
PQDx 12343-021-00    WHO’s Public Assessment Report      21 May 2026, version 1.0. 

 Page 1 of 22 

 
WHO Prequalification of In Vitro Diagnostics 

PUBLIC ASSESSMENT REPORT 
 

        Product: Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing) 
WHO reference number: PQDx 12343-021-00 

 
The Flowflex SARS‐CoV‐2 Antigen Rapid Test (Self‐Testing), with product codes L031-
13025, L031-13035, L031-13045, L031-13055, L031-13065, L031-13075, L031-13085, and 
L031-13095, manufactured by ACON Biotech (Hangzhou) Co., Ltd., Rest-of-World regulatory 
version, was accepted for the WHO list of prequalified in vitro diagnostics and was listed on 
15 December 2025.   

 
Summary of the WHO Prequalification Assessment for the Flowflex 

 SARS-CoV-2 Antigen Rapid Test (Self-Testing) 
 Date Outcome 

Prequalification listing 15 December 2025 listed 
Dossier assessment 4 July 2025  MR 
Product performance 
evaluation 

6 May 2024 MR 

MR: Meets Requirements 
 

Intended use 
According to the intended use claim from ACON Biotech (Hangzhou) Co., Ltd., “The SARS-
CoV-2 Antigen Rapid Test is a lateral flow test for the qualitative detection of the 
nucleocapsid antigen from SARS-CoV-2 in anterior nasal swab specimens directly from 
individuals suspected of COVID-19 within the first seven days of the onset of  symptoms. The 
test can also test specimens from individuals without symptoms. The test may produce a 
false-positive result if you are infected with SARS-CoV. 
SARS-CoV-2 Antigen Rapid Test is intended to be used for self-testing by untrained lay users 
in a private setting to aid in the diagnosis of SARS-CoV-2 infection. Children under 14 years 
should be supervised by an adult.” 
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Test kit contents 
 

Materials 
Provided 

L031-
13025 

L031-
13035 

L031-
13045 

L031-
13055 

L031-
13065 

L031-
13075 

L031-
13085 

L031-
13095 

Test 
cassette  

x 1 x 2 x 3 x 5 x 7 x 10 x 20 x 25 

Extraction 
Buffer 
Tube  

x 1 x 2 x 3 x 5 x 7 x 10 x 20 x 25 

Disposable 
swab 
(sterile) 

x 1 x 2 x 3 x 5 x 7 x 10 x 20 x 25 

Waste Bag  x 1 x 2 x 3 x 5 x 7 x 10 x 20 x 25 
Tube 
holder  

On the kit box x 1 x 1 

Package 
Insert  

x 1 x 2 x 3 x 5 x 7 x 10 x 1 x 1 

Item required but not provided 
• Timer 

Storage Temperature and Stability 
 

Parameter Condition 
Storage Temperature 2 to 30 °C 
Shelf Life (from manufacture)1 24 months 

 
 
 
Dossier review  
 
The manufacturer submitted a product dossier as per the “Instructions for compilation of a 
product dossier” (PQDx_018). 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 discrepancies found during dossier screening and 
assessment findings were accepted on 4 July 2025. 

 
1 The assigned device shelf-life is based on stability data generated from the date of 

manufacture. The finished goods shelf-life, calculated from the date of packaging 

completion, may be shorter depending on the time elapsed between manufacture and final 

packaging of the device. 
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Based on the product dossier screening and assessment findings, the product dossier for the 
Flowflex SARS‐CoV‐2 Antigen Rapid Test (Self‐Testing) meets WHO prequalification 
requirements. 
 
 
Manufacturing site inspection 

 
The inspection of the manufacturing site(s) was conducted to assess whether the 
manufacturer’s quality management system (QMS) and manufacturing practices are in 
alignment with: 
 (i) applicable international standards, such as ISO 13485 (Medical devices – Quality 
management systems – Requirements for regulatory purposes); 
 (ii) the manufacturer’s own documented procedures and quality requirements; and 
 (iii) other relevant international standards and guidelines applicable to in vitro diagnostic 
(IVD) medical devices. The WHO’s Public Inspection Reports are accessible at:  
 
https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports 
 
 
 
Product performance evaluation 

 
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing) was evaluated by the National 
Serology Reference Laboratory (NRL), Australia, on behalf of WHO in the first quarter of 
2025, according to protocol IVD/PR/4/P27, version 1.1.  
 
