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WHO Prequalification of In Vitro Diagnostics Programme 
PUBLIC REPORT 

 
                    Product: Murex anti-HCV (version 4.0) 

Number: PQDx 0164-059-00 
 

Abstract 
 
Murex anti-HCV (version 4.0) with product codes 7F51-01 and 7F51-02, manufactured by 
DiaSorin South Africa (Pty) Ltd., rest-of-world regulatory version, was accepted for the 
WHO list of in vitro prequalified diagnostics and was listed on 8 June 2015. 
 

Murex anti‑HCV (version 4.0) is an enzyme immunoassay for the detection of antibodies to 

hepatitis C virus (HCV) in human serum or plasma.  
 

In Murex anti‑HCV (version 4.0), diluted specimen is incubated in microwells coated with 

highly purified antigens which contain sequences from the core, NS3, NS4 and NS5 regions 

of HCV. During the course of the first incubation any anti‑HCV antibodies in the sample will 

bind to the immobilised antigens. Following washing to remove unbound material, the 

captured anti‑HCV antibodies are incubated with peroxidase conjugated monoclonal anti‑
human IgG. During the course of the second incubation the conjugate will bind to antibody 
immobilised in the first step. After removal of excess conjugate, bound enzyme is detected 
by the addition of a solution containing 3,3’,5,5’ tetrame-thylbenzidine (TMB) and 
hydrogen peroxide. A purple colour will develop in the wells which contained anti- HCV 
positive samples. 
 
The enzyme reaction is terminated with sulphuric acid to give an orange colour which is 
read photometrically. The amount of conjugate bound, and hence colour, in the wells, is 
directly related to the concentration of antibody in the sample. 
 
The test kit contains: 

 96 tests  
(product code 7F5-06) 

480 tests  
(product code 7F51-07) 

Coated Wells  
96 microwells coated with 
purified HCV antigens. 

One plate  Five plates 

Sample Diluent  
Solution containing proteins of 
bovine origin. Contains 0.05% 
Bronidiox® and 0.1% Sodium 
Azide as preservatives.   

1 bottle of  20ml   
 

1 bottle of 100 ml  
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Negative Control 
Normal human serum in a 
buffered solution containing 
bovine protein. Contains 0.05% 
Bronidiox® as a preservative. 

1 bottle of 0.8ml 1 bottle of 0.8ml 

Anti-HCV Positive Control 
Inactivated human serum 
consisting of antibodies to HCV 
diluted in a buffered solution 
containing protein of bovine 
origin. Contains 0.05% Bronidiox® 
as a preservative. 

1 bottle of 0.6 ml 1 bottle of 0.6 ml 

Conjugate Diluent 
Buffered solution consisting 
inorganic salts and protein of 
bovine origin. Contains 0.05% 
Bronidiox® as a preservative. 

1 bottle of 20 ml 3 bottles of 20ml 

Conjugate  
Freeze-dried horseradish 
peroxidase-labelled mouse 
monoclonal antibody to human 
IgG in a bovine protein base. 

1 bottle, containing 
enough to perform 192 
tests. 
 
 

3 bottles, each containing 
enough to perform 192 
tests. 
 

Substrate Diluent  
Colourless solution of tri-sodium 
citrate and hydrogen peroxide.  

1 bottle of 35 ml 1 bottle of 35 ml 

Substrate Concentrate  
3,3’,5,5’-tetramethylbenzidine 
(TMB) and stabilizers in a pink 
solution.  

1 bottle of 35 ml 1 bottle of 35 ml 

Wash Fluid  
20 times working strength Glycine 
Borate Wash Fluid. Contains 
0.05% Bronidiox® as a 
preservative. 

1 bottle of 125 ml 2 bottles of 125 ml 

 
Storage: 
The test kit should be stored at 2 - 8 °C. 
 
Shelf-life: 
12 months. 
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Summary of prequalification status for Murex anti-HCV (version 4.0) 
 
 Initial acceptance 

 Date Outcome 

Status on PQ list 8 June 2015 listed 

Dossier assessment N/A MR 

Inspection status 19 May 2015 MR 

Laboratory evaluation 5 May 2014 MR 

 
MR: Meets Requirements 
NA: Not Applicable 
 
Murex anti-HCV (version 4.0) was accepted for the WHO list of prequalified in vitro 
diagnostics on the basis of data submitted and publicly available information. 
 
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)  
 
 

Background information  
 
DiaSorin South Africa (Pty) Ltd. submitted an application for prequalification of Murex anti-
HCV (version 4.0).  Based on the established prioritization criteria, Murex anti-HCV (version 
4.0) was given priority for prequalification. 
 
Product dossier assessment 
In accordance with the WHO procedure for abbreviated prequalification assessment, 
DiaSorin South Africa (Pty) Ltd. was not required to submit a product dossier for Murex 
anti-HCV (version 4.0) as per the “Instructions for compilation of a product dossier” 
(PQDx_018 v1).  However, aspects of the technical file were reviewed on site at inspection, 
as per the “Overview of the Prequalification of In Vitro Diagnostics Assessment” 
(PQDx_007v5) as well as during a review of the labelling, including the Instructions for Use. 
 
Commitments for prequalification relating to the dossier (technical file): 

1. Commitment to supply an approved plan for continuing in-use stability studies and 
interference studies by 20 June 2015. 

2. Commitment to submit results of the above mentioned studies by January 2017 or 
sooner if available. 

3. Commitment to change procedure for testing of control specimens using nucleic 
acid detection methods. 
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Manufacturing site inspection 
 
A comprehensive inspection was performed at the site of manufacture (Kyalami, South 
Africa) of Murex anti-HCV (version 4.0) in April 2015 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 19 May 2015.  
 
Commitment for prequalification: 

1. Review all printed packaging to determine which do not meet the material safety 
data sheet for the sodium azide concentration. Update those identified. 

 
 
Laboratory evaluation 
 
Murex anti-HCV (version 4.0) (DiaSorin, South Africa) was evaluated by WHO in the 2nd 
quarter of 2013 using serum/plasma specimens.  From this evaluation, we drew the 
following conclusions: 
 
Murex anti-HCV (version 4.0) is an enzyme immunoassay for the detection of HCV 
antibodies in human serum/plasma.  A volume of 20µl of specimen is needed to perform 
the assay.  This type of assay requires laboratory equipment and cannot be performed in 
laboratories with limited facilities.  Reading of the results must be performed with a 
spectrophotometer. 
 
In this limited performance evaluation on a panel of 468 specimens, we found an initial 
sensitivity (95% CI) of 100% (97.6% – 100%) and an initial specificity (95% CI) of 99.4% 
(97.7 – 99.9%) compared to the reference results. The final sensitivity (95% CI) was 100% 
(97.6% – 100%) and the final specificity (95% CI) was 99.4% (97.7 – 99.9%) compared to 
the reference results.  Lot to lot variation was in the acceptable range. 
 
For four seroconversion panels, Murex anti-HCV (version 4.0) detected on average 0.5 spec
imens earlier than the benchmark assay (Ortho HCV 3.0 Enhanced SAVe [Ortho Clinical Dia
gnostics]).  For the worldwide and low titer panels, Murex anti-HCV (version 4.0) correctly 
classified all specimens. The indeterminate rate was 0% while the invalid rate was 8.3%.   
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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 
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