Diagnostic Accuracy of the Novel FujiLAM Il Assay to Detect Tuberculosis with Advanced HIV Dlsease

ﬂ Tessa Adzemovic © , Elizabeth Nalintya -, 1 Ann Fieberg 3 , Emmanuel Mande 1 , Katende George 1 , Spencer Yueh 1 , Olive Namakula 1 , Patricia Nerima 1 , Biyue Dal 3 , David B Meya

BACKGROUND }

* An urgent need exists for point-of-care diagnostics to
detect tuberculosis (TB) among people with advanced
HIV disease.

* The Fujifilm SILVAMP TB LAM (FujiLAM Il) is a novel
point-of-care assay that detects mycobacterial
lipoarabinomannan (LAM) antigen in the urine.

* \We present a validation of the FujiLAM Il assay on
prospectively collected urine samples from outpatient
adults with advanced HIV disease in Uganda.

METHODS }

* We performed a prospective diagnostic accuracy study of
the FujiLAM Il assay among outpatients with advanced
HIV disease at 16 clinics Uganda.

* We determined diagnostic performance for the FujiLAM I
test against the cases of confirmed TB (Xpert or
mycobacterial culture positive) versus cases without TB.

Subgroups of interest:

° CD4<100 cells/pL

° CD4100-200 cells/pL
* CRP <5 mg/L

* CRP=5 mg/L

* ART-naive

* ART-experienced

FUjiLAM |l Assay

Enrolled in the ENCORE trial

May 2022 to November 2023
(n=1380)

« Confirmatory CD4 result > 200
celis/ul (n=248)

* | « No confirmatory CD4 testing

performed (n=28)

CD4 5 200 celis/ul (n=1209)

* No urine sample available
(n=485)

* Invald result (n=2)

| * Received >7 days of active TB
? ——medications{n=34)
FujiLAM Performed with Valid Result (n=583)

|

Confirmed TB Probable TB NoTB

(n=46) (n=195) (n=342)

Positive: n=25% n=45 n=16
Negative: n=21 n=150 n=326

Figure 1. Flow diagram showing participants who had FujiLAM Il test
performed, and FujiLAM Il results according to TB status.
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RESULTS

FujiLAM [l Is a point-of-care, non-
sputum-based TB diagnostic with
moderate sensitivity (54%) and high
specificity (95%) In outpatients with
advanced HIV disease. Sensitivity
INcreased to 69% In participants with
CD4 <100 cells/uL.
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Table 1a FujiLAM Il performance in Detecting Participants with
Confirmed TB against No TB.

Confirmed
T

FUjiLAM Il

positive

FUILAM I 21 326 347
negative

Total 46 342 388

Table 1b FujiLAM Il performance in Detecting Participants
with Confirmed TB against No TB, among Participants with
CDA4 cell count < 100 cells/pL

Confirmed
BT

FUiLAM |1
positive
FUILAM I 10 145 155
negative
Total 32 155 187

Confirmed TB

All participants

CD4 < 100 cells/uL

CD4 2100 cells/pL

CRP 25 mg/L

CD4 <100 cells/uL and CRP 2 5 mg/L
ART-naive

ART-experienced

Confirmed TB or Alere LAM 2+
All participants

CD4 < 100 cells/uL

Probable TB

All participants

Sensitivity
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54% (40-69%)
69% (53-85%)
21% (0-43%)
62% (46-77%)
68% (51-84%)
53% (37-69%)
63% (29-96%)

56% (45-67%)
68% (56-80%)

23% (17-29%)

Specificity

Figure 2. Forest plot highlighting sensitivity and specificity of FujiLAM Il

95% (93-98%)
94% (90-97%)
97% (94-99%)
93% (89-98%)
91% (85-98%)
94% (91-97%)
97% (95-100%)

95% (93-98%)
93% (90-97%)

95% (93-98%)

Alere LAM

performed and at least one test positive

Figure 3. Venn diagram of FujiLAM Il, Xpert and Alere LAM
test positivity among the 103 participants with all three tests

[ CONCLUSIONS

diagnostic with moderate sensitivity and high

* Urine-based TB diagnostics with improved

and improve early diagnosis among people with
advanced HIV disease.
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* FujiLAM Il Is a point-of-care, non-sputum-based TB

specificity in outpatients with advanced HIV disease.

sensitivity are critically needed to reduce mortality
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	Slide 1: FujiLAM II is a point-of-care, non-sputum-based TB diagnostic with moderate sensitivity (54%) and high specificity (95%) in outpatients with advanced HIV disease. Sensitivity increased to 69% in participants with CD4 <100 cells/µL.

