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~45 IU/mL

100 IU/mL
1 x 108 IU/mL

HCV RNA Viral Load (IU/mL) Interpretation of Hepatitis C Virus Test Results: 
Guidance for Laboratories, APHL, 2019.

Xpert HCV RNA VL FS Assay Characteristics

LoD = Limit Of Detection
LLoQ = Lower Limit Of Quantification



Overview of Point-of-Care HCV RNA Results

Detected, not 
quantifiable*

Detected and 
quantifiable 

Not 
detected

Unsuccessful 
tests Total

417
(1%)

4,862 
(15%)

24,870
(74%)

3,554 
(10%)

33,703
(100%)

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

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



Outcomes of Detected Not Quantifiable (DNQ) Results

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

*Within 24 weeks after initiating treatment



Summary

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



Questions
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Questions





Outcomes of Detected Not Quantifiable (DNQ) Results

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

DnQ Test Result 
occurred
n = 417

No Additional Test 
Collected 

(Prior to any Tx)
n = 231

DnQ within Treatment 
Phase or Early Post 
Treatment Phase*

n = 66

Treated on DnQ Result
n = 178

No Recorded Treatment 
after DnQ

n = 53

Additional Test Collected 
(Prior to any Tx)

n = 120

Retested over 60 
days after DnQ

n = 15

Retested less than 
60 days after DnQ

n = 105

Detectable and 
Quantifiable (>60d)

n = 6

Not Detected (>60d)
n = 9

Detectable and 
Quantifiable (<60d)

n = 61

Not Detected (<60d)
n = 44

Treated on 
confirmed RNA

n = 2

Treated on 
confirmed RNA

n = 54

Treated on DnQ 
Result
n = 7

Treated on DnQ 
Result      
n = 1

* Within 24 weeks after initiating treatment

Alternative slide. Please let 
me know your preference.



Xpert HCV VL FS Assay LoD

95% Positivity Rate

LoD

Positivity Rate or Hit Rate:
• Number of replicates that are detected at 

specific nominal concentration. 



Xpert HCV VL FS Assay LoD



Precision Profile
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