
Molecular Diagnostic Tools for 
HCV Geno(sub)typing  
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HCV Genomic Diversity 
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Commercially available HCV GT Assays 

Assay Technology Gene Target Genotype 
Detection Automation Accuracy Regulatory 

Status 

Abbott 
RealTIme RealTime 5’UTR/NS5B 1 – 6 

(1a/1b) High 97% CE / PMA 
Submission 

Trugene CLIP 
Sequencing 5’UTR 1 – 6 

w/subtype Low 90 - 95% RUO 

LiPa v 2.0 Reverse 
Hybridization 5’UTR/Core 1 – 6 

w/subtype Low-Mid 97 - 99% CE/ASR 

GenMark 
HCVg Direct eSensor 5’UTR/Core 

1 – 6 
(1a/1b,2a/2b

/2c) 
Low TBD RUO 

Lab 
Developed 

Sequencing 
Sanger Variable 1 – 6 

w/subtype Low Variable LDA 
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Abbott RealTime  GTII vs Sequencing 

Abbott RealTime HCV GT II package insert. 
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Abbott RealTime GTII vs Sequencing 

Mallory  et al AMP 2012 
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A multicenter evaluation of the automated Abbott RealTime HCV Genotype II  

• 124 HCV positive sera tested previously with the LiPa 2.0 .  

Source: M. Ciotti et al. / Journal of Virological Methods (2010) 

Abbott RealTime  GTII vs LiPa 2.0 

There was good agreement between the two assays.  

Genotype concordance was 95.9% (117/122) / Subtype 1a/1b concordance 
was 95.6% (43/45).  
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Abbott RealTime HCV GT II vs LiPa 2.0 

Shinol et al CVS 2012 
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Abbott RealTime HCV GT II vs Trugene 

Yao et al CVS 2012 

N=100 
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HCV Genotype 1 Subtype Identification  

Chevaliez S, et al., (2009)PLoS ONE 4(12): e8209. doi:10.1371/journal.pone.0008209 
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Summary 

• Sanger sequencing “Gold Standard” for HCV GT determination 

• Primer selection critical 

• Two targets recommended for sub-type determination 

• Quality Control important  

• Commercially available tests vary and no test is perfect 

• Overall accuracy 95% - 97% 

• Alternate reflex method may be necessary to resolve 
indeterminate results. 
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