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WHO Prequalification of In Vitro Diagnostics 
PUBLIC REPORT 

 
Product: One Step HIV1/2 Whole Blood/Serum/Plasma Test 

WHO reference number: PQDx 0357-004-00 
 
One Step HIV1/2 Whole Blood/Serum/Plasma Test with product codes W006-C4P2, 
W006-P0045, W006-P0046, W006-P0047, W006-P0048, W006-C4P2-F, W006-P0049, 
W006-P0050, W006-P0051 and W006-P0052, manufactured by Guangzhou Wondfo 
Biotech Co., Ltd, Rest-of-World regulatory version, was accepted for the WHO list of 
prequalified in vitro diagnostics and was listed on 29 November 2018.  

 
Summary of WHO prequalification assessment for  
One Step HIV1/2 Whole Blood/Serum/Plasma Test 

 
 Date Outcome 

Prequalification listing 29-Nov- 2018 listed 
Dossier assessment 26-Apr-2018 MR 
Site inspection(s) of quality 
management system 

12-Oct-2018 MR 

Product performance 
evaluation 

First quarter of 2018 MR 

MR: Meets Requirements 
 
Report amendments and/or product changes 
 
This public report has since been amended. Amendments may have arisen because of 
changes to the prequalified product for which WHO has been notified and has undertaken 
a review.  Amendments to the report are summarized in the following table, and details of 
each amendment are provided below.  
 
Version  Summary of amendment  Date of report 

amendment  
2.0   Addition of new product codes to One Step HIV1/2 Whole 

Blood/Serum/Plasma Test. Alcohol swab and safety lancet/ lancet will 
be included in the new product codes. Added product codes were, 
W006-P0045 (25 Tests/Kit), W006-P0046 (25 Tests/Kit), W006-P0047 
(25 Tests/Kit), W006-P0048 (25 Tests/Kit), W006-P0049 (40 Tests/Kit), 
W006-P0050 (40 Tests/Kit), W006-P0051 (40 Tests/Kit) and W006-
P0052 (40 Tests/Kit).    
 

6-Jul-2020 

3.0  Correction of product code from WP006-CP42 to W006-C4P2 26-Aug-2021 
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Intended use: 
 
According to the manufacturer’s claim, “Wondfo One Step HIV 1/2 Whole 
Blood/Serum/Plasma Test is a manual qualitative in vitro diagnostic for the detection of 
HIV 1/2 antibodies in human venous whole blood, capillary whole blood, serum and plasma 
specimens. It is intended for professional use in either laboratory or point of care settings. 
It is intended for aiding the diagnosis of HIV infection in symptomatic, symptomatic 
populations and persons at risk of HIV infection. It is not intended for testing children below 
2 years and it is not intended for blood donor screening". 
 
Assay description: 

According to the manufacturer’s claim, “Wondfo One Step HIV1/2 Whole 
Blood/Serum/Plasma Test is a rapid immunochromatographic direct binding test for the 
visual detection of HIV antibodies in venous whole blood, fingerstick whole blood, serum or 
plasma samples in the diagnosis of HIV infection. Wondfo One Step HIV1/2 Whole 
Blood/Serum/Plasma Test adopts double antigen sandwich method. When the specimen is 
added into the test device, the specimen is absorbed into the device by capillary action, 
mixes with the antigen-dye conjugate, and flows across the HIV antigen pre-coated 
membrane. When the HIV antibody levels are at or above the detection limit of the test, 
HIV antibodies in the specimen bind to the antigen-dye conjugate and are captured by 
antigen immobilized in the test region (T) of the device. This produces a colored test band 
and indicates a positive result. If no HIV antibodies are present or below the detection limit 
of the assay, no colored band will be visible in the test region (T) of the device. This 
indicates a negative result. To serve as a procedure control, a colored line will appear at the 
control region (C), if the test has been performed properly.’’ 
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Test kit contents  

 

Items required but not provided 
• Specimen collection containers 
• Centrifuge (for serum/plasma specimen only) 
• Capillary tube (for fingerstick whole blood only) 
• Timer 
• Protective gloves 
• Specimen and test waste container 

Storage 
The test kit and sample diluent should be stored at 2 -30 °C. 
 

Shelf-life upon manufacture 
24 months (test kit and buffer). 
 

Warnings/limitations 
Refer to current version of manufacturer’s instructions for use. 
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Prioritization for prequalification  
Based on the established eligibility criteria, One Step HIV1/2 Whole Blood/Serum/Plasma 
Test was given priority for WHO prequalification assessment. 
 
