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Flowflex SARS-CoV-2 Antigen Rapid Test Evaluation Report 

 
The Flowflex SARS-CoV-2 Antigen Rapid Test is a lateral flow chromatographic immunoassay for the 
qualitative detection of the nucleocapsid protein antigen from SARS-CoV-2 in nasal swab specimens 
directly from individuals who are suspected of COVID-19 by their healthcare provider within the first seven 
days of the onset of symptoms. The Flowflex SARS-CoV-2 Antigen Rapid Test does not differentiate 
between SARS-CoV and SARS-CoV-2. 
 
Results are for the identification of SARS-CoV-2 nucleocapsid antigen. This antigen is generally detectable 
in upper respiratory samples during the acute phase of infection. Positive results indicate the presence of 
viral antigens, but clinical correlation with patient history and other diagnostic information is necessary 
to determine infection status. Positive results do not rule out bacterial infection or co-infection with other 
viruses. The agent detected may not be the definite cause of disease. 
Negative results from patients with more than seven days post symptom onset should be treated as 
presumptive and confirmed with a molecular assay, if necessary, for patient management. Negative 
results do not rule out SARS-CoV-2 infection and should not be used as the sole basis for treatment or 
patient management decisions, including infection control decisions. Negative results should be 
considered in the context of a patient͛s recent exposures, history and the presence of clinical signs and 
symptoms consistent with COVID-19. 
 
The Flowflex SARS-CoV-2 Antigen Rapid Test is intended for use by trained clinical laboratory personnel 
and individuals trained in point of care settings. 
 

1. Purpose: To evaluate the performance of the Flowflex SARS-CoV-2 Antigen Rapid Test  

 

2. Material:  

 
Materials Lot 

SARS-CoV-2 Antigen Rapid Test  202009101 202009001 202009201 
Extraction Buffer 202008001 202008002 202008003 

 
3. Study procedure and results 

3.1 Imprecision/reproducibility Study 
Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot#1:202009101, Lot#2:202009001, Lot#3:202009201 
x Extraction Buffer, Lot1#:202008001, Lot2#:202008002, Lot3#:202008003 
x SARS-CoV-2 Antigen Negative Sample              Lot#: COVAG200904N 
x SARS-CoV-2 Antigen Low Positive Sample P3        Lot#: COVAG200904P3 
x SARS-CoV-2 Antigen Middle Positive Sample P2      Lot#: COVAG200904P2 
x SARS-CoV-2 Antigen High Positive Sample P1        Lot#: COVAG200904P1 
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Procedure: 
3 Lots of SARS-CoV-2 Antigen Rapid Test were tested according to the package insert by 
3 operators. Each operator performed 2 tests on each control for 5 days in 2 sites in China. 
Total 180 tests were performed per each control: 2 replicates X 5 days X 3 lots X 3 
operators X 2 sites = 180 tests.  

Test results: 
SARS-CoV-2 
Samples 

Lot 1 Lot 2 Lot 3 

High Pos + /  60 replicates + /  60 replicates + /  60 replicates 
Mid Pos + /  60 replicates + /  60 replicates + /  60 replicates 
Low Pos + /  60 replicates + /  60 replicates + /  60 replicates 
Neg - /  60 replicates - /  60 replicates - /  60 replicates 

Conclusions: 
All three lots identified the samples 100% correctly as negative or positive. 

 
3.2 Limit of Detection (LOD)  

Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot#1:202009101, Lot#2:202009001, Lot#3:202009201 
x Extraction Buffer, Lot1#:202008001, Lot2#:202008002, Lot3#:202008003 
x SARS-CoV-2 viral culture 
Procedure: 
1. Sample Application Method: Apply 4~5 drops (approximately 100~125 ul) of sample to 

the sample well on the test cassette, then start the timer, read the result at 15-20 minutes. 
2. Dilute the high concentration SARS-CoV-2 viral culture with the Extraction Buffer. 
3. Use 3 lots of SARS-CoV-2 antigen rapid test to test the samples, and every sample is tested 

in 10 replicates. Calculate the detectable rate for each sample. 
4. The minimum concentration with шϵϱй detectable rate is defined as the minimum 

detectability (LOD). 
Test results: 
Culture sample: 

Concentration Lot Test Result Detectable 
rate 

2.56 x 103 
TCID50/mL 

Lot 1 + / 10 replicates 

100% 
(30/30) 

Lot 2 + / 10 replicates 

Lot 3 + / 10 replicates 

1.28 x 103 
TCID50/mL 

Lot 1 + / 10 replicates 

100% 
(30/30) 

Lot 2 + / 10 replicates 

Lot 3 + / 10 replicates 
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6.4 x 102 
TCID50/mL 

Lot 1 + / 10 replicates 

100% 
(30/30) 

Lot 2 + / 10 replicates 

Lot 3 + / 10 replicates 

3.2 x 102 
TCID50/mL 

Lot 1 + / 10 replicates 

100% 
(30/30) 

Lot 2 + / 10 replicates 

Lot 3 + / 10 replicates 

1.6 x 102 
TCID50/mL 

Lot 1 + / 10 replicates 

96.7% 
(29/30) 

Lot 2 + / 10 replicates 

Lot 3 + 9 replicates / - 1 replicate 

8 x 10 
TCID50/mL 

Lot 1 - / 10 replicates 

0% (0/30) Lot 2 - / 10 replicates 

Lot 3 - / 10 replicates 

 
Conclusion: 
According to the test result, the LOD is 1.6 x 102 TCID50/mL 

 
3.3 Clinical study – nasal swabs 

A multi-site clinical study was conducted to evaluate the performance of the SARS-CoV-2 
Antigen Rapid Test, and the results are shown below. 
 
