria Ghana, united Republic of 
tanzania

Malaria 

A50568 Ridwanur 
Rahman 

BKZ Medical College, 
Department of Medicine, Dhaka, 
Bangladesh

Monitoring of pregnancy registry and 
rectal artesunate studies 

32 605 Malaria Bangladesh Malaria 

A88604 Christine Clerk Dodowa Health Research Centre, 
Accra, Ghana

Feasibility of conducting a pregnancy 
register in Ghana

51 414 Malaria Ghana Malaria in pregnancy

A80605 
A80606 
A90151

Coordination/

secretariat

Johannesburg & pretoria, south 
Africa + Maputo, Mozambique

Coordination of WHo pregnancy register 170 106 Malaria south Africa Malaria in pregnancy

A90150 stephen 
Magesa 

national institute for Medical 
Research, Amani Medical 
Research Centre Muheza, united 
Republic of tanzania

pilot study to assess feasibility of a 
medicines-in-pregnancy registry.

50 001 Malaria united Republic of tanzania Malaria in pregnancy

A90164 Josaphat 
Byamugisha 

Makerere university school of 
Medicine, Kampala

pilot pregnancy register 49 760 Malaria uganda Malaria in pregnancy

A90183 Marc Mitchell Harvard school of public Health, 
Department of tropical public 
Health

Mobile-technology tools to support elec-
tronic data capture within the pregnancy 
Registry 

71 867 Malaria Ghana, Kenya,  
Mozambique, uganda, usA, 
united Republic of tanzania

Malaria in pregnancy

A90152 edwin Were Moi university, eldoret, Kenya pilot study to assess feasibility of a 
medicines-in-pregnancy registry.

50 000 Malaria Kenya Malaria in pregnancy

A80487 Anja Koehne solvias AG, Basel, switzerland Analytical chemistry on artesunate 45 903 Malaria switzerland Malaria 

A70334 Zakayo eliadi 
Mrango

national institute for Medical 
Research, Kilosa & Mtwara, 
united Republic of tanzania

efficacy & safety of rectal artesunate 
in paediatric patients – a randomized 
controlled study 

180 000 Malaria united Republic of tanzania Rectal artesunate

A20210 tsiri 
Agbenyega

Kwame nkrumah university of 
science and technology (Knust) 
school of Medical sciences (sMs), 
Kumasi, Ghana

efficacy and safety of a new paediatric 
formulation of rectal artesunate – 
a randomized controlled study

125 893 Malaria Ghana Rectal artesunate
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Project 
identification

Principal
investigator Institution Project title Funding  

in US$ Disease Countries involved Research area

Community treatment packages (ST 1.2)

A60485 oladele 
Benjamin 
Akogun

Common Heritage Foundation, 
Yola, nigeria

Role of RDts for malaria in community-
level management of febrile illnesses 
in under-five children in north-eastern 
nigeria

59 444 Malaria nigeria Community treatment 
packages

A70170 pascalina 
Chanda

national Malaria Control 
Centresur, lusaka, Zambia

effectiveness of using RDts and ACts for 
home management of malaria in under-
five children in Zambia

29 145 Malaria Zambia Community treatment 
packages

A41073 Julius Jephuer 
Massaga

national institute for Medical 
Research, Amani, united Republic 
of tanzania

use of artesunate combination therapy 
through community drug distributors 
for malarial fever management in united 
Republic of tanzania

90 824 Malaria united Republic of tanzania Community treatment 
packages

A50505 Bertha 
nhlema 
simwaka

Research for equity and 
Community Health trust (ReACH), 
lilongwe, Malawi

Action research on scaling up of store-
keepers’ involvement in home manage-
ment of uncomplicated malaria

26 100 Malaria Malawi Community treatment 
packages

A60486 Alfred B tiono Centre national de Recherche et 
de Formation sur le paludisme 
(CnRFp), ouagadougou, Burkina 
Faso

