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I. Document Number 
CW250003 
 

II. Parent Document Number 
K251289 
 

III. CLIA Waiver Type 
Dual 510(k) and CLIA Waiver by Application (Dual Submission) 
 

IV. Applicant 
Guangzhou Wondfo Biotech Co., Ltd. 
 

V. Proprietary and Established Names 
WELLlife COVID-19 Antigen Test Rx 
 

VI. Measurand (analyte) 
Nucleocapsid protein antigen from SARS-Coronavirus 2 (SARS-CoV-2) 
 

VII. Sample Type(s) 
Anterior nasal swab specimens 
 

VIII. Type of Test 
Qualitative lateral flow immunoassay 
 

IX. Test System Description 
 

A Overview 
The WELLlife COVID-19 Antigen Test Rx is a lateral flow immunoassay intended for non-
prescription home use for the qualitative detection of nucleocapsid protein antigen directly in 
anterior nasal swab specimens from individuals with signs and symptoms of COVID-19 within 
the first five (5) days of symptom onset. Results are for the identification of SARS-CoV-2 
nucleocapsid protein antigen. 
Principle  
A nasal swab sample is collected by the user and then inserted into the extraction buffer that 
disrupts the virus particles in the specimen to expose internal viral nucleocapsid antigens. The 
extracted specimen is then added into the sample well of the test cassette. When an adequate 
volume of the specimen is added to the sample well of the test cassette, the specimen migrates by 
capillary action from the sample well over the conjugated pad and across the nitrocellulose 
membrane test strip. During the migration, the reagents contained in the conjugated pad are 
solubilized. If SARS-CoV-2 nucleocapsid antigens are present in the sample, the antigens bind to 
the specific anti-SARS-CoV-2 antibody that is conjugated with dye particles. These antigen-
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antibody complexes are captured by the anti-SARS-CoV-2 antibody immobilized at the test line 
region (T) to form sandwich complexes that generate a visible pink to purple test line. Unbound 
conjugate molecules continue to migrate across the nitrocellulose membrane and are captured at 
the control line region (C) to result in a visible colored control line that indicates adequate 
operations and sample flow during the test. If no SARS-CoV-2 nucleocapsid antigens are present 
in the sample, the conjugate will only be captured at the control line of the test. 
Results are interpreted between 10 and 20 minutes after adding the extracted sample into the 
sample well. A false negative or false positive result may occur if the test result before 10 
minutes or after 20 minutes. 
External positive control and negative control swabs are sold separately from the WELLlife 
COVID-19 Antigen Test Rx and should be processed according to the external controls IFU at a 
frequency defined by that IFU. The control swabs are intended to be used as quality control 
samples representative of positive and negative test samples to demonstrate that the reagents are 
functional, and the assay procedure is performed correctly. 
 

B Test System Components 
The WELLlife COVID-19 Antigen Test Rx consists of components below: 

• Test Cassette 
• Tube (pre-filled extraction buffer) 
• Swab (sterile) 
• Tube Holder (located in kit box) 
• Quick Reference Instructions (QRI) 
• Instructions for Use (IFU) 

 
X. Specific Contents for CLIA Waiver 

 
A. Demonstrating “Simple”: 

The WELLlife COVID-19 Antigen Test Rx is designed to be simple and easy to use 
incorporating the following key features: 
• The WELLlife COVID-19 Antigen Test Rx is a unitized, self-contained test and only 

requires sample incubation in the extraction buffer prior to sample application. 
• The WELLlife COVID-19 Antigen Test Rx uses direct unprocessed anterior nasal swab 

specimens.  
• An untrained operator can conduct the test by performing simple steps without sample 

manipulation:  
• Remove the swab from packaging and collect the anterior nasal sample  
• Insert the swab to the tube with extraction buffer, swirl the sample swab in 

the extraction buffer with 15 circles and incubate for 1 minute  
• Remove swab, screw the large blue cap onto the buffer tube, and then remove 

the small white cap   
• Use the buffer tube to apply 4 drops of the sample to the sample well of the 

cassette  
• Wait 10 minutes  
• Read the test results  
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No specialized equipment is needed for sample processing. 
• The WELLlife COVID-19 Antigen Test Rx contains all pre-measured reagents in 

sealed, single-use vials. No measuring or processing of buffer is needed prior to 
combining the sample and the extraction buffer.  

• The WELLlife COVID-19 Antigen Test Rx does not require any operator intervention 
during the analysis step. After application of 4 drops of the extracted sample to the test 
cassette, the test develops without user intervention for 10 minutes. Upon completion of 
the run time, the user interprets the test results by visual interpretation using the 
guidance provided in the Quick Reference Instructions (QRI) or Instruction for Use 
(IFU). 

