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WHO Prequalification of Diagnostics Programme 

PUBLIC REPORT 

 

Product: Rapid Test for Antibody to Human  

Immunodeficiency Virus (HIV) (Colloidal Gold Device)   

Number: PQDx 0005-005-00 

 

Abstract 

Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device)1  

with product codes WJ-1810, WJ-1810E, WJ-1850, WJ-1850E, manufactured by Beijing 

Wantai Biological Pharmacy Enterprise Co., Ltd, rest of world regulatory version, was 

accepted for the WHO list of prequalified in vitro diagnostics and was listed on 15 February 

2016. This public report was amended on 26 May 2016. 

 

Intended use: 

Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device)is a 

single use, rapid device for qualitative detection of antibodies to Human 

Immunodeficiency Viruses (HIV) in whole blood, serum and plasma specimens). Rapid Test 

for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device) is for use in 

health facilities by trained staff as an aid for the diagnosis of clinical conditions related to 

infection with HIV-1 and/or HIV-2 - the etiological agents of the acquired 

immunodeficiency syndrome (AIDS). 

 

Assay description: 
                                                 
1
 The product was originally submitted under the name Anti-human Immunodeficiency virus (HIV) antibody 

diagnostic kit (colloidal gold).  It was later renamed as Rapid Test for Antibody to Human Immunodeficiency 

Virus (HIV) (Colloidal Gold Device). 
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Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device) 

employs chromatographic lateral flow device in a cassette format. Colloidal gold 

conjugated recombinant antigens corresponding to HIV-1 (gp120, gp41) and HIV-2 (gp-36) 

are dry-immobilized at the end of nitrocellulose membrane strip. HIV 1+2 antigens are 

bond at the Test Zone (T) and antibodies are bond at the Control Zone (C). When the 

sample is added, it migrates by capillary diffusion rehydrating the gold conjugate. If 

present in sample, HIV 1/2 antibodies will bind with the gold conjugated antigens forming 

particles. These particles will continue to migrate along the strip until the Test Zone (T) 

zone where they are captured by the HIV 1+2 antigens generating a visible red line. If there 

are no HIV 1 or 2 antibodies in sample, no red line is formed in the Test Zone (T).The gold 

conjugate will continue to migrate alone until it is captured in the Control Zone (C) by the 

antibodies aggregating in a red line, which indicates the validity of the test. 

 

For reactive results, line intensity cannot be used to evaluate the anti-HIV antibody levels. 

A test giving an invalid result should be repeated. Rapid Test for Antibody to Human 

Immunodeficiency Virus (HIV) (Colloidal Gold Device) does not differentiate between 

recognition of HIV-1 antibodies and HIV-2 antibodies. Any reactive specimen should be 

confirmed by another methodology. 

 

Test kit contents: 

 10 tests  

(product code 

WJ-1810E)  

10 tests  

(product code 

WJ-1810)  

50 tests  

(product code 

WJ-1850E) 

50 tests  

(product code 

WJ-1850) 

Test cassettes, 

individually packed in 

foil pouch 

10 10 50  50  

Instructions for use 1 1 1 1 

Diluent buffer 1x 3ml bottle 1x 3ml bottle 3x 3ml bottles 3x 3ml bottles 

Safety Lancet,      

single-use disposable 

safety lancets 

10 N/A 50 N/A 
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Disposable Pipette, 

plastic, intended to 

deliver 40 -50µl per 

drop 

10 N/A 50 N/A 

Alcohol swab, 70% 

isopropyl alcohol  

10 N/A 50 N/A 

 

Storage: 

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

 

Shelf-life: 

18 months  
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Summary of prequalification status for Rapid Test for Antibody to Human 

Immunodeficiency Virus (HIV) (Colloidal Gold Device) 

 

 Initial acceptance 

 Date Outcome 

Amended PQ 26 May 2016 listed 

Status on PQ list 15 February 2016 listed 

Dossier assessment 28 August 2015 MR 

Inspection status 24 April 2015 MR 

Laboratory evaluation 6 January 2014 MR 

 

MR: Meets Requirements 

N/A: Not Applicable 

 

Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device) 

was accepted for the WHO list of prequalified in vitro diagnostics on the basis of data 

submitted and publicly available information. 

 

Background information  

Beijing Wantai Biological Pharmacy Enterprise Co., Ltd submitted an application for 

prequalification of Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) 

(Colloidal Gold Device).  Based on the established prioritization criteria, Rapid Test for 

Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device) was given 

priority for prequalification. 

