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Calll “A Rapid Biomarker Based Non-Sputum based Test Detecting TB”
High-Priority Target Product Profiles for New Tuberculosis Diagnostics (TPP) published by WHO, 2014 7
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ttp://treatmentactiongroup.org/sites/default/files/LAM-Guide-V3%20%281%29.pdf
ttps://www.finddx.org/find-negotiated-product-pricing
Broger et al. Lancet Infecti Dis 2019; https://doi.org/10.1016/S1473-3099(19)30001-5
: Dorman SE et al. Lancet Infect Dis 2018; https://doi.org/10.1016/51473-3099(17)30691-6
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Ultra/Xpert)
US$ 9.982
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(GeneXpert® platform plus laptop)
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http://treatmentactiongroup.org/sites/default/files/LAM-Guide-V3%20%281%29.pdf
https://www.finddx.org/find-negotiated-product-pricing/
https://doi.org/10.1016/S1473-3099(19)30001-5
https://doi.org/10.1016/S1473-3099(17)30691-6
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Green - positive,

meets target

Blue = medium

Red - negative, not fit

for purpose
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~77%/96%

High in HIV+

TBD

Urine
yes

POC
(peripheral-
level and up
and bedside)

Not needed

HIV+
population

Alere

44%/98%

Low as a stand-
alone due to
low Sens./Spec.

$ 2.66 — 3.5

Urine
yes

POC
(peripheral-
level and up
and bedside)

Not needed

«Seriously ill»
HIV+

suspected of TB  population with

and unselected
inpatients

Initial Dx test

low CD4
suspected of TB

Assist in the Dx
test

Xpert
MTB/RIF
(Xpert Ultra)

79%/98%
(88%/95 %)

Medium,
sputum often
not available

$ 9.98

Sputum

no

Not POC
(district level
and up)

Required
(17,500%)

Whole
population
suspected of
TB. Limitation:
HIV+ can not
produce
sputum

Initial Dx test

D} (HIV+E

Sputum
Smear
Microscopy

<60%/98%

Low, sputum
often not
available

$ 1.5-3

Sputum

no

Not POC
(peripheral
level and up)

Required
(1800%)

Whole
population
suspected of
TB. Limitation:
HIV+ can not
produce
sputum

Yes, if Xpert
not available

Radiology
(Chest X-

ray)

~60%/90%

Treatment
initiation
not possible
due to Spec.

NA

NR
yes

Not POC

(district

level and
up)

Required
(high cost)

Whole
population
suspected of
B

Yes as a
triage
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Serology

Very low, not
recommended

Very low, WHO
negative
recommendation

NA
Blood
yes
POC

(community-
level and up)

Not needed

Ideally no
market as not
recommended

Negative recom.

IGRAs

~50%/60%

Very low, WHO
negative
recommendati
on, failure 7 in
HIV+

NA

Blood

no

POC
(district level
and up)

Required
(medium cost)

Ideally no
market as not
recommended

Negative
recom.
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1. New York Times article on “Urine test for TB”
https://www.nytimes.com/2018/12/17/health/urine-test-tuberculosis-hiv.html
2. NHK World interview with Bill Gates
https://www3.nhk.or.jp/nhkworld/newsroomtokyo/features/20181120.html
3. PEPFAR 2019 Country Operational Plan Guidance for all PEPFAR Countries

https://www.pepfar.gov/documents/organization/288160.pdf
4. Lancet Preprint on clinical study in South Africa with FUJIFILM SILVAMP TB-LAM

https://doi.org/10.1016/S1473-3099(19)30001-5
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1. News Release on Joint development with FIND and on GHIT Funding
http://www.fujifilm.com/news/n160331.html
http://www.fujifilm.com/news/n180927 02.html

https://www.ghitfund.org/newsroom/press/detail/227/en
https://www.finddx.org/news/find-awarded-ghit-grant-support-new-tb-test/

2. News Release on FIND’s call for Trial
FIND is calling for trial partner with FUJIFILM SILVAMP TB-LAM
https://www.finddx.org/news/call-for-trial-partners-now-open-to-advance-evaluation-of-an-innovative-
sensitive-poct-that-detects-tb-in-hiv-people/
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https://www3.nhk.or.jp/nhkworld/newsroomtokyo/features/20181120.html
https://www.pepfar.gov/documents/organization/288160.pdf
https://doi.org/10.1016/S1473-3099(19)30001-5
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https://www.ghitfund.org/newsroom/press/detail/227/en
https://www.finddx.org/news/find-awarded-ghit-grant-support-new-tb-test/
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