• The WELLlife COVID-19 Antigen Test Rx does not require any instrumentation or 
machinery, and therefore does not need any technical or specialized training with respect 
to troubleshooting or interpretation of multiple or complex error codes. 

• The WELLlife COVID-19 Antigen Test Rx does not require any electronic or 
mechanical maintenance. 

• The WELLlife COVID-19 Antigen Test Rx does not require any operator calibration or 
calculation to interpret results. Operator visual interpretation of test results is required. 

• The WELLlife COVID-19 Antigen Test Rx results are simple and, easy to determine 
results as positive, negative or invalid based on the presence or absence of pink to purple 
test lines and control lines. The QRI/IFU provided with the test kit include descriptions 
of how to interpret test results, including visual examples and next steps to take based on 
the results. 

• Contains a quick reference instruction sheet that is written at a 7th grade comprehension 
level.  

 
B. Demonstrating “Insignificant Risk of an Erroneous Result”- Failure Alerts and Fail-

Safe Mechanisms 
 
1. Risk Analysis: 

The comprehensive risk analysis included the Design Failure Mode and Effects Analysis 
(DFMEA), Process Failure Mode and Effects Analysis (PFMEA) and User FMEA. The 
FMEAs included identification and addressing of potential risks or error sources, analyzing 
potential causes, effects and the existing measures or mitigation factors related to the 
WELLlife COVID-19 Antigen Test Rx. The elements considered included operator error, 
environmental factors, specimen and reagent handling and storage.  
Potential sources of errors that could adversely affect system performance were identified 
and mitigated first through system design verification and validation studies and then through 
additional precautions and warnings in the labeling. The identified risks which could result in 
erroneous test results were evaluated in flex studies that stressed the functional limits of the 
test system (see Item 3 below).  
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2. Fail-Safe and Failure Alert Mechanisms: 

The WELLlife COVID-19 Antigen Test Rx was designed to include numerous features and 
fail-safe mechanisms built into the system to prevent erroneous results. The summary of the 
Design Failure Mode and Effects Analysis (DFMEA), Process Failure Mode and Effects 
Analysis (PFMEA) and User FMEA is presented below. 
 
Design Features 

• Each test is packaged in a foil pouch with desiccant to maintain the integrity of the 
test device and reagents. 

• Each kit is printed with the assay name/type, lot number, and expiration date to 
ensure clarity and appropriate use.  

• The instructions for use/quick instructions for use clearly define the intended user, 
environment and indications for use for test device.  

• The test device was also designed to include a window for internal procedural 
controls. The external controls (WELLlife COVID-19 Antigen Test Rx Control Kit) 
are provided separately and can also be tested with this test device. 

• Each test cassette features distinct position marks to facilitate clear result 
interpretation for the test and control locations that are denoted by “T” and “C” 
respectively.  

Process Features 
The extreme conditions when testing and the variabilities in the testing procedures were 
assessed as part of their flex studies. 

Fail-safe Features (Controls) 

• Internal Control: The WELLlife COVID-19 Antigen Test Rx has a built-in internal 
procedural control. A pink to purple line should always appear in the control line 
region (C) indicating that proper volume of sample has been added and that 
membrane wicking has occurred. If the control line is not present, regardless of 
whether a sample line is present, the test is invalid. Testing with a new sample and 
new device is recommended.  

• External Controls (WELLlife COVID-19 Antigen Test Rx Control Kit):  – Two 
external control swabs (a positive swab and a negative swab) that are packaged and 
sold separately from the test kit, are available to ensure that the reagents and test 
cassette are functioning properly, and to demonstrate proper use and performance by 
the operator. External control swabs are treated the same way as the patient sample 
swab and processed according to the test instructions for use.  
The manufacturer recommends the external quality control requirements should be 
established as required by site quality control procedure and in accordance with local, 
state, and federal regulations or accreditation requirements. Minimally, Wondfo 
recommends that positive and negative external controls be run once for each new kit 
lot, each new shipment received, and each new operator. 
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• The name of the test and a statement that labs with a Certificate of Waiver may use it. 
• A statement clearly states the specimen type. 
• A statement that laboratories with a Certificate of Waiver must follow the manufacturer's 

instructions for performing the test. 
• The IFU and QRI provides instructions for conducting quality control.  
• Interpretation of results, including diagrams on how to read and assess validity of test 

results and control results. 
• A warning addressing color blindness when waived tests use color-coded reagents and/or 

endpoints. 
• Safety considerations for test operation that particularly apply to untrained users. 
• Telephone number to contact manufacturer for technical assistance or troubleshooting the 

test system and to direct the user to call for assistance when the device or the control 
materials do not work as specified by the manufacturer.  

• The labeling is sufficient and satisfies the requirements of 21 CFR Part 809.10.  
 

XI. Conclusion 
 
The submitted information in this CLIA waiver application supports a CLIA waiver approval 
decision. 
 




