
Established in 1977, the National 

Institute of Malaria Research ( NIMR )  

is India’s premier malaria research 

institute. Its primary task is to find 

solutions to the problems of malaria, 

through basic, applied and operational 

field research. NIMR has been instru-

mental in the field evaluation of new 

tools for malaria control, for example, 

insecticide-impregnated bed nets and 

diagnostic kits, many of which have 

found a place in the Indian national 

malaria control programme. NIMR also 

carries out studies on drug resistance, 

and Phase II/  III trials of new drugs.

 

Where do the challenges for clinical  

 research in antimalarials lie in the 

context of sponsorship, multi-country trials 

and capacity building ? 

In India, conducting clinical trials is a chal-

lenge. Malaria is endemic in regions that are 

inaccessible, have poor health facilities and 

are typically inhabited by tribal / nomadic  

populations. Nevertheless, trials must meet 

stringent regulatory requirements in terms of 

good clinical practice ( GCP ) for the results 

to be internationally accepted. Meeting GCP  

requirements at these sites is often not fea- 

sible, for example, obtaining informed consent 

is difficult in low-literacy patients. Maintaining 

uniformity in patient care across the country 

also presents a challenge. 

 

How do you think we can overcome   

 these challenges?

Additional site infrastructure is required –  

specifically in terms of improved laboratory 

facilities, ( continuous power supply and GCP 

training ) mobility (transport for patient follow-

up) and communication ( internet and mobile 

phones ).

 

How could you work with MMV to 

 achieve the goals of malarial elimination 

and eradication?

NIMR and MMV have had a successful part-

nership in antimalarial clinical trials and this 

must continue. The development of safe and 

effective drugs plays a key role in malaria 

elimination. MMV should continue to strive to-

wards and support elimination, by speeding 

the registration and launch of new effective 

and affordable ACTs. In future, the partnership 

could even be extended to basic research in 

the area of drug development.

 

Besides funding, how have you and   

 your team benefited from working with  

MMV as a partner?

NIMR has benefited directly and indirectly  

from the partnership. There has been a trans- 

fer of technology, and development of man-

power ( in terms of GCP training ) and new 

clinical trial sites.                            

No.18 – June 2009    www.mmv.org

MMV is currently managing a robust portfolio of antimalarial projects in collaboration with over 100 pharma-

ceutical, academic and endemic-country partners in 38 countries. Early this year, in partnership with Novartis, 

MMV launched Coartem® Dispersible, a sweet, cherry-flavoured paediatric antimalarial formulation. Two more 

artemisinin combination therapies ( ACTs ), in late-stage clinical development, will be submitted to stringent  

regulatory authorities for registration and are expected to gain market authorization by 2010. MMVnews meets 

three of our clinical partners who have been involved in these late-stage clinical trials. 

Working in Partnership

Dr Neena Valecha, Senior Scientist, National Institute of Malaria 
Research, India
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Dr Neena Valecha has been a Senior Scient-
ist at NIMR for the last 20 years, conduct-
ing a number of drug trials and operational  
research projects. She is a member of various 
national and international expert groups on 
malaria. As a representative for NIMR, she has 
been the principal investigator of MMV-sup- 
ported clinical trials for DHA-PQP, Pyramax 
and RBx 11160.

Dr Neena Valecha (on the left) with a colleague. 
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Where do the challenges for clinical  

 research in antimalarials lie in the 

context of sponsorship, multi-country trials 

and capacity building ? 

One of the main hurdles to running clinical  

trials in Africa lies in the absence of “legal 

sponsorship”, which is essential for correct 

scientific conduct, especially in multi-country 

trials. Few scientific institutes or NGOs, aside 

from MMV, are capable or willing to take on 

the responsibilities of legal sponsorship and 

provide oversight to clinical trials.

In the absence of African regulations, trials 

are conducted according to European or 

American standards. Organizations such as 

the European & Developing Countries Clini- 

cal Trials Partnership ( EDCTP ) and MMV im-

pose GCP guidelines and sponsorship to  

international standards.