Role of rapid diagnostic testing in the con-
text of home management of childhood 
fever with Coartem. An open randomized 
controlled trial in a rural and seasonal 
malaria transmission area of Burkina Faso

40 500 Malaria Burkina Faso Community treatment 
packages

A80550 ikioluwapo 
oyeneye Ajayi

university College Hospital, 
Dept. of epidemiology, Medical 
statistics and environmental 
Health, ibadan, nigeria

evaluation of a package for diagnosis and 
treatment of malaria of various degrees of 
severity in rural south-west nigeria

100 000 Malaria nigeria Community treatment 
packages

A80553 traore 
Abdoulaye 

Groupe de Recherche et 
d’Action pour la Santé (GRAS), 
ouagadougou, Burkina Faso

Feasibility & acceptability of an integrated 
community-based diagnosis & treatment 
strategy of malaria at different degrees

94 400 Malaria Burkina Faso Community treatment 
packages

A80554 Don p. 
Mathanga

university of Malawi, Malaria 
Alert Centre, Blantyre, Malawi

Community-based treatment of febrile 
illnesses of under-five children by com-
munity health workers

92 899 Malaria Malawi Community treatment 
packages

A80556 Jesca 
nsungwa-
sabiiti

Ministry of Health, Kampala, 
uganda

evaluating the feasibility & cost effective-
ness of community treatment of malaria of 
varying severity in uganda

112 580 Malaria uganda Community treatment 
packages

A50450 edmund 
nii laryea 
Browne 

Knust, Department of 
Community Health, school of 
Medical sciences, Kumasi, Ghana

Feasibility, acceptability, costs & policy 
contextual issues in HMM in under–five 
children

117 580 Malaria Ghana Community treatment 
packages

A50437 patricia 
Akweongo

Ministry of Health, navrongo 
Health Research Centre, Ghana

Home management of malaria in 
urban northern Ghana: a case study of 
Bolgatanga Municipal area.

131 413 Malaria Ghana Community treatment 
packages
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Project 
identification

Principal
investigator Institution Project title Funding  

in US$ Disease Countries involved Research area

Community treatment packages (ST 1.2)

A60485 oladele 
Benjamin 
Akogun

Common Heritage Foundation, 
Yola, nigeria

Role of RDts for malaria in community-
level management of febrile illnesses 
in under-five children in north-eastern 
nigeria

59 444 Malaria nigeria Community treatment 
packages

A70170 pascalina 
Chanda

national Malaria Control 
Centresur, lusaka, Zambia

effectiveness of using RDts and ACts for 
home management of malaria in under-
five children in Zambia

29 145 Malaria Zambia Community treatment 
packages

A41073 Julius Jephuer 
Massaga

national institute for Medical 
Research, Amani, united Republic 
of tanzania

use of artesunate combination therapy 
through community drug distributors 
for malarial fever management in united 
Republic of tanzania

90 824 Malaria united Republic of tanzania Community treatment 
packages

A50505 Bertha 
nhlema 
simwaka

Research for equity and 
Community Health trust (ReACH), 
lilongwe, Malawi

Action research on scaling up of store-
keepers’ involvement in home manage-
ment of uncomplicated malaria

26 100 Malaria Malawi Community treatment 
packages

A60486 Alfred B tiono Centre national de Recherche et 
de Formation sur le paludisme 
(CnRFp), ouagadougou, Burkina 
Faso

Role of rapid diagnostic testing in the con-
text of home management of childhood 
fever with Coartem. An open randomized 
controlled trial in a rural and seasonal 
malaria transmission area of Burkina Faso

40 500 Malaria Burkina Faso Community treatment 
packages

A80550 ikioluwapo 
oyeneye Ajayi

university College Hospital, 
Dept. of epidemiology, Medical 
statistics and environmental 
Health, ibadan, nigeria

evaluation of a package for diagnosis and 
treatment of malaria of various degrees of 
severity in rural south-west nigeria