Site 1 Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot# 202009001 
x Comparison method: RT-PCR, Novel Coronavirus (2019-nCoV) Nucleic Acid Diagnostic Kit 

(PCR-Fluorescence Probing), manufactured by Sansure BioTech Inc. 
x Extraction Buffer, Lot1#:202008001 
x Nasal swab samples from infected patients and non-infected patients 
Site 1 Procedure: 
1. Study was conducted in Hangzhou, China 

x 304 clinical nasal swabs were collected from patients who were suspected of 
COVID-19 (within 7 days of onset). All the samples were confirmed with RT-PCR. 

x 34 positive clinical nasal swabs collected from patients. 29 samples with Ct counts 
<33, 5 samples with Ct counts шϯϯ. 
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2. Following product package insert, performed the test and read the result at 15-20 
minutes.  

 
Test results: 

Candidate method RT-PCR method 
Negative Positive* Total 

Flowflex 
Test 

Results 

Negative 269 1 270 
Positive 1 33 34 

Total 270 34 304 
 
 
Site 2 Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot# 202009001 
x Comparison method: TaqPath COVID-19 Combo Kit, FDA authorized RT-PCR test for 

emergency use, manufactured by Thermo Fisher Scientific, Inc. 

x Nasal swab samples from infected patients and non-infected patients 
 

Site 2 Procedure: 
1. Study is being conducted in multiple U.S. sites in California and Florida, and it is ongoing. 

So far, 125 clinical nasal swabs were collected from patients who were suspected of 
COVID-19 (within 7 days of onset). All the samples were confirmed with RT-PCR method. 

2. Following product package insert, performed the test and read the result at 15-20 
minutes. 

 
Test results: 
  

Candidate method RT-PCR method 
Negative Positive Total 

Flowflex 
Test 

Results 

Negative 32 3* 35 
Positive 1 89 90 

Total 33 92 125 
*3 samples with PCR CT value 33.97 – 33.99 
 
Summary of combined clinical studies at all sites: 

Candidate method RT-PCR method 
Negative Positive Total 

Flowflex 
Test 

Results 

Negative 301 4 305 
Positive 2 122 124 

Total 303 126 429 
 

 



6 
 

Conclusions: 
The sensitivity, specificity, and accuracy are meeting MHRA acceptable requirement, which 
has sensitivity greater than 80% and specificity greater than 95%. 

 Performance 95% CI 
Sensitivity 96.8% 

(122/126) 
92.1%-
99.1% 

Specificity 99.3% 
(301/303) 

97.6%- 
99.9% 

Accuracy 98.6% 
(423/429) 

97.0% 
-99.5% 

  
 

3.4 Endogenous Interfering Substances  
To determine if the substances that naturally present in respiratory specimens or that may 
be artificially introduced into the nasal cavity interfere with Flowflex SARS-CoV-2 Antigen 
Test. 
 
Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot# 202009001 
x Heat inactivated SARS-CoV-2 virus: Isolate USA-WA1/2020, Cat# 0810587CFHI, 

Lot#324615 
x Extraction Buffer, Lot# 102820 
x Pooled human negative clinical matrix 
 
Procedure 1: Test the endogenous substances in the absence of heat inactivated SARS-Cov-
2 virus. 
The samples were prepared by spiking each substance into the human negative clinical 
matrix to the target concentration listed in the table below. Each sample was tested in 
triplicate with Flowflex SARS-CoV-2 Antigen Test according to the package insert. 
 
Test Results: 
No cross-reactivity was observed with the endogenous interfering substances when tested 
at the concentration presented in the table below.    
 
Procedure 2: Test the endogenous substances in the presence of heat inactivated SARS-CoV-
2 virus. 
The samples were prepared by spiking each substance and heat inactivated SARS-Cov-2 
virus into the human negative clinical matrix to the target concentration in the presence of 
heat inactivated SARS-CoV-2 virus at 9.71 x 102 TCID50/mL. Each sample was tested in 
triplicate according to the package insert. 
 
Test Results: 
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No interference was observed. 
 