  

 

How do you think we can overcome   

 these challenges?

The ultimate solution is for African countries  

to establish competent and reliable regula- 

tory agencies, not only for drug registration 

but also for clinical trials. Drug approval by 

a national regulatory agency to strict legal 

standards, is critical. As a first step, seve- 

ral countries are making good progress by  

 

 

creating formal ethical committees, but this is 

not enough. Such agencies need to link up on 

a regional or continental basis to ensure har-

monization and coordination of multi-coun-

try trials. Finally all parties need to be more  

aware and proactive regarding these issues.

Patients cannot wait, however, until these 

institutions have been established for new 

drugs. In the interim, we strongly plead for  

a set of clinical trial guidelines established  

by African investigators and institutions. All 

foreign clinical investigators, institutions  

and agencies should obviously follow these  

guidelines or, if unavailable, the standards  

applied in their own country.  

 

How could you work with MMV to 

 achieve the goals of malarial elimination 

and eradication?

Collaboration between MMV and ITM must 

and will continue to focus on the develop-

ment and trial of new antimalarials. We are 

very pleased that MMV is also engaging in 

the field of delivery and access. Licensing 

new drugs is of little help if people cannot  

find affordable quality care in their neigh-

bourhood, or are at the mercy of the un-

regulated free market, flooded with counter-

feit and sub-standard drugs.

Working towards elimination or eradication is 

a worthy goal, but our immediate priority re-

mains to deliver good, affordable drugs and 

prevention tools where needed, in a timely 

manner. At this time the socio-economic or 

political conditions to go beyond control sim-

ply do not exist in the countries that are hard-

est hit. Funding aside, malaria control and 

elimination is mainly a matter of political will, 

good governance and relatively strong health 

systems, as demonstrated by Morocco and 

Thailand. Eradication on the other hand, must 

be tackled on a country-by-country basis, via 

a multi-pronged approach adapted to local 

epidemiology and resources. 

While the international community has an  

important role to play with financial, political 

and scientific support, national experts and 

leaders know best how to fulfil the objective 

of elimination and when to switch emphasis 

from morbidity to transmission control.

 

Besides funding, how have you and   

 your team benefited from working with  

MMV as a partner?

MMV has been a highly competent partner 

in pre-clinical and clinical drug development, 

in which academic institutions, such as ITM, 

usually cannot venture. 

MMV has also been of enormous help in the 

development of our own capacities and most 

of all the support of our partners in Africa. 

In our sometimes bitter fight against “poor  

drugs for poor people”, many of which origi-

nate from Europe, MMV has been firmly at  

our side with expert advice and moral support. 

In short, MMV is a true institutional friend.

  

Established in 1906, the Institute of Tropical Medicine ( ITM ), Antwerp, Belgium, 

provides postgraduate training for medical doctors and paramedics – a number  

of whom are headed for central Africa. ITM carries out a range of research  

on a number of tropical diseases. In terms of bibliometric impact, ITM ranks  

among the top-15 academic institutes in Europe.

Prof. Bruno Gryseels has been the Director of 
ITM since 1995. He has worked in Africa for many  
years and served as an advisor to several inter- 
national scientific committees and organizations,  
and national schistosomiasis control programmes. 
Bruno is a strong advocate of the universal right  
to comprehensive health care and the integration  
of disease control into health systems.

Prof. Umberto D’Alessandro has been involved  
in malaria research since 1990 and is ITM’s main 
malaria trialist. Umberto has worked for many years 
in Africa, initially as a clinician. His current field of 
research is the epidemiology and control of malaria. 
He and his ITM team have worked closely with MMV 
on clinical trials for Eurartesim.

Prof. Umberto D’Alessandro (5th from the left), Prof. Bruno 
Gryseels (2nd from the right) and their team. 

Prof. Bruno Gryseels and Prof. Umberto D’Alessandro, Institute  
of Tropical Medicine, Antwerp, Belgium
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Where do the challenges for clinical  

 research in antimalarials lie in the 

context of sponsorship, multi-country trials 

and capacity building ? 