Analytical performance evaluation  
 

Analytical performance characteristics  
Limit of detection Flowflex SARS-CoV-2 Antigen Rapid Test (Self-

Testing) detected 20 of 20 specimens at 
concentration 667 IU/mL.  
The LoD claimed by the manufacturer (667 IU/mL) 
was verified.  

Variants of concern  All variants of concerns tested (Wild-type (beta 
lineage), Delta VOC (B.1.617.2), Omicron VOC 
(BA.2.75), Omicron VOC (XBB)) were detected.  

Lot-to-lot variation Among the 105 specimens tested on each lot, 55 
were detected on lot A and 57 were detected on lot 
B. No significant lot-to-lot variation was detected.  

Invalid tests 0/211 (0%). 

https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports
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One specimen had red background obscuring the 
test lines, rendering the test uninterpretable and the 
specimen was retested. 

 
Operational characteristics and ease of use 
This test does not require laboratory equipment and can be performed in laboratories with 
limited facilities or in non-laboratory settings.  
 
The test was found easy to use by the operators performing the evaluation. However, red 
background was reported on 17 test devices (8.1%), rendering one of them 
uninterpretable. 
 

Key operational characteristics 
Validated specimen type(s) and 
volume 

Human anterior nasal swab specimen 
Specimen volume is not specified 

Number of steps* 4 steps in total for self-testing 
0 steps with precision pipetting for self-testing 

Time to result 15 minutes 

Endpoint stability (interval) 
 

15 minutes (The IFU states to read at 15 minutes 
and no later than 30 minutes)  

Internal QC  
 

 Yes – reagent addition control 

* Definition: each action required to obtain a result (excluding specimen collection, device 
preparation – opening the pouch), e.g. for RDTs: add specimen, add buffer (2 steps).  
 
Based on these results, the performance evaluation for Flowflex SARS-CoV-2 Antigen Rapid 
Test (Self-Testing) meets the WHO prequalification requirements. 
 
 
Labelling review  
 
The labelling submitted for Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing) was 
reviewed by WHO staff and external technical experts appointed by WHO. The review 
evaluated the labelling for clarity and consistency with the information submitted in the 
product dossier, alignment with international guidance and standards, and suitability for the 
intended users and settings in WHO Member States, including low- and middle-income 
countries. 
 
The table below provides traceability of the labelling documents reviewed during the 
assessment, including document titles, version numbers, approval dates, and control 
identifiers. 
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Controlled Labelling References 
Document 

Type Document Title Version / 
Revision 

Date 
Approved 

Controlled 
Document No. 

Outer box 
artwork 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-1T 
(L031-13025) 

Version 02 2026-01-23 1130592802 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-2T 
(L031-13035) 

Version 02 2026-01-23 1130592902 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-3T 
(L031-13045) 

Version 02 2026-01-23 1130593002 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-5T 
(L031-13055) 

Version 02 2026-01-23 1130593102 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-7T 
(L031-13065) 

Version 02 2026-01-23 1130593202 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-10T 
(L031-13075) 

Version 02 2026-01-23 1130593302 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-20T 
(L031-13085) 

Version 02 2026-01-23 1130593402 

Flowflex SARS-CoV-
2 Ag Self-Testing kit 
box (WPQ)-25T 
(L031-13095) 

Version 02 2026-01-23 1130593502 

Pouch / 
Device label 

Flowflex SARS-CoV-
2 Ag Self-Testing 
Cassette Pouch 
(WPQ) 

Version 02 2023-04-14 1120116802 
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Reagent 
bottle labels 

Extraction Buffer 
Tube bag ink-
printing-Bio 

Version 01 2023-04-28 PCA11277-01 

Accessory 
labels 

Nasal swab CF-075-
P3B  Version 06 2025-11-13 1030068206 

Nasal swab G-015 Version 01 2021-08-04 1030070101 

Waste bag Version 01 2021-03-26 1200006901 

Instructions 
for Use (IFU) 

Flowflex SARS-CoV-
2 Ag Self-Testing 
Package Insert 
(WPQ, En) 

Version 02 2026-01-23 1151445102 

 
 

Labels  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



















Document No.:  1120116802





Nasal swab CF-075-P3B            Document No.:  1030068206



 Nasal  swab G-015                     Document No.:  1030070101



Waste bag                  Document No.:  1200006901
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Instructions for Use2 

2 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. 
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