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Why we need better TB tests 
for PLWHA
• TB is the number one killer of people living with 

HIV/AIDS (PLWHA), causing one in three AIDS-related 
deaths - 251,000 people in 2018.

• TB is preventable and curable, but most TB in 
PLWHA is diagnosed late or not at all.

• PLWHA who are seriously ill can have difficulty 
producing sputum, so sputum-based tests are not 
ideal.

• PLWHA have less TB bacteria, so rapid molecular 
tests (GeneXpert, Truenat) are less sensitive.

• Rapid molecular tests also rely on sputum or 
samples from other parts of the body that can be 
difficult to obtain.



What is the LAM test?
• The LAM test is the only test that can 

rapidly and easily diagnose TB in 
PLWHA.

• It is a simple, urine-based test that 
provides results in just 25 minutes, and 
costs just US$3.50 per test (Abbott 
Determine TB LAM Ag).

• The test detects LAM, a component of 
the outer cell wall of TB bacteria that is 
discarded in the body.

• The LAM test is more sensitive among 
people with advanced HIV disease.

• In 2019, WHO recommended the LAM 
test for PLWHA:

• with signs and symptoms of TB,
• who are seriously ill, OR
• who have advanced HIV disease 

• (with less than 200 CD4 cells/mm3 for inpatients, and less 
than 100 CD4 cells/mm3 for outpatients) 

https://www.alere.com/en/home/pr
oduct-details/determine-tb-lam.html

https://www.alere.com/en/home/product-details/determine-tb-lam.html


Key benefits of LAM testing
• SAVES LIVES: the LAM test is the only TB test 

shown to reduce deaths
• It does this by identifying PLWHA with TB earlier, allowing them 

to start treatment earlier.
• The LAM test works best among those sickest with HIV, and 

most at risk of dying.
• One study showed that using LAM reduced the risk of dying by 

17 percent (Peter et al, Lancet, March 2016).

• Improves rates of TB diagnosis among PLWHA 
when used in combination with GeneXpert or 
Truenat
• When used together, the combined sensitivity of the tests is 

higher than when used separately, providing the best chance of 
diagnosing TB.

• WHO recommends that both tests should be used in 
combination.



LAM in 2018 + 2019 PEPFAR COPs







LAM in 2020 PEPFAR COPs 
Guidance
• What’s good?

• 6.5.2 Identification and Treatment of Advanced 
Disease
• “Both tests—Xpert MTB/RIF Ultra and LF-LAM—should be 

implemented, in order to ensure optimal diagnostic results.” p283
• “Urinary LAM is indicated in screen-positive individuals who are 

seriously ill or who have advanced disease and in all hospitalized 
PLHIV who are ill, regardless of CD4 cell count or TB symptoms.” 
p283

• 6.5.2.1 Advanced Disease: Algorithms for Treatment
• “TB signs and symptoms present: Perform Xpert MTB/RIF Ultra 

and LF-LAM on all” p284
• “TB signs and symptoms absent: If seriously ill (any setting) OR

an inpatient with advanced disease OR an outpatient with 
CD4<100… or WHO Stage 3/4 disease: Perform Xpert MTB/RIF 
Ultra and LF-LAM” p284



LAM in 2020 PEPFAR COPs 
Guidance
• What’s good?

• 6.5.3.1 Effective TB Case-Finding among PLHIV and 
Integration of TB and HIV Case-Finding Efforts
• “The LF-LAM assay is the only TB diagnostic test currently 

available that has demonstrated a mortality reduction in a 
randomized controlled trial.” p288

• “[T]eams should make the test available in all in-patient settings 
that admit PLHIV with advanced disease as well as outpatient 
settings where PLHIV are evaluated for TB symptoms or may 
present with advanced disease.” p290

• “PEPFAR implementing partners should ensure development of 
training materials as well as roll-out of trainings on use of LF-LAM 
for facility personnel, in coordination with national TB programs.” 
p290

• “A newer, more sensitive version of the test may become 
commercially available in the next few years; however, teams 
should not wait for this newer assay to be available and should 
procure the available LF-LAM assay immediately.” p290



LAM in 2020 PEPFAR COPs 
Guidance
• What’s bad?

• 6.5.3.1 Effective TB Case-Finding among PLHIV 
and Integration of TB and HIV Case-Finding 
Efforts
• “PEPFAR implementing partners should ensure that sensitive 

molecular testing, such as Xpert MTB/RIF Ultra, [in combination 
with LF-LAM] are used as the initial diagnostic test for TB in all 
PLHIV with TB symptoms…” p288

• “LF-LAM is not intended to replace GeneXpert MTB/RIF testing 
in any setting - it should be used in combination with 
GeneXpert, when available, for adults, adolescents, and 
children living with HIV.” p289

• No procurement targets set! Countries should set procurement 
targets for LF-LAM that at minimum match procurement 
estimates for other interventions intended for people presenting 
with advanced HIV disease.



LAM in 2020 PEPFAR COPs
• COPs should say that LAM…

• has a proven mortality benefit
• is most sensitive in PLWHA with advanced HIV disease 

(those most at risk of dying of TB)
• does not depend on CD4 cell count testing
• should be used in combination with rapid molecular tests 

such as GeneXpert or Truenat
• should be used in both inpatient and outpatient settings

• COPs should include…
• training for health care workers in the use of LAM
• concrete procurement targets for LAM (including urine kits) 

that at minimum match those of other interventions for 
advanced HIV disease

• concrete plans for LAM introduction, roll out, and scale up
• inclusion of LAM as part of a comprehensive HIV/TB package



PEPFAR Point, Counterpoint
• There isn’t sufficient budget for LAM.

• The LAM test can be procured through PEPFAR funding—it costs 
just US$3.50 per test, does not require electricity or reagents, and it 
SAVES LIVES!

• The LAM test is just for a small population.
• LAM testing improves diagnosis and saves the lives of those most 

at risk of dying from TB—it is the only TB test with a proven 
mortality benefit. It is well worth the investment!

• The sensitivity of the LAM test is too low.
• LAM is most sensitive in PLWHA with advanced HIV disease—

those most at risk of dying from TB. The LAM test should be used 
together with GeneXpert or Truenat to improve the overall 
sensitivity of the tests.

• LAM is reliant on CD4 cell count testing.
• In 2019, the WHO expanded its recommendations for LAM to 

include all PLWHA with signs and symptoms of TB, serious illness, 
OR advanced HIV disease, in both inpatient settings (<200 CD4 
cells/mm3) and outpatient settings (<100 CD4 cells/mm3)—Note: 
advanced HIV disease can be determined without CD4 cell count 
testing, based on presence of WHO clinical stage 3 or 4 events.



Activist Guide to the LAM Test

• A 2020 version of 
TAG’s Activist 
Guide to the LAM 
test is coming 
soon!

• It will be available 
online, and printed 
copies will be 
distributed at the 
regional PEPFAR 
planning meetings 
in Johannesburg in 
February!