DRC is a huge country with a population of  

80 million, all of whom are at risk of malaria.  

Due to the long periods of war and socio-

economic crisis in DRC, research infrastruc- 

ture and human capacity have dwindled. As 

a consequence, DRC has participated in very 

few multi-country clinical trials. This definitely 

needs to change. The obvious challenges 

relate to a lack of infrastructure, equipment, 

sponsors and scientific personnel trained in 

correct clinical trial conduct.

 

How do you think we can overcome  

 these challenges?

To overcome these issues in the DRC we 

need to  :

 

 Improve infrastructure : specifically, re- 

novate existing trial sites by adding more 

rooms for the patients, a generator for regu-

lar power, an adequate laboratory net work- 

ed for quality control, back-up equipment, 

a pharmacy, an archiving room and an ade-

quate examination room. Furthermore, since 

it is not always possible for us to recruit pa-

tients to just one site, it is important to build 

satellite sites.

   

 Construct a dedicated research centre.

 Provide training for researchers on GCP 

and good laboratory practices ( GLP ). These 

people can then train others locally to quickly 

reach critical mass.

 

How could you work with MMV to 

 achieve the goals of malarial elimination 

and eradication?

Although eradication is theoretically possible, 

I do not think that it is feasible at present in 

sub-Saharan Africa, given the lack of avail-

ability and access to health tools. As for 

elimination, at the University of Kinshasa 

we should continue to test new antimalarial 

products, for example, for special groups 

such as pregnant women, particularly in the 

first trimester, and children under 5 years. 

In addition, we would like to test new drugs 

for the treatment of severe malaria, and find  

and implement local strategies to increase 

access to ACTs.

 

Besides funding, how have you and  

 your team benefited from working with  

MMV as a partner?

The collaboration with MMV and Shin Poong 

in the Pyramax trials functioned well. As it 

was our first malaria multi-country clinical  

trial, it provided a great opportunity for all team 

members to develop the necessary skills to 

implement a trial. These skills can now be 

used in future trials. Last but not least, a lim-

ited number of team members were trained 

in GCP – essential for proper conduct of cli-

nical trials. Working with MMV has been a  

great experience all round.            

The Kinshasa School of Public Health ( KSPH ) of the University of Kinshasa, Democratic Republic of Congo 

( DRC ), was founded in 1984, and in 1992 became the School of Public Heath. Its three core missions are under-

graduate and post-graduate medical training, research and community service delivery. Since its inception, 

KSPH has trained over 800 health professionals in its Masters programmes. KSPH has or is currently conducting 

a number of clinical malaria research projects, including Phase I and III trials of antimalarials. 

1- 2 June Dakar, Senegal, MMV Annual Stakeholders’ Meeting

6 -10 September  Verona, Italy, 6th European Congress on Tropical Medicine & International Health

2 - 6 November  Nairobi, Kenya, 5th MIM Pan-African Malaria Conference

18 -22 November Washington DC, USA, 58th ASTMH Annual Meeting

On completion of her medical training and 
PhD studies, Prof. Kitoto Antoinette Tshefu 
worked for 3 years with Rwandese refugees 
in east DRC. On her return to Kinshasa, she 
worked with USAID and CDC as a malaria 
programme specialist. Today, she is the 
Department Chief of Community Medicine 
and Coordinator of Academic Affairs at the 
University of Kinshasa. Antoinette has been 
a principal investigator for MMV-supported 
Pyramax trials.

Prof. Kitoto Antoinette Tshefu (centre) and her team. 

Prof. Kitoto Antoinette Tshefu, Kinshasa School  
of Public Health, DRC
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Medicines for Malaria Venture (MMV) is a  

not-for-profit organization created to discover, 

develop and deliver effective and affordable 

antimalarial drugs through public-private 

partnerships. Our vision is a world in which 

these innovative medicines will cure and pro-

tect the millions at risk of malaria and help  

to ultimately eradicate this terrible disease.

