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INTRODUCTION 

NRL was notified by Bio-Rad Laboratories, of an urgent product defect correction (TGA 

number: RC-2023-RN-01051-1) for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay. The 

notification discusses an observation in the decrease of HCV sensitivity for specimens that a 

near the limit of detection. Due to this decrease in HCV antigen sensitivity, a recent HCV 

infection may not be detected in patient samples as early as prior batches of the Monolisa 

HCV Ag-Ab ULTRA V2 assay. There is no impact to seroconversion observed for these 

batches through HCV antibody detection. 

This report will review data reported to EDCNet for reagent lot numbers affected by the notice 

to establish if trends or variation are observed across the peer group. 

FINDINGS 
Below are the full listing of charts included in the investigation: 
• Figure 1 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 

DM21187, by reagent lot. 

• Figure 2 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22009, by reagent lot. 

• Figure 3 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22121, by reagent lot. 

• Figure 4 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Green 
DM21254, by reagent lot. 

• Figure 5 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Antigen Positive 
Kit Control, by reagent lot. 

• Table 1 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM21187, by reagent lot. 

• Table 2 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22009, by reagent lot. 

• Table 3 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22121, by reagent lot. 

• Table 4 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Green 
DM21254, by reagent lot. 

• Table 5 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Antigen Positive 
Kit Control, by reagent lot. 

• Appendix 1: Bio-Rad AU Customer letter notification. 

DISCUSSION 
All participant data reported to EDCNet for the Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 
assay were investigated to establish whether there was any evidence of trends or patterns. 
 
Figures and Tables 1 – 3 show peer group data for Optitrol Blue DM22187, DM22009 and 
DM22121 when tested on the Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay.  Several 
affected reagent lot numbers (lots 2J0063, 2L0064 and 3B0066) were in use across the peer 
group.  All laboratories in the peer group testing with Optitrol Blue are within Australia.  No 
significant changes were observed between affected and non-affected reagent lots. 
 
Figure and Table 4 show peer group data for Optitrol Green DM21254 when tested on the 
Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay.  Affected reagent lot number, 2L0580, 
was reported for all participants in the peer group, with one laboratory additionally reporting 
data for 3B0582, and 3D0583. All laboratories in the peer group testing with Optitrol Green 
are located outside of Australia.  No significant changes were observed between affected 
and non-affected reagent lots. 
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 Figure and Table 5 show data for Antigen Positive kit control when tested on the Bio-Rad 
MONOLISA HCV Ag-Ab ULTRA V2 assay.  The kit control data includes both the Optitrol 
Blue and Optitrol Green peer groups.  No significant changes were observed between 
affected and non-affected reagent lot numbers. 
 
On review of the peer groups for the Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay no 
shifts or trends were observed for either Optitrol products (Optitrol Blue and Green) in use.  
S/Co values for both Optitrol Blue and Optitrol Green remained consistent across all reagent 
lots in use. 

RECOMMENDATIONS 
 
NRL recommends participants using these reagent lots should monitor any trends with peer 
group data. 
 
Actions proposed by Bio-Rad can be found in Appendix 1: Bio-Rad AU Customer letter 
notification – Urgent Product Defect Correction. 
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Figure 1 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM21187, by reagent lot. 
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Figure 2 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22009, by reagent lot. 
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Figure 3 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22121, by reagent lot. 
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Figure 4 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Green 
DM21254, by reagent lot. 
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Figure 5 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Antigen Positive Kit 
Control, by reagent lot. 
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Table 1 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM21187, by reagent lot. 
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Table 2 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22009, by reagent lot. 
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Table 3 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Blue 
DM22121, by reagent lot. 
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Table 4 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Optitrol Green 
DM21254, by reagent lot. 
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Table 5 – Peer group data for Bio-Rad MONOLISA HCV Ag-Ab ULTRA V2 assay, Antigen Positive Kit 
Control, by reagent lot. 
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Appendix 1: Bio-Rad Au Customer letter notification. 
 
 


