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 WHO Prequalification of In Vitro Diagnostics  
PUBLIC REPORT 

 
                    Product: INNO-LIA HCV Score 

Number: PQDx 0202-073-00 
 

Abstract 
 
INNO-LIA HCV Score with product codes 80538, manufactured by Fujirebio Europe NV, CE- 
mark regulatory version, was accepted for the WHO list of prequalified in vitro diagnostics 
and was listed on 24 July 2015. 
 
INNO-LIA HCV Score is a line immunoassay (LIA) for the detection of antibodies to hepatitis 
C virus in human serum or plasma. It is intended for use as a supplementary test on human 
serum or plasma specimens found to be reactive using an anti-HCV screening procedure. 
 
INNO-LIA HCV Score is a 3rd generation line immunoassay which incorporates HCV 
antigens derived from the core region, the E2 hypervariable region (HVR), the NS3 helicase 
region, the NS4A, NS4B, and NS5A regions. The antigens were coated as 6 discrete lines on 
a nylon strip with plastic backing. In addition, four control lines are coated on each strip: 
background control line, 3+ positive control (anti-human Ig) which is also used as sample 
addition control line, 1+ positive control (human IgG), and the ± cut-off line (human IgG). 
INNO-LIA HCV Score is based on the principle of an enzyme immunoassay. A test sample is 
incubated in a trough together with the test strip. If present in the sample, HCV antibodies 
will bind to the HCV antigen lines on the strip. 
 
Subsequently, an affinity-purified alkaline phosphatase-labelled goat anti-human IgG (H+L) 
conjugate is added and reacts with specific HCV antigen/antibody complexes, if previously 
formed. Incubation with the enzyme substrate produces a chesnut-like color, the intensity 
of which is proportionate to the amount of HCV-specific antibody captured from the 
sample on any given line. Color development is stopped with sulfuric acid. 
 
The test kit contains: 

 20 tests 
(product code 80538) 

Test strips 
HCV antigen-coated test strips 

20 tests strips 
 

Sample Diluent  
Containing color-coded (green) phosphate buffer 
containing sodium chloride, detergent, bovine protein 
stabilizers and 0.3% chloroacetamide (CAA) as 

1 bottle of 30 mL 
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preservative.   

Ready-to-use Conjugate 
Containing color-coded (red) goat anti-human IgG 
labelled with alkaline phosphatase in Tris buffer 
containing bovine stabilizers, detergent and 0.01% 
methylisothiazolone (MIT)/<0.1% CAA as preservative. 

1 bottle of 45 mL 

Negative Control 
Containing basematrix of human origin with 0.01% 
MIT/<0.1% CAA as preservative. 

1 bottle of  0.12 mL 

Positive Control 
Containing inactivated human serum positive for 
antibodies to HCV with 0.01% MIT/<0.1% CAA as 
preservative. 

1 bottle of 0.12 mL 

Ready-to-use BCIP/NBT Substrate 
Containing 5-bromo-4-chloro-3-indolyl 
phosphate/nitroblue tetrazolium in dimethyl 
formamide, with 0.01% MIT/<0.1% CAA as 
preservative. 

1 bottle of 45 mL 

Stop Solution  
Containing 0.1 mol/l sulfuric acid. 

1 bottle of 45 mL 

Wash Solution  
Containing color-coded (blue) Tris buffer containing 
sodium chloride, detergent and 0.02% bromo-nitro-
dioxane as preservative, to be diluted 5x in distilled 
water. 

 1 bottle of 45 mL 

Incubation tray 2 units with 11 troughs each 

Adhesive sealers 5 units  

Data reporting sheet  
For storage of developed strips 

1 unit  

Reading card 
For identification of reactive antigen lines. 

1 unit 

Instructions for use 1 unit 

 
Storage: 
The test kit should be stored at 2 - 8 °C. 
 
Shelf-life: 
15 months. 
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Summary of prequalification status for INNO-LIA HCV Score 
 
 Initial acceptance 

 Date Outcome 

Status on PQ list 24 July 2015 listed 

Dossier assessment N/A MR 

Inspection status 08 January 2015 MR 

Laboratory evaluation N/A MR 

 
MR: Meets Requirements 
NA: Not Applicable 
 
INNO-LIA HCV Score was accepted for the WHO list of prequalified in vitro diagnostics on 
the basis of data submitted and publicly available information. 
 
 

Background information  
 
Fujirebio Europe NV submitted an application for prequalification of INNO-LIA HCV Score.  
Based on the established prioritization criteria, INNO-LIA HCV Score was given priority for 
prequalification. 
 
Product dossier assessment 
 
In accordance with the WHO procedure for abbreviated prequalification assessment, 
Fujirebio Europe NV was not required to submit a product dossier for INNO-LIA HCV Score 
as per the “Instructions for compilation of a product dossier” (PQDx_018 v1). 
 
Commitments for prequalification: 
N/A 
 
Manufacturing site inspection 
 
In accordance with the WHO procedure for abbreviated prequalification assessment, an 
abbreviated inspection was performed at the site of manufacture (Technologiepark 6, 
Zwijnaarde, 9052 Belgium) of INNO-LIA HCV Score in November 2014 as per the 
“Information for manufacturers on prequalification inspection procedures for the sites of 
manufacture of diagnostics” (PQDx_014 v1).  
 
The inspection found that the manufacturer had an acceptable quality management 
system and good manufacturing practices in place that ensured the consistent 
manufacture of a product of good quality. The manufacturer's responses to the 
nonconformities found at the time of the inspection were accepted 08 January 2015.  
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Commitments for prequalification:  
N/A 
 
Laboratory evaluation 
 
The objective of the performance laboratory evaluation is to assess the performance and 
operational characteristics of commercially available in-vitro diagnostics for the purpose of 
advising the governments of WHO Member States on these issues.  In particular, suitability 
for use in resource-limited settings will be assessed. 

 
Based on the risk level associated with the use of the supplemental assays, the known 
general performance of supplemental assays and  role of the supplemental assays in 
patient care in resource-limited settings, it was decided that WHO will not conduct 
performance evaluations of these assays as part of the prequalification assessment 
process.  
 
Consequently, laboratory evaluation of INNO-LIA HCV Score was not conducted.  
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Labelling 

 

 

1. Labels 

2. Instructions for use 
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1. Labels 
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2. Instructions for use 

Special note: WHO identified some opportunities for improvement of the wording of the 
instructions for use submitted in the course of WHO prequalification (version number 28667 v2, 
2014-03-28). Fujirebio Europe N.V. will take these into consideration in the next revision of the 
instructions for use. 
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