 

 

MMVnews is published by the Medicines 

for Malaria Venture (MMV). Subscription to 

MMVnews is free. Please direct enquiries to :

Medicines for Malaria Venture (MMV)

International Centre Cointrin

Route de Pré-Bois 20

PO Box 1826

1215 Geneva 15 – Switzerland

Tel. + 41 22 799 40 60

Fax + 41 22 799 40 61

www.mmv.org 

communications@mmv.org
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Launch of Coartem® D

January 2009 saw the successful launch of 

the first MMV-supported malaria cure, espe-

cially formulated for children and approved 

by a stringent regulatory authority. Children 

found the bitter taste of previous adult formu-

lations difficult to swallow and were often not 

receiving the appropriate dose of drug. With 

the launch of this new cherry-flavoured, child-

friendly medicine MMV and Novartis have 

demonstrated the power of partnership.  

MMV’s new call for proposals 

In January, MMV launched a new call for drug 

development project proposals ( which has 

since closed ), with particular focus on those 

involving agents with transmission-blocking 

activities and targeting the hypnozoite stages  

of P. vivax malaria. In line with the eradica-

tion agenda, MMV is seeking projects that go  

beyond treating P. falciparum malaria and  

that may enable elimination at the popula-

tion level. The submissions will be assessed 

for their potential as MMV-supported projects 

later in the year.

Targeting the hypnozoite

The first modern compound to target the 

hypnozoite or liver stage of P. vivax has be-

gun a Phase I interaction study in combina-

tion with chloroquine.

New compounds to enter Phase I trials

Two MMV-sponsored drug discovery projects 

are due to progress into development and  

begin Phase I clinical trials in man. OZ 439, a 

fully synthetic peroxide, has been developed 

in collaboration with academic institutions 

only, and began dosing in May. A second  

drug, ( + ) mefloquine, enters Phase I trials  

in June. The hope is that it will provide at 

least as good efficacy as the already estab- 

lished medicine, which is a mixture of ( + ) 

and ( – ) mefloquine ( for example, Lariam® )  with 

a reduction in CNS side effects.

 

DFID donates GBP 19 million to MMV

The UK Department for International Devel- 

opment ( DFID ) Minister Ivan Lewis announ-

ced an additional GBP 19 million in funding 

for MMV for the next 5 years at the All-Party 

Parliamentary Group on Malaria and Neglec-

ted Tropical Diseases in March. The funds will 

enable MMV to continue its ground-breaking 

research against malaria.

AMFm pledges USD 225 million  

to subsidize antimalarials 

A new initiative, Affordable Medicines Facility 

– malaria ( AMFm ), launched in April, will pro-

vide USD 225 million to lower the cost of  

antimalarials. The programme will begin in  

11 countries where it is expected to save 

many lives, and drive older and ineffective 

drugs out of the market. MMV is helping the 

Ugandan and Senegalese governments pre-

pare their proposals. 

MMV/WHO focus on pharmacovigilance

In April, MMV played host to a technical meet-

ing on pharmacovigilance studies of ACTs, 

with a special focus on the implications of 

the AMFm. The objective of the meeting was 

to discuss and identify the requirements for 

pharmacovigilance in countries participating 

in the Phase I initative of AMFm.

MMV at business roundtable

At an event organized by the International 

Business Leaders Forum and GAVI Alliance 

in London this March, MMV held a round- 

table, attended by business leaders and  

their counterparts in health organizations. The 

conference provided a unique opportunity for 

an exchange of ideas between health and 

business organizations.

Adieu… 

Marion Hutt, Business Development Manager and Anna Wang, Vice President Public  

Affairs. We wish them well in their future endeavours.

Bienvenue…

MMV warmly welcomes new team members: 

Nada Araeipour, Legal Assistant; Matthew Doherty, Financial Assistant; Tony Kalm,  

Executive Vice President Corporate Development; Didier Leroy, Associate Director Drug 

Discovery; Julie Lotharius, Associate Director Translational Medicine; Patrick Nef, Chief 

Business Officer and Elizabeth Poll, Editor and Publications Officer.