 
      Endogenous Interference Substances Study Results  

Interfering Substances Active Ingredient Concentration 
Cross-

Reactive 
Results 

Interference 
Results 

Endogenous 
Mucin  0.5% w/v - - - + + + 

Whole Blood 4% v/v - - - + + + 

Afrin Original Nasal Spray  Oxymetazoline 15% v/v - - - + + + 

ALKALOL Allergy Relief Nasal Spray  Homeopathic 1:10 Dilution - - - + + + 

Chloraseptic Max Sore Throat Lozenges  Menthol, 
Benzocaine 1.5 mg/mL - - - + + + 

CVS Health Fluticasone Propionate 
Nasal Spray 

Fluticasone 
propionate  5% v/v - - - + + + 

Equate Fast-Acting Nasal Spray  Phenylephrine  15% v/v - - - + + + 

Equate Sore Throat Phenol Oral 
Anesthetic Spray Phenol  15% v/v - - - + + + 

Original Extra Strong Menthol Cough 
Lozenges Menthol 1.5 mg/mL - - - + + + 

NasalCrom Nasal Spray  Cromolyn  15% v/v - - - + + + 

NeilMed NasoGel for Dry Noses  Sodium Hyaluronate 5% v/v - - - + + + 

Throat Lozenge Dyclonine 
Hydrochloride 1.5mg/mL - - - + + + 

Zicam Cold Remedy 
Galphimia glauca, 
Luffa operculata, 

Sabadilla 
5% v/v - - - + + + 

Antibiotic Mupirocin  10 mg/mL - - - + + + 

Tamiflu Oseltamivir 
Phosphate  5 mg/mL - - - + + + 

Antibiotic Tobramycin 4 ug/mL - - - + + + 
 
Conclusion: 
Based on the data generated by this study, the endogenous interfering substances tested do 
not cross-react or interfere with Flowflex SARS-CoV-2 Antigen test. 
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3.5 Cross Reactivity (Analytical Specificity) 
To demonstrate the related pathogens and organisms that are reasonably likely to be 
present in the nasal cavity do not interfere with test performance of Flowflex SARS-Cov-2 
Antigen Test. 
 
Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot#2:202009001 
x Extraction Buffer, Lot#102820 
x Pooled human negative clinical matrix 
 
Procedure: Cross-Reactivity Wet Testing 
Samples were prepared by spiking each stock inactivated viruses and bacteria into the pooled 
human negative clinical matrix. Each organism and virus were tested in triplicate with Flowflex 
SARS-CoV-2 Antigen Test.  
 
Test Results: 
No cross-reactivity was observed with the following bacteria and viruses when tested at the 
concentration presented in the table below. 
  

Potential Cross -Reactant Test 
Concentration  

Cross-Reactive     
Results 

Virus 

Adenovirus 1.14 x 106 
TCID50/mL - - - 

Enterovirus 9.50 x 105 
TCID50/mL - - - 

Human coronavirus 229E  1.04 x 105 
TCID50/mL - - - 

Human coronavirus OC43 2.63 x 105 
TCID50/mL - - - 

Human coronavirus NL63 1.0 x 105 
TCID50/mL - - - 

Human Metapneumovirus 1.25 x 105 
TCID50/mL - - - 

MERS-coronavirus 7.90 x 105 
TCID50/mL - - - 
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Influenza A 1.04 x 105 
TCID50/mL - - - 

Influenza B 1.04 x 105 
TCID50/mL - - - 

Parainfluenza virus 1 1.25 x 105 
TCID50/mL - - - 

Parainfluenza virus 2 3.78 x 105 
TCID50/mL - - - 

Parainfluenza virus 3 1.0 x 105 
TCID50/mL - - - 

Parainfluenza virus 4 2.88 x 106 
TCID50/mL - - - 

Respiratory syncytial virus 3.15 x 105 
TCID50/mL - - - 

Rhinovirus 3.15 x 105 
TCID50/mL - - - 

Bacteria 

Bordetella pertussis 2.83 x 109 
CFU/mL - - - 

Chlamydia trachomatis 3.13 x 108 
CFU/mL - - - 

Haemophilus influenza 1.36 x 108 
CFU/mL - - - 

Legionella pneumophila 4.08 x 109 
CFU/mL - - - 

Mycobacterium tuberculosis 1.72 x 107 
CFU/mL - - - 

Mycoplasma pneumoniae 7.90 x 107 
CFU/mL - - - 

Staphylococcus epidermidis 2.32 x 109 
CFU/mL - - - 

Streptococcus pneumoniae 1.04 x 108 
CFU/mL - - - 

Streptococcus pyogenes 4.10 x 106 
CFU/mL - - - 

Pneumocystis jirovecii-S. 
cerevisiae  

8.63 x 107 
CFU/mL - - - 

Pseudomonas aeruginosa 1.87 x 108 
CFU/mL - - - 

Pooled human nasal wash  N/A - - - 

Yeast Candida albicans 1.57 x 108 
CFU/mL - - - 
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3.6 Microbial Interference Studies 
To demonstrate that false negatives will not occur with Flowflex SARS-Cov-2 Antigen Test 
when SARS-CoV-2 is present in a specimen with other microorganisms. 
 
Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot# 202009001 
x Heat inactivated SARS-CoV-2 virus: Isolate USA-WA1/2020, Cat# 0810587CFHI, 

Lot#324615 
x Extraction Buffer, Lot#102820 
x Pooled human negative clinical matrix 

 
Procedure: 
The samples were prepared by spiking each inactivated viruses and bacterial cells and heat 
inactivated SARS-CoV-2 virus into the pooled human negative clinical matrix.  Each organism 
and virus in the presence of heat inactivated SARS-CoV-2 virus at 9.71 x 102 TCID50/mL were 
tested in triplicate with Flowflex SARS-CoV-2 Antigen Test. 
 
Test Results: 
No interference was observed in the presence of heat inactivated SARS-CoV-2 virus with the 
following bacteria and viruses when tested at the concentration presented in the table below. 
 

Potential Cross -Reactant Test 
Concentration  

Interference 
Results 

Virus 

Adenovirus 1.14 x 106 
TCID50/mL + + + 

Enterovirus 9.50 x 105 
TCID50/mL + + + 

Human coronavirus 229E  1.04 x 105 
TCID50/mL + + + 

Human coronavirus OC43 2.63 x 105 
TCID50/mL + + + 

Human coronavirus NL63 1.0 x 105 
TCID50/mL + + + 

Human Metapneumovirus 1.25 x 105 
TCID50/mL + + + 

MERS-coronavirus 7.90 x 105 
TCID50/mL + + + 
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Influenza A 1.04 x 105 
TCID50/mL + + + 

Influenza B 1.04 x 105 
TCID50/mL + + + 

Parainfluenza virus 1 1.25 x 105 
TCID50/mL + + + 

Parainfluenza virus 2 3.78 x 105 
TCID50/mL + + + 

Parainfluenza virus 3 1.0 x 105 
TCID50/mL + + + 

Parainfluenza virus 4 2.88 x 106 
TCID50/mL + + + 

Respiratory syncytial virus 3.15 x 105 
TCID50/mL + + + 

Rhinovirus 3.15 x 105 
TCID50/mL + + + 

Bacteria 

Bordetella pertussis 2.83 x 109 
CFU/mL + + + 

Chlamydia trachomatis 3.13 x 108 
CFU/mL + + + 

Haemophilus influenza 1.36 x 108 
CFU/mL + + + 

Legionella pneumophila 4.08 x 109 
CFU/mL + + + 

Mycobacterium tuberculosis 1.72 x 107 
CFU/mL + + + 

Mycoplasma pneumoniae 7.90 x 107 
CFU/mL + + + 

Staphylococcus epidermidis 2.32 x 109 
CFU/mL + + + 

Streptococcus pneumoniae 1.04 x 108 
CFU/mL + + + 

Streptococcus pyogenes 4.10 x 106 
CFU/mL + + + 

Pneumocystis jirovecii-S. 
cerevisiae  

8.63 x 107 
CFU/mL + + + 

Pseudomonas aeruginosa 1.87 x 108 
CFU/mL + + + 

Pooled human nasal wash  N/A + + + 

Yeast Candida albicans 1.57 x 108 
CFU/mL + + + 

 
Conclusion: 
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Based on the data generated by this study, the organisms or viruses tested do not cross-react 
or interfere with Flowflex SARS-CoV-2 Antigen test. 
 

3.7 Hook effect 
To evaluate if the false negative result can be observed when test very high levels of heat 
inactivated SARS-CoV-2 virus with Flowflex SARS-Cov-2 Antigen Test. 
 
Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot# 202009001 
x Heat inactivated SARS-CoV-2 virus: Isolate USA-WA1/2020, Cat# 0810587CFHI, 

Lot#324615 
x Extraction Buffer, Lot#102820 
x Pooled human negative clinical matrix 
 
Procedure: 
Samples were prepared by adding heat inactivated SARS CoV-2 virus into the human negative 
nasal matrix pool for preparing the highest concentration 7.5 x 105 TCID50/mL of heat 
inactivated SARS-CoV-2 available in the human negative nasal matrix. Contrived nasal swab 
samples were prepared by absorbing 50 uL of the virus at 7.5 x 105 TCID50/mL onto the swab. 
The contrived swab samples were tested in triplicate according to the package insert.   
 
Conclusion:  
No high dose hook effect was observed when tested with up to a concentration of 7.5 x 105 
TCID50/mL of heat inactivated SARSͲCoVͲϮ virus with Flowflex SARSͲCoVͲϮ Antigen Test. 

 
3.8 Read Time Flex 

To demonstrate that the test result is stable when read within the recommended time 
window. 
 
Material: 
SARS-CoV-2 Antigen Rapid Test, Lot#1:COV0110005 
Buffer, Lot#:TDE20110009 
SARS-CoV-2 Antigen Negative Sample              Lot#: 20201104 
SARS-CoV-2 Antigen Low Positive Control        Lot#: COVAG200930L 
SARS-CoV-2 Antigen Middle Positive Control      Lot#: COVAG200930M 
ACON Rapid Flow Test Color Card, Lot#20200112 
 
Procedure: 
SARS-CoV-2 Antigen negative, high, middle and low positive sample are tested with SARS-
CoV-2 Antigen Rapid Test according to package insert. Each test was performed in triplicate. 
The test results were recorded at 5, 10, 15, 20 and 30 mins. 
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Test results: 

SARS-CoV-
2 Samples 

5 min 10 min 15 min 20 min 30 min 

Neg - / 3 
replicates 

- / 3 
replicates 

- / 3 
replicates 

- / 3 
replicates 

- / 3 
replicates 

Low Pos - / 3 
replicates 

+/ 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

Mid Pos + / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

High Pos + / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

+ / 3 
replicates 

 
 
Conclusion:  
The results are stable when read between 10 minutes to 30 minutes. 
 