Dossier assessment 
 
Guangzhou Wondfo Biotech Co., Ltd submitted a product dossier for One Step HIV1/2 
Whole Blood/Serum/Plasma Test as per the “Instructions for compilation of a product 
dossier” (PQDx_018 v1). The information (data and documentation) submitted in the 
product dossier was reviewed by WHO staff and external technical experts (assessors) 
appointed by WHO.   
 
The manufacturer's responses to the nonconformities found during dossier screening and 
assessment findings were accepted on 26 April 2018.  
 
Based on the product dossier screening and assessment findings, the product dossier for 
One Step HIV1/2 Whole Blood/Serum/Plasma Test meets WHO prequalification 
requirements.  
 
Manufacturing site inspection 
 
A comprehensive inspection was performed at the site(s) of manufacture (8 Lizhishan Road, 
Science City, Luogang District, Guangzhou, 510663, Republic of China) of One Step HIV1/2 
Whole Blood/Serum/Plasma Test between 19-21 March 2018 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 on 12 October 2018.  
 
Based on the site inspection and corrective action plan review, the quality management 
system for One Step HIV1/2 Whole Blood/Serum/Plasma Test meets WHO 
prequalification requirements.  
 
Product performance evaluation 
 
One Step HIV 1/2 Whole Blood/Serum/Plasma Test (Guangzhou Wondfo Biotech Co., Ltd) 
was evaluated by WHO in the first quarter of 2018 using serum/plasma specimens.  From 
this evaluation, we drew the following conclusions: 
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One Step HIV 1/2 Whole Blood/Serum/Plasma Test (Guangzhou Wondfo Biotech Co., Ltd) 
is a qualitative rapid immunochromatographic assay for the detection of HIV-1/2 
antibodies in human serum/plasma and venous/capillary whole blood specimens. 

A volume of 10 µL of serum/plasma/whole blood 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 1199 clinically-derived specimens, we found: 
 

Performance characteristics in comparison with an agreed reference standard 
 Initial (95% CI) Final (95% CI) 
Sensitivity % 
 100.0% (99.2% - 100.0%) 100.0% (99.2% - 100.0%) 

Specificity % 
 100.0% (99.5% - 100.0%) 100.0% (99.5% - 100%) 

Invalid rate % 
 0% 

Inter-reader variability % 
 0% 

Lot to lot variation was acceptable for all specimens 
 
Additional performance characteristics 
Sensitivity during seroconversion 
on eight seroconversion panels in 
comparison with a benchmark 
assay; Enzygnost Anti-HIV 1/2 Plus 
(Siemens Healthcare Diagnostics) 

Seroconversion sensitivity index of -0.125, therefore 
detection is 0.125 specimens earlier than the 
benchmark assay.  

Analytical sensitivity on a mixed 
titer panel in comparison with an 
agreed reference standard  

5 of 6 specimens were correctly classified. 

Lot to lot variation on a dilution 
panel in comparison with an 
agreed reference standard 

Acceptable 

 
Key operational characteristics 
Validated specimen types 
 

Serum, plasma (EDTA, heparin or sodium citrate), 
venous whole blood and capillary whole blood. 

Number of steps 
 

2 with precision required 

Time to result 
 

15 minutes 
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 Labelling 
 
 

1. Labels 
2. Instructions for use 
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1. Labels 
 
 
 

1.1   Outside packaging box 
 
 



Leading POCT Manufacturer Leading POCT Manufacturer

Size: 160*140*80mm

Leading POCT Manufacturer Leading POCT Manufacturer

Guangzhou Wondfo Biotech Co., Ltd.

： ：
：

Guangzhou Wondfo Biotech Co., Ltd.

： ：
：

Leading POCT Manufacturer
FOR                   DIAGNOSTIC USE ONLYIN VITRO

2 2

Rev.A2
Rel.:2019/10/09

FOR PROFESSIONAL USE ONLY
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1.2 Contents label on outside packaging box 

Product code W006-C4P2 

Product code W005-P0045 
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Product codes W006-P0046, W006-P0047 and W006-P0048 

Product code W006-C4P2-F 
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Product W006-P0049 

Product codes W006-P0050, W006-P0051 and W006-P0052 
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1.2 Buffer label 

1.3 Test device package 
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1.4 Sterile lancet label 

1.5 Sterile safety lancets labels 
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Product code W006-P0052 
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1.5 Alcohol swab label 
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2.0 Instructions for use1 

1 English version of the IFU was the one that was assessed by WHO. It is the responsibility of the 
manufacturer to ensure correct translation into other languages.





Guangzhou Wondfo Biotech Co., Ltd.
No.8 Lizhishan Road, Science City, Luogang District, 510663, 
Guangzhou, P.R.China
Tel: +86-20-32296083      400-888-5268(Toll Free)
Fax: +86-20-32296063
E-mail: sales@wondfo.com.cn
Website: www.wondfo.com.cn
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