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WHO Recommends Early & Universal Access to TB Testing

End TB Strategy Pillar 1 on Integrated, Patient-Centered Care and 
Prevention highlights the importance of the early diagnosis of TB, 
including universal drug susceptibility testing (DST)

WHO recommends that all people with presumptive TB receive 
initial WHO-recommended rapid diagnostic (or WRD) testing

WHO recommends that all people with TB be tested for resistance 
to at least the first-line anti-TB drug, rifampicin



Global Data Highlight Continued Gaps in TB Diagnostics

Global TB Estimates in 2023

➢ 1/4 World Infected

➢ ~10.8M Incident cases

➢ ~400,000 MDR/RR TB cases

➢ 1.25M Deaths
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Global Tuberculosis Report 2024

https://www.who.int/teams/global-tuberculosis-programme/tb-reports/global-tuberculosis-report-2024


Initial WHO-Recommended Diagnostic Testing by Region

Global Tuberculosis Report 2024

https://www.who.int/teams/global-tuberculosis-programme/tb-reports/global-tuberculosis-report-2024


WHO Guidance: Advancing with Technologies and Strategies for Use



WHO Classes of TB Diagnostics Grouped by Purpose

Initial tests for detection of TB with drug resistance

Initial tests for detection of TB without drug resistance

Follow-on tests for detection of drug resistance

Tests for detection of TB infection



A WHO Standard for Universal Access to TB Testing

WHO standard: universal access to rapid tuberculosis diagnosticsTB Diagnostic Benchmarks

https://www.who.int/publications/i/item/9789240071315
https://worldhealthorg.shinyapps.io/uad_benchmarks/


2024 WHO Standard Reporting in SEAR and WPR

WHO standard: universal access to rapid tuberculosis diagnosticsTB Diagnostic Benchmarks

https://www.who.int/publications/i/item/9789240071315
https://worldhealthorg.shinyapps.io/uad_benchmarks/


A WHO Standard for Universal Access to TB Testing

WHO standard: universal access to rapid tuberculosis diagnosticsTB Diagnostic Benchmarks

https://www.who.int/publications/i/item/9789240071315
https://worldhealthorg.shinyapps.io/uad_benchmarks/


Example Benchmarks for Technology Impact

WHO standard: universal access to rapid tuberculosis diagnosticsTB Diagnostic Benchmarks

Benchmark

SEAR WPR

No. 
Countries 
Reported

(n=7)
% 

Achievement

No. 
Countries 
Reported

(n=6)
% 

Achievement

(4) % Primary Health Care  Facilities with Access to WRDs
5 82% 3 67%

(5) % Cases Initially Tested with a WRD
6 49% 6 76%

(8) % People with Presumptive TB Tested with WRD
3 22% 3 79%

(9a) % Cases with RR Results
7 83% 6 92%

(10) % Cases with WRD Testing
2 51% 3 82%

(12) % Testing Sites with 48-hour Turnaround Time
3 85% 1 100%

https://www.who.int/publications/i/item/9789240071315
https://worldhealthorg.shinyapps.io/uad_benchmarks/


New Target Product Profiles for TB Testing

WHO Target product profiles for TB diagnosis and detection of drug resistance

Target product profile for peripheral initial 
diagnostic tests for TB

• Prioritizes classes of diagnostics accessible at peripheral settings
• Includes potential for a variety of accessible sample types and 

testing technologies that can yield results in a single clinical visit
• Provides performance targets that consider trade-offs between test 

accuracy and access

Target product profile for next-generation TB drug 
susceptibility tests

• Includes fluoroquinolones and Group A drugs (BDQ)
• Expands target population to include all ages
• Expands sample types to include specimens other than sputum
• Provides considerations for result time impact on treatment

https://www.who.int/publications/i/item/9789240097698


Target Product Profile Peripheral Testing Settings



Scope of Peripheral TB Diagnostics

Additional considerations: Costs, reagents, samples, equipment, power, biosafety, waste, data/ connectivity, training,
environmental impact, 



Performance Based on Modeling of Accuracy and Access

Lancet Preprint: Trade-Offs between Clinical Performance and Test Accessibility in Tuberculosis 
Diagnosis: A Multi-Country Modelling Approach for Target Product Profile Development 

https://papers.ssrn.com/sol3/papers.cfm?abstract_id=4601304
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=4601304


Next Steps Toward Universal Access to TB Testing

➢ Continue collecting, monitoring, and supporting member states to review annual 
WHO Standard benchmark data

➢ Coordinate sharing of early experiences and successes with WHO Standard 
benchmark data collection and progress toward achievement

➢ Publish 2025 Consolidated Guidelines and Operational Handbook on TB Diagnosis
➢ Consolidate TB infection, diagnosis, and drug resistance testing

➢ Present newly-established classes of low complexity nucleic acid amplification tests

➢ Include further details and evidence underlying recent concurrent testing recommendations 
for children and persons living with HIV

➢ Continue to survey the landscape of peripheral and/ or non-sputum tests and 
readiness of evidence for global policy development processes

➢ Prepare for Guideline Development Group assessment of systematic evidence on 
new, non-sputum sample types, Near-Point-of-Care technologies, and strategies
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Thank You!
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