3.9 Stability Study 
Material: 
x SARS-CoV-2 Antigen Rapid Test, Lot#1:202009101, Lot#2:202009001, Lot#3:202009201 
x Extraction Buffer, Lot1#:202008001, Lot2#:202008002, Lot3#:202008003 
x SARS-CoV-2 Antigen Negative Sample              Lot#: COVAG200904N 
x SARS-CoV-2 Antigen Low Positive Sample P3        Lot#: COVAG200904P3 
x SARS-CoV-2 Antigen Middle Positive Sample P2      Lot#: COVAG200904P2 
x SARS-CoV-2 Antigen High Positive Sample P1        Lot#: COVAG200904P1 
x SARS-CoV-2 Antigen positive control swab, Lot#1: 202009003P-1, Lot#2: 202009003P-2, 

Lot#3: 202009003P-3 
x SARS-CoV-2 Antigen negative control swab, Lot#1: 202009003N-1, Lot#2: 202009003N-

2, Lot#3: 202009003N-3 
 
3.9.1 Accelerated stability 
Estimate the shelf life for SARS-CoV-2 Antigen Rapid Test, Extraction Buffer and Control 
Swabs basing on the accelerate stability study. 
 
Procedure: 
Accelerated stability study for three lots (including tests in individual pouches, control swabs 
in individual pouches, extraction buffer in tube) will be stored at 55°C/65°C to estimate 
product stability. Tests will be assayed according to package insert at designated time points. 
For each device lot, run 3 replicates per sample at each time points. Read the results according 
to package insert. 
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Test results: 

Result of SARS-CoV-2 Antigen Rapid Test 
55°C 

SARS-CoV-2 Samples 0 day 7 days 14 days 
Neg - / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
Low Pos + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
Mid Pos + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
High Pos + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
 
65°C 

SARS-CoV-2 Samples 0 day 7 days 14 days 
Neg - / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
Low Pos + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
Mid Pos + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
High Pos + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
 

Result of SARS-CoV-2 Antigen Control swab: 
55°C 

Samples 0 day 7 days 14 days 
Positive Control Swab + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
Negative Control Swab - / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
 
65°C 

Samples 0 day 7 days 14 days 
Positive Control Swab + / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
+ / 3 tests x 3 

lots 
Negative Control Swab - / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
- / 3 tests x 3 

lots 
 
Conclusion:  
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SARS-CoV-2 Antigen Rapid Test, extraction buffer and SARS-CoV-2 Antigen Control Swabs are 
stable at 65°C for 14 days, so the shelf life can be estimated at least 24 months. 
 
 
 
3.9.2 Real time stability 
Estimate the shelf life for SARS-CoV-2 Antigen Rapid Test, Extraction Buffer and Control 
Swabs basing on the real time stability study. 
 
Procedure: 
Real time stability study for three lots (including tests in individual pouches, control swabs in 
individual pouches, extraction buffer in tube) will be stored at 2-8°C/30°C to estimate product 
stability. Tests will be assayed according to package insert at designated time points every 3 
months until the timepoints that performance does not meet the acceptance criteria. For 
each device lot, negative and different levels of positive samples will be tested, run 3 
replicates per sample at each time points. Read the results according to package insert. 
 
Acceptance criteria:  
Negative sample will generate negative result 
Low positive, medium positive and high positive sample will generate positive results 
 
Test results: 

Result of SARS-CoV-2 Antigen Rapid Test: 
2-8°C 

SARS-CoV-
2 Samples Neg Low Pos Mid Pos High Pos 

0 day - / 3 tests x 3 lots + / 3 tests x 3 lots + / 3 tests x 3 lots + / 3 tests x 3 lots 

3 months         
6 months         
9 months         

12 months         
 
 
 
30°C 

SARS-CoV-
2 Samples Neg Low Pos Mid Pos High Pos 

0 day - / 3 tests x 3 lots + / 3 tests x 3 lots + / 3 tests x 3 lots + / 3 tests x 3 lots 

3 months         
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6 months         
9 months         

12 months         
 

Result of SARS-CoV-2 Antigen Control swab: 
2-8°C 
 
SARS-CoV-2 

Samples Neg control swab Pos control swab  

0 day - / 3 tests x 3 lots + / 3 tests x 3 lots 

3 months     
6 months     
9 months     

12 months     
 
30°C 
SARS-CoV-2 

Samples Neg control swab Pos control swab  

0 day - / 3 tests x 3 lots + / 3 tests x 3 lots 

3 months     
6 months     
9 months     

12 months     
 
Conclusion:  
The real time stability of SARS-CoV-2 Antigen Rapid Test, extraction buffer and SARS-CoV-2 
Antigen Control Swab are still in process. It is scheduled to finish in December 2022. 
 