100 000 Malaria nigeria Community treatment 
packages

A80553 traore 
Abdoulaye 

Groupe de Recherche et 
d’Action pour la Santé (GRAS), 
ouagadougou, Burkina Faso

Feasibility & acceptability of an integrated 
community-based diagnosis & treatment 
strategy of malaria at different degrees

94 400 Malaria Burkina Faso Community treatment 
packages

A80554 Don p. 
Mathanga

university of Malawi, Malaria 
Alert Centre, Blantyre, Malawi

Community-based treatment of febrile 
illnesses of under-five children by com-
munity health workers

92 899 Malaria Malawi Community treatment 
packages

A80556 Jesca 
nsungwa-
sabiiti

Ministry of Health, Kampala, 
uganda

evaluating the feasibility & cost effective-
ness of community treatment of malaria of 
varying severity in uganda

112 580 Malaria uganda Community treatment 
packages

A50450 edmund 
nii laryea 
Browne 

Knust, Department of 
Community Health, school of 
Medical sciences, Kumasi, Ghana

Feasibility, acceptability, costs & policy 
contextual issues in HMM in under–five 
children

117 580 Malaria Ghana Community treatment 
packages

A50437 patricia 
Akweongo

Ministry of Health, navrongo 
Health Research Centre, Ghana

Home management of malaria in 
urban northern Ghana: a case study of 
Bolgatanga Municipal area.

131 413 Malaria Ghana Community treatment 
packages
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Project 
identification

Principal
investigator Institution Project title Funding  

in US$ Disease Countries involved Research area

A50525 nsagha 
Dickson shey

Groupe de Recherche en Santé 
publique (GRsp), Buea, Cameroon

Correct home-based treatment of malaria 
in under-five children with prepackaged 
drugs in an urban setting

118 769 Malaria Cameroon Community treatment 
packages

A50538 sudhakar 
narayan 
Morankar

Jimma university, Faculty of public 
Health and Medical sciences, 
Dept. of Health education & 
Behavioural sciences, Jimma and 
Adama, ethiopia

improving urban home management 
of malaria involving community health 
workers. 

137 622 Malaria ethiopia Community treatment 
packages

A60460 Jean Bosco 
elat nfetam

Groupe de Recherche en Santé 
publique, Yaounde 8, Cameroon

prompt appropriate home-based man-
agement of malaria among under-five 
children with pre-packaged ACt

50 000 Malaria Cameroon Community treatment 
packages

A60490 oduro 
Abraham 
Rexford

Ministry of Health, navrongo 
Health Research Centre, Ghana

Home management of acute febrile illness 
in northern Ghana using ACt: the role of 
rapid malaria diagnostic testing

90 860 Malaria Ghana Community treatment 
packages

A70283 Halidou tinto Centre Muraz, Bobo-Dioulasso, 
Burkina Faso

pharmacovigilance for ACt in Africa 113 600 Malaria Burkina Faso Fever management

Fever management (ST 1.3)

A20189 John owusu 
Gyapong

Ministry of Health, Ghana Health 
service, Health Research unit, 
Accra, Ghana

Home & community management of 
malaria & pneumonia in under-five 
children: a cluster randomized controlled 
trial in south Ghana

455 000 Malaria Ghana Fever management

A20141 George 
William 
Byaruhanga 
pariyo

Makerere university school of 
public Health, Kampala, uganda

Research on integrated home & commu-
nity management of malaria & pneumonia 
in under-five children in uganda

375 000 Malaria uganda Fever management

A80629 sodiomon 
Bienvenu 
sirima

Groupe de Recherche et 
d’Action pour la Santé (GRAS), 
ouagadougou, Burkina Faso

Home and community management of 
malaria and pneumonia in under-five 
children in Burkina Faso

395 200 Malaria Burkina Faso Fever management

Coordination (ST 1.4)

A90193 2nd scientific Advisory Committee Meeting 28 000 Malaria

A90272   operational / implementation research 
workshop

80 000 Malaria
Note: Selection of three PSI projects under ST 1.3 as being finalized by the Scientific Oversight Committee. 

