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A MMV clinical trial sites and the varying degrees of capacity building support required for GCP-compliance.

e GCP-compliant sites supplemented with specialist equipment

To enable Phase llI clinical trials to be carried out, GCP-compliant research
centres are upgraded with specialist equipment for patients suffering from
specific clinical symptoms of severe malaria (e.g., cerebral malaria). A sterl-
ing example is the Medical Research Unit (MRU) of the Albert Schweitzer
Hospital in Lambaréné, Gabon.

The MRU was established in 1992 with Prof. Peter G. Kremsner, MD,
FRCP, as its Head. In 2006, an international team of about 50 staff were
employed at the MRU with a particular focus on malaria research — clini-
cal aspects, chemotherapy and prophylaxis. The centre also developed a
clinical research training programme for African scientists and built a new
high-tech laboratory. Clinical research projects have been conducted at
the MRU for more than a decade — to ICH'GCP standards, as far as lo-
cal capacity allowed. However, the scope of malaria clinical research was
limited to uncomplicated malaria due to the lack of adequate facilities to
care for patients suffering from severe falciparum malaria.

With support from the Dutch government, MMV was able to help refur-
bish the MRU and convert it into a high-quality facility, able to perform clin-
ical trials on patients with complications, who required hospitalization and
continuous monitoring.

MMV’s main objectives at this site were to:

® Upgrade, extend and construct additional infrastructure

® Set-up facilities for inpatient care, including monitoring of participants
in Phase | trials

® Relocate the laboratory to obtain space for a fully-equipped clinical
research ward

® Furnish the routine laboratory and provide molecular biology equipment.

A Equipment supplied to the MRU at the Albert Schweitzer Hospital, Gabon, included beds; diagnostic and therapeutic bedside-equipment; computer-assisted monitoring of cardiac function,
respiratory rate, blood oxygenation and body temperature; technology for resuscitation; and laboratory equipment.
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e Functional research sites upgraded to GCP standards

Some centres, although operational, do not meet GCP requirements and
must therefore be upgraded to international standards with additional
infrastructure, scientific equipment and essential materials before MMV can
conduct a clinical trial. The principal investigator (Pl) and his or her local
staff are also provided with training to enhance their skills to GCP levels.

For example, to strengthen clinical research in Central Africa, MMV
has helped to upgrade clinical research facilities in the School of Public
Health, Faculty of Medicine, University of Kinshasa, Democratic Republic
of Congo (DRC). Since then, the facility has been selected to be part of a
newly created alliance to conduct clinical research in DRC - the Alliance
pour la Recherche Clinique et L'épidémiologie Clinique au DR Congo.

¢ Basic facilities upgraded to GCP standards

A A new pre-fabricated pod was constructed for use as a laboratory in Chokwe, Mozambique.

Some clinical research centres are well-located but need to be substan-
tially upgraded before MMV can use them as a site for GCP clinical trials.
These facilities are renovated or sometimes rebuilt to the extent that new
laboratories, wards and outpatient areas are constructed and furnished with
essential equipment. Sometimes, to save time, giant pre-fabricated struc-
tures are bought and used to house laboratories or clinical areas, as
occurred in Chokwe, Mozambique.

A Professor Antoinette Tshefu and her students in their laboratory in Kinshasa, DRC.

In 2006, the Centro de Investigacéo e Treino em Saude de Chokwe
(Chokwe Health Research and Training Centre), Chokwe, Mozambique, did
not conduct any type of research. Following MMV-supported capacity build-
ing, the site now has a full suite of clinical and behavioral science facilities,
a web-based data entry system, two five-bed patient wards and an on-site
laboratory. Currently, a new structure is being built to be able to accommo-
date larger research activities and further expand clinical trial capacity.
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