 

 
MDSS GmbH 

Schiffgraben 41 
30175 Hannover, Germany 



Test rápido de antígenos para el 
SARS-CoV-2 
Prospecto 

REF L031-11815 Espaxol 
Un test rápido para realizar una detecciyn cualitativa de anttgenos de la nucleocápside 
del SARS-CoV-2 en muestras obtenidas mediante hisopos nasales. 
Solo para uso profesional de diagnystico in vitro. 

USO PREVISTO 
El WesW ripido de anWtgenos para el SARS-CoV-2 es Xn inmXnoanilisis cromaWogrifico de 
flXjo laWeral desWinado a la deWecciyn cXaliWaWiYa del anWtgeno de la proWetna nXcleocipside 
del SARS-CoV-2 en mXesWras obWenidas medianWe hisopos nasales direcWamenWe de 
personas cX\o proYeedor de asisWencia saniWaria sospeche qXe pXeden sXfrir COVID-19 
dXranWe los primeros sieWe dtas de la apariciyn de stnWomas. El WesW ripido de anWtgenos 
para el SARS-CoV-2 no diferencia enWre el SARS-CoV \ el SARS-CoV-2. 
Los resXlWados Wienen el objeWiYo de idenWificar el anWtgeno de la nXcleocipside del SARS-
CoV-2. EsWe anWtgeno generalmenWe pXede deWecWarse en las mXesWras obWenidas de las 
Ytas respiraWorias sXperiores dXranWe la fase agXda de la infecciyn. Un resXlWado posiWiYo 
indica la presencia de anWtgenos Ytricos, pero es necesario reali]ar Xna correlaciyn cltnica 
con el hisWorial del pacienWe \ oWros daWos diagnysWicos para deWerminar el esWado de 
infecciyn. Un resXlWado posiWiYo no descarWa las infecciones bacWerianas ni las coinfecciones 
con oWros YirXs. El YirXs deWecWado podrta no ser la caXsa final de la enfermedad.  
Un resXlWado negaWiYo en pacienWes con stnWomas WranscXrridos sieWe dtas deberta WraWarse 
como indicio \ confirmarse con Xn anilisis molecXlar, si fXera necesario, para poder WraWar 
al pacienWe. Un resXlWado negaWiYo no descarWa el conWagio del SARS-CoV-2 \ no debe 
emplearse como base ~nica para las decisiones relaWiYas al WraWamienWo o la gesWiyn de 
los pacienWes, inclXidas las decisiones relaWiYas al conWrol de la infecciyn. Los resXlWados 
negaWiYos deben enWenderse en el conWe[Wo de las e[posiciones recienWes del pacienWe, 
sX hisWorial \ la presencia de signos \ stnWomas correspondienWes a la COVID-19. 
El WesW ripido de anWtgenos para el SARS-CoV-2 deben Xsarlo profesionales de 
laboraWorios cltnicos formados \ personas formadas en insWalaciones de aWenciyn mpdica. 

RESUMEN 
Los nXeYos coronaYirXs perWenecen al gpnero ȕ.1 La COVID-19 es Xna enfermedad 
respiraWoria infecciosa \ agXda. Todas las personas presenWan Xna predisposiciyn 
general hacia ella. AcWXalmenWe, los pacienWes conWagiados con el nXeYo coronaYirXs 
represenWan la principal fXenWe de infecciyn; las personas conWagiadas \ asinWomiWicas 
Wambipn pXeden ser Xna fXenWe de infecciyn. De acXerdo con las inYesWigaciones 
epidemiolygicas acWXales, el periodo de incXbaciyn dXra enWre 1 \ 14 dtas; generalmenWe 
enWre 3 \ 7 dtas. Los principales stnWomas son la fiebre, el cansancio \ la Wos seca. 
Tambipn pXede obserYarse en algXnos casos congesWiyn nasal, mXcosidad nasal, dolor 
de garganWa, mialgia \ diarrea. 

PRINCIPIO 
El WesW ripido de anWtgenos para el SARS-CoV-2 es Xn inmXnoanilisis cromaWogrifico 
cXaliWaWiYo basado en membranas desWinado a la deWecciyn cXaliWaWiYa del anWtgeno de la 
nXcleocipside del SARS-CoV-2 en mXesWras hXmanas obWenidas medianWe hisopos 
nasales. 
Al procesar las mXesWras e incorporarlas al caseWe de la prXeba, los anWtgenos del SARS-
CoV-2, de haberlos en la mXesWra, reaccionarin con las parWtcXlas impregnadas de 
anWicXerpos frenWe al SARS-CoV-2, qXe se habrin impregnado preYiamenWe en la Wira 
reacWiYa. A conWinXaciyn, la me]cla se despla]a hacia arriba por la membrana medianWe 
acciyn capilar. Los complejos conjXgados con el anWtgeno se despla]an por la Wira 
reacWiYa hacia la ]ona de reacciyn \ Xna ltnea de fijaciyn medianWe anWicXerpos los 
capWXra sobre la membrana. Los resXlWados de la prXeba pXeden obserYarse a simple 
YisWa en 15 minXWos en fXnciyn de la presencia o aXsencia de ltneas de color. 
Para conWar con Xn conWrol del procedimienWo, siempre apareceri Xna ltnea de color en 
la regiyn de la ltnea de conWrol para indicar qXe se ha\a incorporado el YolXmen de 
mXesWra adecXado \ qXe la membrana ha\a absorbido la sXsWancia. 

