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WHO Prequalification of In Vitro Diagnostics Programme 
PUBLIC REPORT 

 
                    Product: INNO-LIA HIV I/II Score 

Number: PQDx 0203-073-00 
 

Abstract 
 
INNO-LIA HIV I/II Score with product code 80540, manufactured by Fujirebio Europe NV, 
CE mark regulatory version, was accepted for the WHO list of prequalified in vitro 
diagnostics and was listed on 8 May 2015. 
 
Intended use: 
INNO-LIA HIV I/II Score is intended as a supplementary assay for specimens found to be 
reactive using an anti-HIV screening assay.  INNO-LIA HIV I/II Score is a line immunoassay 
(LIA), to confirm the presence of antibodies against the human immunodeficiency virus 
type 1 (HIV-1), including group O, and type 2 (HIV-2) in human serum or plasma. The INNO-
LIA HIV I/II Score also differentiates between HIV-1 and HIV-2 infections.   
 
Test principle: 
Recombinant proteins and synthetic peptides from HIV-1 and HIV-2, and a synthetic 
peptide from HIV-1 group O are coated as discrete lines on a nylon strip with plastic  
backing. 
 
Five HIV-1 antigens are applied: sgp120 and gp41, which detect specific antibodies to HIV-
1, and p31, p24, and p17, which may also cross-react with antibodies to HIV-2. HIV-1 group 
O peptides are present in the HIV-1 sgp120 band. The antigens gp36 and sgp105 are 
applied to detect antibodies to HIV-2. 
 
In addition to these HIV antigens, four control lines are coated on each strip: anti-
streptavidin line, ± cut-off line (human IgG), 1+ positive control line (human IgG) and one 
strong 3+ positive control line which is also the specimen addition control line (anti-human 
Ig). INNO-Lia HIV I/II Score is based on the enzyme immunoassay principle. The test 
specimen is incubated in a test trough together with the multiple antigen-coated test strip. 
HIV antibodies, if present in the specimen, will bind to the individual HIV antigen lines on 
the strip. Afterwards, a goat anti-human IgG labelled with alkaline phosphatase is added 
and will bind to any HIV antigen/antibody complex previously formed. Incubation with 
enzyme substrate (BCIP/NBT) produces a dark brown color in proportion to the amount of 
HIV antibody present in the specimen. Color development is stopped with sulphuric acid. 
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If the specimen contains no HIV-specific antibodies, the labelled antihuman antibody will 
not be bound to antigen/antibody complex so that only a low standard background color 
develops.  
 
The test kit contains: 

 Antigen-coated test strips (20 x strips), reference 57330 

 Sample diluent (1 x30ml/vial), reference 57304 

 Negative control (1 x 0.12ml/vial), reference 57307 

 Positive control (1 x 0.12ml/vial), reference 57306 

 Ready-to-use conjugate (1 x 45ml/vial), reference 57301 

 Ready-to-use substrate BCIP/NBT (1 x 45ml/vial), reference 57302 

 Stop solution (1 x 45ml/vial), reference 57303 

 Wash solution (1 x 45ml/vial), reference 57299 

 Incubation tray (2) 

 Adhesive sealers (5) 

 Data reporting sheet (1)  

 Reading card (1) 

 Instructions for use (1 copy) 
  
Items required but not provided in the test kit: 

 Distilled or deionized water 

 Precision pipettes with disposable tips (10 µl, 20 - 200 µl, 200 - 1000 µl) 

 Orbital mixer or rocker 

 Vortex mixer or equivalent 

 Graduated cylinders (10, 25, 50, 10 ml) 

 Tweezers for strip handling 

 Timer 
 
Optional items: 

 Vacuum aspirator (containing 5% sodium hypochlorite in the waste bottle) 

 Repetitive dispenser for solutions 

 Dry incubator at 37 °C 
 

Storage: 
The test kit should be stored at 2 to 8 °C. 
 
Shelf-life: 
16 months. 
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Summary of prequalification status for INNO-LIA HIV I/II Score 
 
 Initial acceptance 

 Date Outcome 

Status on PQ list 8 May 2015 listed 

Dossier assessment N/A  MR: Abbreviated assessment 

Inspection status 08 January 2015 MR 

Laboratory evaluation N/A MR 

 
MR: Meets Requirements 
N/A: Not Applicable 
 
INNO-LIA HIV I/II Score was accepted for the WHO list of prequalified in vitro diagnostics.   
 
 
 

Background information  
 
Fujirebio Europe NV submitted an application for prequalification of INNO-LIA HIV I/II 
Score.  Based on the established prioritization criteria, INNO-LIA HIV I/II Score was given 
priority for prequalification.  
 
The manufacturer’s instructions for use contained two test procedures: one manual test 
procedure and one automated test procedure using the Auto-LIA which is a walk-away 
systems with automated aspiration, pipetting and incubation.  As the WHO assessment 
was conducted using the abbreviated prequalification assessment approach, these two 
test procedures were not examined in great depth. 
 
As the regulatory version submitted for WHO prequalification assessment had previously 
been stringently assessed by European Community, the product was eligible for the WHO 
procedure for abbreviated prequalification assessment, in accordance with “Abbreviated 
prequalification assessment: WHO Prequalification of In Vitro Diagnostics Programme” 
(PQDx_173)  
 
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 HIV I/II 
Score as per the “Instructions for compilation of a product dossier” (PQDx_018 v1).  
 
Commitments for prequalification: 
N/A 
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Manufacturing site inspection 
 
In accordance with with the WHO procedure for abbreviated prequalification assessment, 
an abbreviated inspection was performed at the site of manufacture (Ghent, Belgium) of 
INNO-LIA HIV I/II 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.  
 
Commitments for prequalification:  
N/A 
 
Laboratory evaluation 
 
In accordance with the WHO procedure for abbreviated prequalification assessment and 
given the fact that INNO-LIA HIV I/II Score has been used to characterize specimens for all 
previous WHO test kit evaluations of HIV serology assays (including rapid diagnostic tests, 
enzyme immunoassays, other formats), the product was not required to undergo an WHO 
laboratory evaluation for its use with human serum/plasma specimens.  
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Labelling 

 

 

1. Labels 

2. Instructions for use 
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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 number2867 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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