The budget is Cameroon US$ 161 973; Democratic Republic of the Congo US$ 180 001; Malawi US$ 85 698.
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Project 
identification

Principal
investigator Institution Project title Funding  

in US$ Disease Countries involved Research area

A50525 nsagha 
Dickson shey

Groupe de Recherche en Santé 
publique (GRsp), Buea, Cameroon

Correct home-based treatment of malaria 
in under-five children with prepackaged 
drugs in an urban setting

118 769 Malaria Cameroon Community treatment 
packages

A50538 sudhakar 
narayan 
Morankar

Jimma university, Faculty of public 
Health and Medical sciences, 
Dept. of Health education & 
Behavioural sciences, Jimma and 
Adama, ethiopia

improving urban home management 
of malaria involving community health 
workers. 

137 622 Malaria ethiopia Community treatment 
packages

A60460 Jean Bosco 
elat nfetam

Groupe de Recherche en Santé 
publique, Yaounde 8, Cameroon

prompt appropriate home-based man-
agement of malaria among under-five 
children with pre-packaged ACt

50 000 Malaria Cameroon Community treatment 
packages

A60490 oduro 
Abraham 
Rexford

Ministry of Health, navrongo 
Health Research Centre, Ghana

Home management of acute febrile illness 
in northern Ghana using ACt: the role of 
rapid malaria diagnostic testing

90 860 Malaria Ghana Community treatment 
packages

A70283 Halidou tinto Centre Muraz, Bobo-Dioulasso, 
Burkina Faso

pharmacovigilance for ACt in Africa 113 600 Malaria Burkina Faso Fever management

Fever management (ST 1.3)

A20189 John owusu 
Gyapong

Ministry of Health, Ghana Health 
service, Health Research unit, 
Accra, Ghana

Home & community management of 
malaria & pneumonia in under-five 
children: a cluster randomized controlled 
trial in south Ghana

455 000 Malaria Ghana Fever management

A20141 George 
William 
Byaruhanga 
pariyo

Makerere university school of 
public Health, Kampala, uganda

Research on integrated home & commu-
nity management of malaria & pneumonia 
in under-five children in uganda

375 000 Malaria uganda Fever management

A80629 sodiomon 
Bienvenu 
sirima

Groupe de Recherche et 
d’Action pour la Santé (GRAS), 
ouagadougou, Burkina Faso

Home and community management of 
malaria and pneumonia in under-five 
children in Burkina Faso

395 200 Malaria Burkina Faso Fever management

Coordination (ST 1.4)

A90193 2nd scientific Advisory Committee Meeting 28 000 Malaria

A90272   operational / implementation research 
workshop

80 000 Malaria



36 TDR BL9 • 2009 Report

EvidEncE for antimalarial policy and accEssBl9

6.5 Revision of business plan

Revisions to the business plan introduced by the 
BL9 SAC, 31 June 2009, are detailed below.

•	 Clear deliverables for Objective 1 have been 
outlined. BL9 has agreed to work closely with 
WHO/GMP. The immediate collaborative 
action is the conduct of an operational and 
implementation research methodology workshop 
in the first week of December 2009. This activity 
was conducted in partnership with the WHO 
Regional Office for Africa and is the foundation 
for building regional platforms to enhance 
antimalarial policy and access. All countries 
which have applied for AMFm funding (11 
African countries, 1 south-east Asian country) 
were invited to participate. Greater involvement 
of Asia will follow. 

•	 Rectal artesunate registration is in advanced stage 
and envisaged to be completed by 2010.

•	 The “standard of care”, using insecticide-treated 
nets, in the communities where the packages 
of interventions are deployed is observed in 
all projects. 
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