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Xpert HCV RNA VL FS Assay Characteristics
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Overview of Point-of-Care HCV RNA Results

Australian HCV POC Testing Program
« January 2022 to October 2025
* 113 enrolled sites
e 27,606 participants
« 33,703 HCV RNA results

Detected, not Detected and Not Total
quantifiable* quantifiable detected

417 4,862 24,870 3,554 33,703
(1%) (15%) (74%) (10%) (100%)

*Detected not quantifiable results, HCV RNA <7100 IU/mL



Outcomes of Detected Not Quantifiable (DNQ) Results

DNQ (n = 417)

On Tx or Early Post-Tx (n = 66) *Within 24 weeks after initiating treatment

Repeat testing (n = 120)

No repeat testing (n = 231)

= Quantifiable RNA (n = 6) ==Treated on confirmed RNA (n = 2)

D Retested >60 days (n = 15) —Treated on DNQ (n = 1)

[INot Detected (n = 9)

Treated on confirmed RNA (n = 54)
Quantifiable RNA (n = 61)
Retested <60 days (n = 105)

B Treated on DNQ (n = 7)

INot Detected (n = 44)

Treated on DNQ (n = 178)

DNQ = Detected not quantifiable results,
HCV RNA <100 IU/mL

No recorded treatment (n = 53)



In summary:
 GeneXpert HCV assay can detect low levels of RNA
 Performance is consistent with manufacturer's claims
 On repeat testing, 44% of participants had RNA not detected results
* Repeat testing following DNQ results is recommended to:
* confirm current HCV infection and
 guide management decisions.
* Further guidance on management coming
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HCV RNA Viral Load (IlU/mL)




Outcomes of Detected Not Quantifiable (DNQ) Results

DnQ Test Result DNQ = Detected not quantifiable results,
e HCV RNA <100 IU/mL

No Additional Test
Collected
(Prior to any Tx)
n=231

DnQ within Treatment
Phase or Early Post
Treatment Phase*

n =66

Additional Test Collected
(Prior to any Tx)
n=120

No Recorded Treatment
after DnQ
n=53

Treated on DnQ Result
n=178

Retested over 60 Retested less than
days after DnQ 60 days after DnQ
n=15 n =105

Detectable and Detectable and
Quantifiable (>60d) e P iEsiae P Not Detected (<60d)

R Alternative slide. Please let
me know your preference.

Treated on Treated on DnQ Treated on Treated on DnQ
confirmed RNA Result confirmed RNA Result
n=2 n=1 n =54 n=7

* Within 24 weeks after initiating treatment



Xpert HCV VL FS Assay LoD

Positivity Rate or Hit Rate:
 Number of replicates that are detected at
specific nominal concentration.

Table 2. Limit of Detection for the Xpert HCV VL FS Assay using PROBIT Regression
100 ‘
Nominal Number of ny LOD with 95% Probability A —
Genotype | Concentration |  Valid Humber of ':;St:'m’ Estimated by PROBIT —
(IU/mL) Replicates ? (95% Confidence Interval) 1
45 72 72 100% L.
30 72 70 97% 80+ 95% Positivity Rate
1a 15 72 59 82% 22 1U/mL?
10 72 50 829, (95% CI: 17 — 27 IU/mL) B
~
5 72 30 42% % S
25 72 9 13% xo 601
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Xpert HCV VL FS Assay LoD
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’ National Australian Hepatitis C Point-of-Care Testing Program

Table 2. Limit of Detection for the Xpert HCV VL FS Assay using PROBIT Regression

Nominal_ Numbc_er of Number of Positivity LOD \_Nith 95% Probability
Genotype Concentration stlld Positives Rate (%) Estlmate.d by PROBIT
(IU/mL) Replicates (95% Confidence Interval)
45 72 72 100%
30 72 70 97%
1a 15 T2 59 82% | 22 1U/mL?2
10 72 50 829, (95% CI: 17 — 27 IU/mL)
5 72 30 42%
25 72 9 13%
45 24 24 100%
30 24 23 96%
15 24 19 79% 23 1U/mL
1o 10 24 18 75% (95% CI: 18 — 32 IU/mL})
5 24 13 54%
25 24 11 46%

Nominal_ Humh-gr of Number of Positivity LOD with 95% Probability
Genotype Concentration 1l.."a_lu:l Positives Rate (%) Estimated by PROBIT
{ImL) Replicates (95% Confidence Interval)
45 24 24 100%
30 24 24 100%
% 15 24 24 100% 13 UMmL
10 24 18 T5% (95% CI210 — 16 IWWmL)
5 24 12 S0%
25 24 9 38%
45 24 24 100%
30 24 22 92%
4a 15 24 17 T1% 28 1imL
10 24 14 5% (95% Cl: 21 — 34 IW/mL
5 24 12 50%
25 24 4 17%
45 24 24 100%
30 24 24 100%
2 15 24 20 3% 15 ImL
10 24 2 B88% (95% CI: 13 — 20 IL/mL)
5 24 16 E7%
25 24 g 33%
45 24 24 100%
30 23 2 91%
15 24 17 T1% 28 IUmL
2 10 24 15 B3n (95% Cl: 21 — 36 IU/mL)
5 24 11 46%
25 24 9 38%
Ge &0 24 24 100%
45 24 23 96%
30 24 22 92%
15 24 14 58% (95% C?EELUi";; ILUfmL)
10 24 11 46%
5 24 10 42%
25 24 3 13%

a.  The highest estimated LOD for genciype 1a based on testing and analysis of each of three reagent lots.




Precision Profile

Table 5. Precision/Reproducibility of the Xpert HCV VL FS Assay

] Contribution to Total Variance SD (CV%)
HCV RNA Concentration Total

(log10 1U/mL) Site/Inst Lot Day OP;LE’;"” Within-run | Precision

Expected | Actual | N | SD |(%)a| SD | (%) | SD |(%)@| SD | (%)®| SD |(%)°| SD |C\V®
8.00 773 | 216 | 0.09 | 302 | 0.06 | 16.5 | <0.01|<0.1| 004 | 7.2 | 0.11 |46.1|0.15 | 36.8
7.00 677 | 216 | 0.08 | 36.8 | 0.05 | 155 | 0.04 | 87 | 003 | 51 | 0.08 | 33.9|0.14 | 328
570 568 | 216 | <0.01|<01| 0.06 | 27.0 | 0.02 | 53 | 0.01 | 0.7 | 0.09 |66.9 | 0.11 | 25.1
4.00 388 | 216 | 009 | 359 | 004 | 59 |<001|<0.1| 001 | 0.8 | 0.1 |57.3[0.15 | 35.1
3.00 300 |213°| 004 | 118 |<001|<0.1| 002 | 35 | 001 | 1.0 | 0.10 | 837 | 0.1 | 264
2.00 197 | 216 | 003 | 22 |<0.01| <01 | 0.03 | 25 | <0.01 | <0.1 | 0.20 | 95.3 | 0.20 | 49.2

a. (%) Iis contribution of variance component to overall variance
b.  “CV"is lognormal CV, as obtained using the formula: Lognormal CV(%) = sqrt(10A[SDA2 * In(10)] - 1) * 100
CV(%) = percent coefficient of variation; SD = standard deviation; sqrt = square root
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