REACTIVOS 
El caseWe de la prXeba conWiene parWtcXlas impregnadas con anWicXerpos frenWe al SARS-
CoV-2 sobre la membrana. El hisopo de conWrol posiWiYo conWiene anWtgenos 
recombinanWes del SARS-CoV-2 preYiamenWe impregnados en el hisopo. 

PRECAUCIONES 
x Solo para Xso profesional de diagnysWico in YiWro. No Xsar Wras la fecha de cadXcidad.
x No comer, beber ni fXmar en la ]ona en la qXe se manipXlen las mXesWras \ los kiWs.
x No Xsar el WesW si la bolsa esWi daxada.
x ManipXlar las mXesWras como si conWXYieran agenWes infecciosos. SegXir las

precaXciones en Yigor conWra los riesgos biolygicos medianWe la reali]aciyn de
prXebas \ cXmplir los procedimienWos esWindar para desechar las mXesWras de
manera adecXada.

x Usar ropa de proWecciyn como baWas de laboraWorio, gXanWes desechables \ gafas
proWecWoras al someWer las mXesWras a prXeba.

x Las prXebas XWili]adas deben desecharse de acXerdo con las normaWiYas locales. Las
prXebas XWili]adas deben considerarse poWencialmenWe infecciosas \ deben
desecharse de acXerdo con las normaWiYas locales.

x La hXmedad \ la WemperaWXra pXeden inflXir de forma negaWiYa en los resXlWados.
x EsWe prospecWo debe leerse por compleWo anWes de reali]ar la prXeba. Si no se sigXen

las insWrXcciones del prospecWo, podrtan prodXcirse resXlWados imprecisos en las prXebas.
ALMACENAMIENTO Y ESTABILIDAD 

x El kiW pXede almacenarse a WemperaWXras de enWre 2 \ 30 �C.
x La prXeba manWiene sX esWabilidad hasWa la fecha de cadXcidad qXe figXra en la bolsa

sellada.
x La prXeba debe conserYarse en la bolsa sellada hasWa sX Xso.
x NO CONGELAR.
x No Xsar Wras la fecha de cadXcidad.

MATERIALES 
Materiales suministrados 

x CaseWes de prXeba x TXbos del Wampyn de e[Wracciyn
x Hisopo de conWrol posiWiYo x Hisopo de conWrol negaWiYo
x Hisopos nasales esWpriles* x ProspecWo
* Los hisopos nasales estpriles los produce otro fabricante.

Materiales necesarios y no suministrados 
x EqXipo de proWecciyn personal x Tempori]ador

EXTRACCIÏN DE MUESTRAS Y PREPARACIÏN 
x El WesW ripido de anWtgenos para el SARS-CoV-2 pXede reali]arse Xsando mXesWras

obWenidas medianWe hisopos nasales.
x La prXeba debe reali]arse de inmediaWo Wras la e[Wracciyn de la mXesWra o en Xn pla]o

mi[imo de Xna (1) hora desde dicha e[Wracciyn.
x Para e[Wraer Xna mXesWra medianWe hisopo nasal:

1. InWrodX]ca con cXidado Xn hisopo nasal esWpril, que se 
suministra en el kit, en Xn orificio nasal. MedianWe Xna 
sXaYe roWaciyn, empXje el hisopo Xnos 2,5 cm desde el 
borde del orificio nasal.

2. Gire el hisopo cinco Yeces Wocando la mXcosa del inWerior 
del orificio nasal para garanWi]ar qXe se e[Wraiga Xna 
mXesWra sXficienWe.

3. Con el mismo hisopo, repiWa esWe proceso en el oWro orificio 
nasal para asegXrarse de e[Wraer Xna canWidad adecXada 
de mXesWra de ambas caYidades nasales.

4. ReWire el hisopo de la caYidad nasal. La mXesWra \a esWi lisWa para sX preparaciyn
con los WXbos del Wampyn de e[Wracciyn.

INSTRUCCIONES DE USO 
Deje que la prueba y el tampyn de extracciyn alcancen la temperatura ambiente 
(15-30 �C) antes de proceder con la prueba. 
1. Use Xn WXbo del Wampyn de e[Wracciyn para cada mXesWra qXe deba someWerse a

prXeba \ eWiqXeWe cada WXbo de manera adecXada.
2. Desenrosque la tapa del gotero del tubo de la disolución amortiguadora de

extracción sin apretar.
3. InWrodX]ca el hisopo en el WXbo \ remXpYalo dXranWe al menos 30 segXndos. A 

conWinXaciyn, gtrelo al menos cinco Yeces mienWras ejerce presiyn en los laWerales
del WXbo. Tenga cXidado de no YerWer el conWenido del WXbo.

