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WHO Prequalification of In Vitro Diagnostics 

PUBLIC REPORT 

 

Product: OraQuick HCV Rapid Antibody Test Kit 

WHO reference number: PQDx 0244-055-00 

 
OraQuick HCV Rapid Antibody Test Kit with product codes 1001-0270 and 1001-0274, 

manufactured by OraSure Technologies, Inc., CE-marked regulatory version, was 

accepted for the WHO list of prequalified in vitro diagnostics and was listed on 1 March 

2017.  
 

Intended use: 

OraQuick® HCV Rapid Antibody Test is a single-use, in vitro diagnostic medical device. It is 

an immunoassay for the qualitative detection of immunoglobin G (IgG) antibodies to 

hepatitis C virus (anti-HCV) in oral fluid, fingerstick whole blood, venipuncture whole blood, 

plasma specimens (EDTA, sodium heparin, lithium heparin, and sodium citrate), and serum 

(serum separator tube (SST), and from individuals 11 years or older. OraQuick® HCV Rapid 

Antibody Test assay results may be used to provide presumptive evidence of infection with 

HCV in individuals with signs and symptoms of hepatitis and in individuals at risk for 

hepatitis C infection. 

 

The effectiveness of the OraQuick® HCV Rapid Antibody Test for use in screening whole 

blood, plasma, or tissue donors has not been established.  

 

Assay description: 

OraQuick® HCV Rapid Test is a manually performed, visually read, 20-minute immunoassay 

for the qualitative detection of HCV antibodies. The assay test strip contains synthetic 

peptides and recombinant proteins from the core, NS3, and NS4 regions of the HCV 

genome (test line) and a goat anti-human IgG (control line) immobilized onto a 

nitrocellulose membrane. 

 

Test kit contents: 

Component 25 tests 

(product code  

1001-0270) 

100 tests 

(product code  

1001-0274) 

Divided test pouch: 

Contains OraQuick® HCV Rapid Antibody Test plus 

Absorbent Packet and OraQuick® HCV Developer 

Solution 

25  100  

Reusable test stands, plastic 5 10 

Collection loops, plastic, capable of holding 5 µl 25 100 

Instructions for use 1 1 
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Items required but not provided: 

Item Product code  

Consumables: 

OraQuick HCV Kit Controls  

2 Vials 

Vial 1 - 1x HCV positive control; 

Vial 2 -1x HCV negative control.  

Sufficient to run approximately  50 tests 

1001-0278 

Equipment: 

Timer 

 

 

Storage: 

The test kit should be stored at 2 to 30 °C. 

OraQuick HCV Kit Controls should be stored at 2 to 8 °C 

 

Shelf-life upon manufacture: 

OraQuick HCV Rapid Antibody Test Kit has a shelf life of 18 months. 

OraQuick HCV Kit Controls have a shelf life of 12 months. 

 

Warnings/limitations: 

It is not intended for use in screening whole blood, plasma, or tissue donors.  
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Summary of WHO prequalification assessment for OraQuick HCV Rapid 

Antibody Test Kit 

 
 Date Outcome 

PQ listing 1 March 2017 listed 

Dossier review  N/A MR 

Inspection(s) of quality management system 11 December 2015 MR 

Laboratory evaluation of performance and 

operational characteristics 

24 January 2017 MR 

 
MR: Meets requirements 

N/A: Not applicable 

 

Prioritization for prequalification  

Based on the established criteria, OraQuick HCV Rapid Antibody Test Kit was given priority 

for WHO prequalification. 

 

Product dossier assessment 

In accordance with the WHO procedure for abbreviated prequalification assessment, 

OraSure Technologies, Inc., was not required to submit a product dossier for OraQuick HCV 

Rapid Antibody Test Kit as per the “Instructions for compilation of a product dossier” 

(PQDx_018 v1).  Notwithstanding, certain aspects of the product dossier previously 

submitted for stringent regulatory review were reviewed by an assessor during the site 

inspection. 

 

Commitments for prequalification: 

1. The essential principles relating to patient and user safety must be met. As such, it 

is not considered adequate to supply OraQuick HCV Kit Controls that have not been 

tested for HIV, HBV and HCV by nucleic acid testing (NAT) technologies.   

