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Diagnostic gaps

Estimated TB Incidence rate, Global
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Delays in implementation of new tests

* Disparities depending on:

v Sub-region (Western and Central versus Eastern and Southern

Africa)
v" Country (small versus big)

v’ Official language (French and Portuguese versus English)

Lg,,;#

NTP management (weak versus strong and well organized)
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Rapid diagnostic tests

Xpert® MTB/RIF and Xpert® MTB/RIF Ultra (Cepheid)?
Truenat™ (Molbio)?

Moderate complexity automated  Abbott RealTime MTB and Abbott RealTime MTB
NAATSs for detection of TB and RIF/INH (Abbott)

resistance to rifampicin and BD MAX™ MDR-TB (Becton Dickinson)

isoniazid
cobas® MTB and cobas MTB-RIF/INH (Roche)
FluoroType® MTBDR and FluoroType® MTB (Hain

Lifescience/Bruker)
[ TBLAVP Eikeny
Antigen detection in a lateral Alere Determine™ TB LAM Ag (Alere)

flow format (biomarker-based
Xy detection)

part from traditional tests, several available, various characteristics
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Challenges in introducing new POC tests (1/2)

* Characteristics of the test:
v Simple to process available to wide population
v’ Accurate results
v" Timely results to impact clinical decision-making

v' Quality assured, reliable and reproducible.

* Acceptance by stakeholders (clinicians+++)
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Challenges in introducing new POC tests (2/2)

* Where to place the test

v" Primary health care?

v' TB centers (operational, intermediate and central level of network)
* Integration the algorithm including available tests???

 Replacement of microscopy where WRD are not available?

 Replacement of others tests with same characteristics?

 Sample referral system for detection of RIF resistance?

ASLM meeting, 2025




Place of the tests in the TB laboratories networks

Fig. 3.1. Organization of a TB diagnostic network
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AFB: acid-fast bacilli; DST: drug susceptibility testing; FL: first-line; LAMP: loop-mediated isothermal amplification; LF-LAM: lateral
flow lipoarabinomannan assay; LPA: line probe assay; NAAT: nucleic acid amplification test; SL: second-line; TB: tuberculosis.
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Network assessment_context

Tool for assessing the TB laboratory network

=No pragmatic tool available

"Those available, generally complex, difficult to identify problems, not easy to

use to implement corrective actions

No scoring system to measure progress between two assessments

—21In house tool for network assessments within the project

No Star 1 Star 2 Stars 3 Stars

Jg’ <50 % 50-69 % 60-69%  70-79%
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TB laboratory networks improved:
increase in stars in 14/23 West/Central Africa countries
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Implementation of new diagnostic tests

Box 3.1 Key steps in implementing a new diagnostic test

>

v v vV VvV VY

Establish a technical working group to lead the process

Define the intended use of the new test, and update diagnostic algorithms
Develop a realistic costed implementation plan and budget for ongoing costs
Procure and install equipment in safe, functional testing sites

Ensure a reliable supply of quality-assured reagents and consumables
Develop SOPs and clinical protocols

Implement a comprehensive QA programme

Implement training, mentoring and competency assessment programmes

Monitor and evaluate the implementation and impact of the new test



Roles of SRL network

1. Assist National Reference Laboratories (NRLs) in the implementation of

the WHO policy guidance on TB including proficiency testing for tools

2. Disseminate WHO guidance on biosafety requirements and quality

management systems for NRLs and laboratory networks

ASLM meeting, 2025

(BN



TB SRL network map
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Case: Implementation of GeneXpert on stools (SOS)

Funding: USAID
* Steps:
v'Training in Cotonou : theoretical and practical, roadmap for implementation
v Technical assistance:
JEffective implementation of the SOS method in the NTRL
dSupport of the NTRL in developing standard SOPs and other related tools

(Develop customized SOS training materials for the laboratory network

dSupport the NTP in developing communication materials for clinicians
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Successful implementation




Conclusion

* New diagnostic tests currently under development

 Key steps to follow for successful implementation and integration into the

arsenal of tests already available
* No success without strong TB laboratories network

e Useful SRL assistance
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