THE

CJ GLOBAL

Overview of NPOC TB
Diagnostic pipeline and
implementation considerations

ASLM ECHO Session
28t August 2025




Agenda

1. What is a NPOC test for TB?
2. Pipeline for NPOC diagnostics
3. Implementation approaches and considerations
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Catalyzing Change: New Approach to Diagnose TB

Challenge:
. _ _ Decentralized, near Specialized lab infrastructure
* Over 2.5 million people undiagnosed with TB Smear microscopy point of care testing
annually
* Only 48% of people with TB are diagnosed .

with a rapid molecular test.

Primary barriers:

» High costs; Centralized testing
infrastructure; Limited access at PHC levels

Solution Near Point of Care Tests:

 Potential to increase access to TB molecular
diagnostics

* Decrease initial loss to follow up by allowing
same-day diagnosis

UNHLM target of 100% of
people diagnosed with a

rapid molecular test by
2027. 3

» Could allow for same day treatment initiation
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WHO Target Product Profile (TPP) for NPOC diagnostics

Characteristic

Minimal requirements

Form

Intended
purpose

Target use

Healthcare
setting
Cost

Performance

Time to result

Instrument should be battery-operated
and not require any special
infrastructure

Detect pulmonary TB, at the peripheral
level, to support TB therapy initiation
during the clinical encounter or on
the same day.

Health workers with basic technical
skills (e.g. non-precision pipetting
and minimal sample processing)

Peripheral microscopy centres and
PHCs

Instrument <$2000

Test <$6 (Optimal = <$4)
85% (Sputum)

75% (Non-sputum)
<60 minutes (Optimal £15mins)
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Based on current commercial plans
at scale, multiple suppliers could
reach <$4 per assay and <$1,000
per instrument(s) within GCS8
period.

Target product profiles for
tuberculosis diagnosis and
detection of drug resistance

Link to Target product profile for TB
diagnosis and detection of drug
resistance



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

The Pipeline
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Early Data showing promise

Plus Life MTB Sensitivity Specificity

Tongue Swab 72.9% 99.4%
Sputum Swab 81.2% 97.4%
COMPARATOR TESTS

Sputum Xpert 85.9% 98.3%
Sputum Smear 53.5% 99.9%

TrueNat Ultima Sensitivity Specificity
Tongue Swab 62.1% 100%
Sputum Swab 82.1% 98.6%
COMPARATOR TESTS

Sputum Xpert 82.1% 100%
Sputum Smear 57.1% 100%

For more info check ECHO Session August 2025 “Non-sputum-based tests to close the diagnostic gap for TB”
https://www.youtube.com/watch?v=SHh4KIKbSr8&list=PLw-gn36_ -CCLTCtZxadCJpQST Tc4dks-h&index=3



Feedback from ASLM
meeting 2024

. Early and comprehensive planning for new diagnostic tool
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implementation strategies. 2 & %

. Data requirements beyond accuracy data currently being
collected in trials to include diagnostic yield, use
casesl/algorithms and patient preferences.

. Simultaneous evolution of dia?nostics and treatment
initiation for maximum impact of same day testing and
treating approaches.

. Planning for training needs, capacity building and
anticipated increased diagnostic workflow needs (increased
on-site patient testing).

. Validate cost effectiveness of tests in various healthcare
settings.

. Quality assurance and documentation requirements will
be critical, particularly for drug susceptibility testing (DST) at
different sites.
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Possible use cases for NPOC introduction -
knowing the Dx Network will accelerate planning.

1. Cost containment: low cost of change, potential financial savings but
minimal impact on notifications

 For countries with relatively high WHO-recommended rapid diagnostic test (WRD) coverage to
reduce cost of diagnosing a person with TB

« Initial diagnostic test, reflex testing positive samples in LCNAAT or high throughput
technologies for drug sensitivity testing.

2. Improving quality of diagnostics: Minimal cost of change, potential
impact on notifications

* Replacement of diagnostic sputum microscopy, placed at microscopy sites (for diagnosis).
 Already linked to existing infrastructure (HR, sample referral systems to DST, Rx initiation etc.)

3. Improved access to diagnostics: Considerable cost of change, positive
impact on notifications.

 Decentralization to PHC levels, increasing access to communities. Potentially further tiered in
line with DNO/DNA information (TAT, distance to HCF)

* Infrastructural costs include decentralizing TB treatment, sample referral systems, etc.
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Trade offs to be considered.
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Figure 1: Trade-off between test accuracy and test access, assuming an underlying disease prevalence of 10%

This figure presents a pictorial example showing the difference in the percentage of individuals correctly diagnosed between a hypothetical test 1 (75% access,

70% sensitivity, and 98% specificity) and hypothetical test 2 (25% access, 90% sensitivity, and 99% specificity).

() THE GLOBAL FUND

Source: Nooy et al., 2024




Conclusion

* Programs need to consider what are the
challenges for diagnosing TB in their
national context then pick the tool that best
addresses that challenge.

 Trade-offs exist with performance but can
Improve access by decentralizing and
Increasing coverage

 Follow-up testing for DST still required

 Training and capacitation of healthcare
workforce will be essential for new sample
type but may be easier

» Referral and Linkage Systems will be
crucial — A faster test result without linkage
to care or with lower quality (no DST result)
will not achieve the potential impact.

() THE GLOBAL FUND




Thank you.
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