OraSure Technologies will introduce testing of OraQuick HCV Kit Controls by NAT 

technologies, as soon as possible.  

 

Manufacturing site inspection 

A Stage 1 inspection was performed on the quality management system for OraQuick HCV 

Rapid Antibody Test Kit on 11 December 2015 as per the “Information for manufacturers 

on prequalification inspection procedures for the sites of manufacture of diagnostics” 

(PQDx_014 v1). The Stage 1 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 last inspection of this 

manufacturing site (220 East First Street, Bethlehem, PA, 18015-1360, USA) was 3 to 5 

November 2014. At the time of inspection the site was found to be compliant with the 

requirements for prequalification and a subsequent inspection was not required. 
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The manufacturer's responses to the questions raised found at the time of the Stage 1 

inspection were accepted on 1 February 2016.    

 

Based on the Stage 1 inspection and response, the quality management system for 

OraQuick HCV Rapid Antibody Test Kit meets WHO prequalification requirements.  

 

Laboratory evaluation 

OraQuick HCV Rapid Antibody Test was evaluated by WHO in the fourth quarter of 2016 

using plasma specimens.  From this evaluation, we drew the following conclusions: 

OraQuick HCV Rapid Antibody Test is an immunochromatographic assay for the detection 

of antibodies to HCV in human oral fluid, finger stick whole blood, venipuncture whole 

blood, plasma specimens (EDTA, sodium heparin, lithium heparin and sodium citrate), and 

serum (serum separator tube (SST), and from individuals 11 years or older.  One collection 

loop (5µL) of specimen is needed to perform the assay.  This type of assay does not require 

laboratory equipment (i.e. timer) and can be performed in laboratories with limited 

facilities.   

 

Performance characteristics in comparison with an agreed reference standard 

 Initial (95% CI) Final (95% CI) 

Sensitivity % 

 

100% (97.8% to 100.0%) 100% (97.8% to 100.0%) 

Specificity % 

 

99.4% (97.3% to 99.8%) 99.7% (98.3 to 100.0%) 

Invalid rate % 

 

0% 

Inter-reader variability % 

 

0.09% 

 

Additional performance characteristics 

Sensitivity during seroconversion 

on 4 seroconversion panels in 

comparison with a benchmark 

assay; Murex anti-HCV (version 

4.0) DiaSorin South Africa Pty Ltd. 

Seroconversion sensitivity index of +2.75, therefore 

detection is 2.75 days later than the benchmark 

assay  

Analytical sensitivity on a mixed 

titer panel in comparison with an 

agreed reference standard  

20 of 25 antibody positive specimens were correctly 

classified 

Lot to lot variation on a dilution 

panel in comparison with an 

agreed reference standard 

Acceptable 
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Key operational characteristics 

Validated specimen types 

 

Serum (and serum separator tubes), plasma (EDTA, 

sodium heparin, lithium heparin and sodium citrate), 

venous whole blood, capillary whole blood, oral fluid 

Number of steps 

 

3 without precision required 

Time to result 

 

20 minutes 

Endpoint stability 

 

40 minutes  

Internal QC  

 

Yes, a control line appears when the reagents have 

flowed adequately along the device.  Other HCV 

positive and negative test kit controls are supplied 

separately as an accessory to the OraQuick HCV 

Rapid Antibody Test kit. 

In-use stability of reagents  

 

0 days after opening 
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Labelling 

 

 

1. Labels 

2. Instructions for use 
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1. Labels 

Device Label 3001-1537 rev 09/08 

 

Developer Vial Label 3001-2131 rev 3/10 

 

Foil Laminate Pouch 3001-1536 rev 05/09 with JIT 
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25 count Shipper Box 3001-2139 rev 10/12 

 

100 count Shipper Box 3001-2140 rev 10/12 

 

Kit Control Box Label 3001-2130 rev 11/12 
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Negative Kit Control Vial Label 3001-2135 rev 05/09 

 

Positive Kit Control Vial Label 3001-2133 rev 05/09 

 

 

 

 

2. Instructions for use 

OraQuick® HCV Rapid Antibody Test Instructions for Use 

OraQuick® HCV Kit Control Instructions for Use 
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