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BACKGROUND | The INTENSE-TBM project includes a phase

11 multicentre randomized clinical trial (RCT) on tuberculous
meningitis (TBM) In sub-Saharan Africa (SSA) to evaluate the
efficacy of an iIntensified anti-tubercular treatment and an anti-
Inflammatory treatment, to reduce TBM mortality and morbidity
In patients with/without HIV-1 co-infection.

Within this framework, we designed a comprehensive work-
package on capacity-building (CB) ensuring all centres had, or
would acquire, the ability to conduct the RCT.

Randomized Clinical Trial (RCT)

INTENSE-TBM treatment
(increased RIF 35 mg/kg/d
plus LZD during induction phase)

WHO standard treatment
(control)

OBJECTIVES @ Describe CB activities, identify strengths and

challenges, and share tools adaptable to other projects,
particularly in low and lower-middle income countries with
heterogeneous settings and during the COVID-19 pandemic.

METHODS @ CB was structured around four main tasks:
IDuBAPS
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Establish Establish Training on Training on

clinical centers microbiology labs Good Clinical and Infection
Laboratory Practice  Prevention and

(GCP/GCLP) Control (IPC)

Given that sites showed a high level of heterogeneity, both
among countries and within them between referral and regional
centres. CB activities had to be tallored to each individual centre,
taking Into close account: previous experience in clinical research,
geographical location, levels of Infrastructure- and resource-
centralisation, network access to other Institutions, and existing
International collaborations.

INDIVIDUAL CAPACITY

EVALUATION BUILDING

* Validate minimal
requirements are being met

* Check the necessary training
has been completed prior to
recruiting patients.

* Each centre was capable of * Mentorship
identifying needs and goals * Networking

* Delegate leadership * Renovating infrastructure

* Define the plan of action * Purchasing equipment
(tasks, budget, programme, * Implementing new
supervision, resources) diagnostics

* Monthly virtual meetings * Drafting SOP and logs

* Annual face-to-face visits * Reinforcing quality assurance
and equipment maintenance

* Training staff

* Identify essential aspects
for RCT implementation
Define topics to assess the
clinics and labs

* Develop evaluation tools

* Perform site evaluations

Contact: ariza@clinic.cat; jambrosioni@intramed.net

RESULTS RCT began in February 2021, after one-year

delay imposed by the COVID-19 pandemic.
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Laboratories minimum requirements for compliance with the
study protocol, standard guidelines, and GCLP were defined to
standardise laboratory performance and to ensure confidence In
the research to be conducted.

* Eligible facilities (e.g. size, location) Internal
* Renovation Quality
» (Capacity (e.g. storage, archiving)
* Networking

» Shipping of samples to other labs

* Routinely implemented

* Reagents available

* SOP and logs available

Controls * Frequency defined and compliant
(1QC) * Records archived

* Corrective actions addressed

. * Contract of enrollment
- e External

- * (Calendar available
*  Supply Quality _ _
Resources -
. Staff P —— - E;e;u:::\:cc::lnded and compliant
*  Skills and training (EQA) * Corrective actions addressed

* Routinely implemented

* SOPs and logs available
equipment * Frequency defined and compliant

maintenance * Records archived

* Corrective actions addressed

* Availability of tests and techniques Routine
required for the study protocol

* |Implementing new methods

* Reviewing procedural performance

Standard * Contract of enrollment
Operational * Routinely implemented Ex'fernal * (Calendar available
Procedures * Available onsite equipment * Frequency defined and compliant
» Reviewing SOP older than 2 years service * Reports archived

(SOPs)

* (Corrective actions addressed

GCP and GCLP certification achievement levels were 96.6%
(113/117) and 95-2% (40/42) of healthcare workers, respectively.
A large bilingual IPC training (hybrid on-line/on-site) was
successfully performed. 95-2% healthcare workers completed the
course (48 attendees out of 53 enrolled) .

GCP GCLP IPC

certification achievement certification achievement number of participants

15

40; 95%

113; 97%

M lvory Coast M Madagascar
M South Africa ® Uganda

CONCLUSIONS @ Clinical research combined with CB Is an effective strategy to promote fairer resource distribution, to redress
healthcare inequalities, and to achieve minimum research capacity. Moreover, research platforms developed for a given disease (e.g.,

TBM and HIV) may later serve in tackling others (e.g., COVID-19).

The INTENSE-TBM was capable to develop a competent CB program. Despite COVID-19, the RCT Initiation was achieved at
almost all sites, enhancing local healthcare systems and encouraging further clinical research in SSA.
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