
BACKGROUND There are an estimated 71 million people worldwide living with 
chronic HCV infection and nearly 600,000 people die annually from complications 
associated with HCV infection, such as cirrhosis and hepatocellular carcinoma. 
Even with the recent availability of highly effective direct acting antivirals, HCV 
infection remains a global health concern. Accurate and sensitive assays are 
recommended by international clinical practice guidelines for therapy initiation 
as well as for cure assessment (Sustained Virologic Response (SVR) 12 or 24). 
This paper details the findings of an international multicenter study comparing 
performance of the Alinity m HCV Assay to three commercially available HCV 
viral load assays.

METHODS Residual serum (n=406) and plasma (n=1401) specimens from patients 
with chronic HCV infection were analyzed at nine international laboratories from 
Europe, Africa and Australia. Comparator assays were RealTime HCV assay (Abbott), 
cobas HCV on cobas 6800 (Roche), or Aptima HCV QuantDx assay (Hologic).

RESULTS Performance of the Alinity m HCV Assay was comparable to that of several HCV viral load assays widely used in 
clinical practice. The study demonstrated that Alinity m HCV had excellent correlation (correlation coefficients ≥0.96) with 
low overall bias (-0.01 to 0.14 Log10 IU/mL) when compared with the three comparator HCV viral load. The Alinity m HCV 
Assay demonstrated linear quantification of HCV RNA in serum with a correlation coefficient of r = 1.00. Genotype 
information was available for a subset of serum samples (n=375) and a strong relationship was observed between HCV RNA 
levels measured in the same sample using Alinity m HCV and RealTime HCV for genotypes 1 to 6.

CONCLUSION The Alinity m HCV Assay (CE) is sensitive, reproducible and accurately quantifies HCV RNA in serum and 
plasma samples. The authors suggest that there would most likely be no implication for clinical practice due to the 
observed low differences in performance between Alinity m HCV and the other three assays in this study. Quantification 
is linear across the full dynamic range of the assay and covers values observed in untreated and DAA-treated patients. As 
Alinity m is a fully automated, continuous and random access molecular diagnostic analyzer, there is the potential to enable 
same day reporting of HCV test results and shorten the time between diagnosis and treatment, which may improve patient 
management.
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•	 International multicenter study with 9
study sites

•	 Accurate quantitation and rapid detection
of HCV which may improve patient care
and outcomes

•	 Alinity m eliminates batching and provides
fully automated, continuous, and random
access enabling same day results

•	 Analytical performance was confirmed
by accurate quantification across the 
HCV genotypes 1-6, excellent linearity, 
sensitivity, precision and reproducibility 
when compared to 3 HCV viral load assays
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