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I FACTSHEET AND TOOLBOX
TUBERCULOSIS AND DRUG RESISTANT TUBERCULOSIS

1,409,000 ~250,000 DR-TB
1,270,000
2 |
S
‘;'. 863,837 P
2 700,660
S ; 643,381 o
5 L
©
B \
_8 . @
= — 8
Mycobacterium tuberculosis 09\6 & \06 & \‘b«\'b Vaccine Diagnostics
N v \a ? &
L N 5O \ ~100 yrs. >100 yrs.
— O
~ 9.9 million TB cases |- . N\ @\ﬁ%
T o
| 1st line standard treatment 2nd line standard treatment
“ 0 1 2 3 4 5 6 (mths)

2 yrs.

Fi i nes [OFX, LFX, GFX, MFX],
XDR-TB
Sé jectables [KAN, AMK, CAP],

CFZ, BDQ, DCS, TRD, LZD, DLM

1000 000

Estimated TB incidence (2020), countries with 2 100,000 incident cases




FIND »»

DRUG RESISTANCE TOOLS IN TB

DETECTION OF DRUG-RESISTANCE IN TUBERCULOSIS
Current standard of care
Phenotypic DST

e Growth or inhibition of bacterial culture and DST
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« Laborious, high biosafety requirements ¢

Rapid molecular tests

* Detect mutations in one or more gene targets

« Predict resistance to 1st and (some) 24 line

NGS

WGS & tNGS WGS DST —
« Comprehensive; predict resistance to all 1st and 2" line (TIIID|

 Rapid compared to phenotypic DST m | 2-3 weeks -> E
 Adaptable to new genes and mutations : I

 Performed directly from clinical specimen (tNGS) tNGS DST g J REPORT

High throughput, scalable, lower biosafety requirements [utmn) 33 ' —
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I TB AS A PATHFINDER FOR NGS AMONG AMR PATHOGENS
NGS FOR DRUG-RESISTANT TUBERCULOSIS
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Key potentials
» Surveillance
» Easy identification
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« Early response
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Key access barriers

E  Innovation and availability: No existing pipeline of sequencing solutions for rapid
i and comprehensive DR-TB diagnosis direct from clinical specimens

» Quality and affordability: Lack of standardized, high-quality, evidence-supported
end-to-end solutions with access pricing

e e e e
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I RAPID, COMPREHENSIVE tNGS SOLUTIONS FOR DR-TB DIAGNOSIS IN LMICS
SEQ & TREAT

Generate evidence and boost in-country capacity to support the global adoption of
end-to-end solutions for tNGS for comprehensive diagnosis of DR-TB

1a: Analytical 1b: Clinical
Validation Evaluation

Phase | Phase |l 1+2: Support WHO Policy

3: Assess NGS Implementation
Models

on use of tNGS Solutions
2: Mutations Catalogue & 4: P for Scal
WHO TB Knowledgebase - Frepare for scale

Years 1 and 2
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https://www.finddx.org/at-risk-populations/seq-treat/ Geno‘écreen
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EVIDENCE, KNOWLEDGEBASE, IMPLEMENTATION AND SCALE-UP
SEQ & TREAT OUTPUTS

Output 1 Output 4

. Technology selection + Cost-effectiveness and impact modelling

* Implementation and scale-up

* NGS products into procurement lists
* GDF, Global Fund

+ Engage manufactures
* Market challenges
* Improve access
WHO TB Endorseq Knowledge TN Develop.a.nd diss.emi.nate mate.rials.
Knowledgebase commercial sharing, * Training materials, implementation guidance
& Mutations tNGS advocacy

+ Phase | — Analytical validation

The use of next-generation

. . Evaluation of
sequencing tchnologes e Phase Il — Clinical Evaluation

end-to-end Kl
of mutations associated

el - Evidence dossier s;::ﬁosns

complex; technical guide

eCIEICICRNN solutions for &global t
Output 2 global access proﬁ:triigen Output 3

Knowledgebase

. . Implementation
. h
Genomic and phenotypic data models and

« Interpretation E guidance
*  Phenotype-genotype correlations

* Understand baseline capacity N ‘a

* NGS and TB-DST workflows
* Needs assessment, situational
analysis
« Country-specific models and
+ Global TB mutations catalogue v1 implementation roadmap
« 38,000 isolates, 40 countries * NGS delivery in-line with national

testing and surveillance strategies
for TB

« Conduct optimal network design

* Incorporate use of NGS for DR-TB
diagnosis and surveillance

*  Phenotypic data (13 anti-TB drugs)
- Reporting -
» Standardized clinical report

* Surveillance
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BRIDGING INNOVATION AND DELIVERY/ACCESS TO COMBAT AMR
KEY PILLARS

Policy makers & Implementation
Governments, Non-governmental organizations,

WHO etc.

Funders
Global Fund, Unitaid,
Philanthropic donors etc.

Technology Innovation

Manufacturers, Researchers,
Developers etc.
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I THE GENOMICS AND SEQUENCING TEAM

Our work is .. and country
made possible partners
by our donors,

alongside significant
contributions from our
private sector partners

¥ Unitaid |y,
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Cross-disciplinary, multi-cultural, multi-lingual,
truly globall
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