HCV Genotyping Test

Hepatitis C Virus (HCV) infects the
liver and symptoms include Key Features:

jaundice, stomach pain, loss of . Determine genotype (1a,1b, 2,3, 4. 5, 6)

appetite, nausea and fatigue. HCV., Optain list of clinically relevant resistance-associated
has been classifed into six major substitutions (RAS) present
genotypes,  each  containing  «Testis run once a week

multiple  subtypes. Professional ~ *Turnaround Time: 5 days
guidelines recommend that HCV - Test is CE-IVD and registered with HSA Singapore

genotyping be performed to guide
selection of the most appropriate Target Genes Target Genotypes
antiviral therapy. Genotyping is

NS5B 1a,1b,2,3,4,5,6

based on clinically-relevant genes:
NS3, NS5A and NS5B. Genotypes 1 - NS3 1a, 1b
6 and subtypes 1a and 1b can be

NS5A 1a, 1b

obtained from a single run.

This HCV genotyping test is a Assay specifications:

HSA-registered (Singapore) next
« Sample: 2 mL serum or plasma

- Coverage: >200x for genotyping, =500x for variant calls

- Analytical sensitivity: > 1000 HCV IU/mL for genotypes 1a, 1b,
viral _genotyping = of " patients 2,3, and 4; = 2000 HCV 1U/mL for genotypes 5 and 6

diagnosed with Hepatitis C Virus . Apalytical specificity: No cross-reactivity with HAV, HBV, HIV,
infection from human plasma or CMV, EBV, BKV, Dengue virus or genomic DNA

serum. « Reproducibility: 99.2% (95% Cl: 97.20% - 99.79%)

- Diagnostic Accuracy: 98.38%

generation sequencing-based in

vitro diagnostic test intended for

The genotyping information from

this test will help in the

management of patients with HCV. -

Results should be used in .
conjunction with other available

laboratory and clinical information [

and are not intended for use as a

stand-alone diagnostic test.
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