 

Product dossier assessment 
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Beijing Wantai Biological Pharmacy Enterprise Co., Ltd submitted a product dossier for 

Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal Gold Device) as 

per the “Instructions for compilation of a product dossier” (PQDx_018 v1). The information 

submitted in the product dossier was reviewed by WHO staff and external experts 

(assessors) appointed by WHO in accordance with the internal report on the screening and 

assessment of a product dossier (PQDx_009 v2).  Based on the product dossier screening 

and assessment findings, a recommendation was made to accept the product dossier for 

Anti-human immunodeficiency virus (HIV) antibody diagnostic kit (colloidal gold) for 

prequalification.  

 

Commitments for prequalification: 

1. Perform in-house testing on performance panels (including HIV-O specimens). Final 

reports of any studies performed will be reviewed at the next re-inspection. 

 

Manufacturing site inspection 

A comprehensive inspection was performed at the site of manufacture (No. 31 Life Science 

Park Road, Changping District, 102206, Beijing, China) of Rapid Test for Antibody to Human 

Immunodeficiency Virus (HIV) (Colloidal Gold Device) in December 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 to the quality management system found at the time of 

the inspection were accepted 24 April 2015.  

Commitments for prequalification: N/A 

 

Laboratory evaluation 

Anti-human Immunodeficiency virus (HIV) antibody diagnostic kit (colloidal gold)2 (Beijing 

Wantai Biological Pharmacy Enterprise Co., Ltd.) was evaluated by WHO in the third 

                                                 
2
 The product was later renamed Rapid Test for Antibody to Human Immunodeficiency Virus (HIV) (Colloidal 

Gold Device) 
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quarter of 2012 using serum/plasma specimens. From this evaluation, we drew the 

following conclusions: 

 

Anti-human Immunodeficiency virus (HIV) antibody diagnostic kit (colloidal gold) is an 

immunochromatographic assay for the detection of HIV-1/2 antibodies in human whole 

blood, serum and plasma specimens. A volume of 80 μL of specimen is needed to perform 

the assay. This type of assay requires no sophisticated equipment and can therefore be 

performed in laboratories with limited facilities and non-laboratory settings. Reading of 

the results can be done visually i.e. subjectively read. 

 

In this limited evaluation on a panel of 1079 clinically-derived specimens, we found an 

initial sensitivity (95% CI) of 99.76% (98.7% - 100%) and an initial specificity (95% CI) of 

98.33% (97.0% - 99.2%) compared to the reference assays. The final sensitivity (95% CI) 

was 100% (99.1% - 100%) and the final specificity (95% CI) was 98.48% (97.2% - 99.3%) 

compared to the reference assays. Lot to lot variation was acceptable with the exception 

of one dilution series for which there was a 2-fold difference between lots. 

 

For eight seroconversion panels, Anti-human Immunodeficiency virus (HIV) antibody 

diagnostic kit (colloidal gold) detected on average 0.5 specimens later than the benchmark 

assay; Enzygnost Anti-HIV 1/2 Plus (Siemens Healthcare Diagnostics). 

 

For the mixed titer panel, Anti-human Immunodeficiency virus (HIV) antibody diagnostic 

kit (colloidal gold) correctly classified all specimens. For the 1st International Reference 

Panel for anti-HIV [NIBSC code 02/210], Anti-human Immunodeficiency virus (HIV) 

antibody diagnostic kit (colloidal gold) correctly classified all specimens. 

 

In this study, 0% of the results were recorded as indeterminate. Results were interpreted 

independently by three technicians; the inter-reader variability was 0.09%. The invalid rate 

was 0.09%. 
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Change notification 

In 2015, Beijing Wantai Biological Pharmacy Enterprise Co., Ltd., submitted a change 

notification related to changes made to materials supplied with the IVD (addition of 

alcohol swabs to test kit) and therefore changes to labelling (including the instructions for 

use and outer kit box) for WJ-1810E and WJ-1850E.  This change notification was assessed 

and product was found to meet WHO prequalification requirements.  
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Labelling 

 

 

1. Labels 

2. Instructions for use 
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1. Labels 

Shipping box label 

 

Kit box label for WJ-1810, WJ-1810E 
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Kit box label for WJ-1850, WJ-1850E 

 

Box label for WJ-1810, WJ-1810E 
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Box label for WJ-1850, WJ-1850E 

 

Pouch label for WJ-1810, WJ-1810E, WJ-1850, WJ-1850E 
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2. Instructions for use
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