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Background There is no unified, broad definition for quality
in clinical trials (CTs). Besides the explicit quality requirements
in international guidelines and national legislation, however,
there are broader factors to consider, including specific set-
ting-related aspects influencing quality needs, quality percep-
tion and local implementation of guidelines. Our objective was
to identify these factors from a resource-limited settings per-
spective (in this case, sub-Saharan Africa).
Methods In March-April 2018, we conducted a qualitative
study based on semi-structured interviews with participants
from three stakeholder groups (monitors, sponsors, and inves-
tigators) conducting CTs in sub-Saharan Africa. We identified
the interviewees either through CT registry platforms, a web
search or by reference. We aimed to include 10–20 partici-
pants per stakeholder group. After consent, the interviews
were held in person (via Skype or telephone), recorded, and
transcribed verbatim. The interview questionnaire addressed a
CT quality definition and quality factors during the CT proc-
ess. We performed the analysis using the framework method.
Results So far, we included 21 participants (17 investigators,
two sponsors, two monitors). Eight (8) (from sub-Saharan
Africa) and 13 (not from sub-Saharan Africa) who contributed
to CTs in 19 different countries in sub-Saharan Africa. Quality
definitions mentioned so far were variable. A repeated state-
ment was that the quality definition should be broad and
include a system of multiple aspects and layers. We will inter-
view more experts with sponsor and monitor experience in
May 2018 and elaborate these quality aspects and layers. We
will discuss these results with regards to a comprehensive
quality framework for CTs currently under development for
Northern countries by another Swiss research team.
Conclusion CT quality was perceived in variable ways, as was
the relevance of the aspects across different CT steps. Structur-
ing the multifaceted layers of CT quality will facilitate appro-
priate and efficient CT quality management in sub-Saharan
Africa.
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Background The study aim is to describe the prevalence of
respiratory pathogens in tuberculosis (TB) patients and in their

household contact controls, and to determine the clinical sig-
nificance of respiratory pathogens in TB patients.
Methods We studied 489 smear-positive adult TB patients and
305 household contact controls without TB with nasopharyng-
eal swab samples within an ongoing prospective cohort study
in Dar es Salaam, Tanzania, between 2013 and 2015. We
used multiplex real-time PCR to detect 16 respiratory viruses
and seven bacterial pathogens from nasopharyngeal swabs.
Results The median age of the study participants was 33
years; 61% (484/794) were men, and 21% (168/794) were
HIV-positive. TB patients had a higher prevalence of HIV
(28.6%; 140/489) than controls (9.2%; 28/305). Overall prev-
alence of respiratory viral pathogens was 20.4% (160/794;
95% CI 17.7%–23.3%) and of bacterial pathogens 38.2%
(303/794; 95% CI 34.9%–41.6%). TB patients and controls
did not differ in the prevalence of respiratory viruses (Odds
Ratio [OR] 1.00, 95% CI 0.71–1.44), but respiratory bacteria
were less frequently detected in TB patients (OR 0.70,
95% CI 0.53–0.94). TB patients with both respiratory viruses
and respiratory bacteria were likely to have more severe dis-
ease (adjusted OR [aOR] 1.6, 95% CI 1.1–2.4; p 0.011). TB
patients with respiratory viruses tended to have more frequent
lung cavitations (aOR 1.6, 95% CI 0.93–2.7; p 0.089).
Conclusion Respiratory viruses are common for both TB
patients and household controls. TB patients may present with
more severe TB disease, particularly when they are co-infected
with both bacteria and viruses.
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Background In Central Africa, human African trypanosomiasis
(HAT) or sleeping sickness is caused by Trypanosoma brucei
gambiense (T.b gambiense). Classically, the disease is character-
ised by an early haemolymphatic phase (stage 1) followed by
a meningo-encephalitic phase (stage 2) leading to neurological
disorders and death if left untreated. However, field observa-
tions suggest that infection by T.b gambiense may result in a
great diversity of clinical outcomes ranging from rapid pro-
gressions into stage 2, to asymptomatic infections that can last
for years or even spontaneous cure in the absence of
treatment.

The determinants of this clinical diversity are not known
but might have their origin both in the parasite (genetic varia-
bility) and in the host (individual susceptibility to disease).
This study in the Democratic Republic of the Congo aimed at
examining the association between the rs73885319 polymor-
phism of the APOL1 gene and resistance/susceptibility to T. b
gambiense. We genotyped the APOL1 gene polymorphism in a
total of 257 people comprised of 90 patients, 119 endemic
controls and 48 seropositives. The analysis of the results has
not shown any significant differences between HAT patients,
controls and seropositives. Our results seem to suggest that
the G allele of the rs 73885319 polymorphism of the APOL1
gene is not associated to resistance or susceptibility to
infection.
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