4. SaqXe el hisopo mienWras presiona los laWerales del WXbo para e[Wraerle el ltqXido.
5. EnrosqXe firmemenWe la Wapa del goWero en el WXbo de Wampyn de e[Wracciyn qXe conWiene 

la mXesWra. Me]cle bien la mXesWra remoYiendo o agiWando la parWe inferior del WXbo.
6. SaqXe el caseWe de la prXeba de la bolsa de alXminio \ ~selo lo anWes posible. Los

mejores resXlWados se obWendrin si el anilisis se lleYa a cabo lo anWes posible Wras la
e[Wracciyn de la mXesWra \ en un plazo máximo de una hora desde dicha e[Wracciyn.

7. ColoqXe el caseWe de la prXeba sobre Xna sXperficie plana \ limpia.
8. VierWa la mXesWra en el pocillo del caseWe de la prXeba

a. DesenrosqXe la peqXexa Wapa de la pXnWa del goWero.
b. InYierWa el WXbo del Wampyn de e[Wracciyn con el Wapyn de goWeo hacia abajo \

sXjpWelo en YerWical (a apro[imadamenWe Xnos 2,5 cm del pocillo de la mXesWra).
c. AprieWe el WXbo con sXaYidad \ YierWa 4 goWas de la mXesWra procesada en el pocillo

de la mXesWra.
9. Espere a qXe apare]ca(n) la(s) ltnea(s) de color. El resXlWado deberi Yerse en

15 - 30 minXWos. No lea al resultado una vez transcurridos 30 minutos.

4 gotas de la 
muestra 

procesada 

15-30 min.   Negativo    Positivo  No Válido 



INTERPRETACIÏN DE LOS RESULTADOS 
(ConsXlWe la ilXsWraciyn anWerior) 

NEGATIVO: solo aparece Xna ltnea de color en la regiyn de conWrol (C). No aparecen 
ltneas de color aparenWes en la regiyn de la ltnea de la prXeba (T). EsWo indica qXe no se 
han deWecWado anWtgenos del SARS-CoV-2. 
POSITIVO:* Aparecen dos ltneas de color diferenWes. Una ltnea en la regiyn de la ltnea 
de conWrol (C) \ oWra en la regiyn de la ltnea de la prXeba (T).  EsWo indica qXe se ha 
deWecWado la presencia de anWtgenos del SARS-CoV-2. 
* NOTA: La inWensidad del color de la ltnea de la prXeba (T) pXede Yariar en fXnciyn del
niYel de anWtgenos del SARS-CoV-2 presenWes en la mXesWra. Por lo WanWo, cXalqXier 
Wonalidad de color en la regiyn de la ltnea de la prXeba (T) debe considerarse como Xn 
resXlWado posiWiYo. 
NO VÈLIDO: no aparece la línea de control. Un YolXmen insXficienWe de la mXesWra o 
Xn procedimienWo incorrecWo son los moWiYos mis probables para qXe no apare]ca la 
ltnea de conWrol. ReYise el procedimienWo \ repiWa la prXeba con Xn caseWe de prXeba 
nXeYo. Si el problema persisWe, deje de Xsar el kiW de prXeba de inmediaWo \ pyngase en 
conWacWo con sX disWribXidor local. 

CONTROL DE CALIDAD 
En la prXeba se inclX\en conWroles de procedimienWos inWernos. La ltnea de color qXe 
aparece en la regiyn de la ltnea de conWrol (C) es Xn conWrol de procedimienWos inWerno. 
EsWa confirma Xn niYel de mXesWra sXficienWe \ qXe se ha\a Xsado la Wpcnica de Xso 
correcWa. 
Los hisopos de conWrol negaWiYo \ posiWiYo se sXminisWran con cada kiW. EsWos hisopos de 
conWrol deben Xsarse para garanWi]ar qXe el caseWe de la prXeba \ el procedimienWo de 
la prXeba se empleen de manera adecXada. Siga las indicaciones de la secciyn 
©INSTRUCCIONES DE USOª para reali]ar la prXeba de conWrol. 

LIMITACIONES 
1. El WesW ripido de anWtgenos para el SARS-CoV-2 esWi desWinado e[clXsiYamenWe a

Xn Xso diagnysWico in vitro. EsWa prXeba solo debe Xsarse para la deWecciyn de
anWtgenos del SARS-CoV-2 en mXesWras obWenidas medianWe hisopos nasales. La
inWensidad de la ltnea de la prXeba no gXarda necesariamenWe Xna relaciyn con la
concenWraciyn Ytrica del SARS-CoV-2 en la mXesWra.

2. Las mXesWras deben someWerse a la prXeba Wan pronWo como sea posible Wras sX 
e[Wracciyn, \ siempre en Xn pla]o mi[imo de Xna hora Wras esWa e[Wracciyn.

3. El Xso de medios de WransporWe Ytrico pXede conlleYar Xna redXcciyn de la
sensibilidad de la prXeba.

4. PXede prodXcirse Xn resXlWado falso negaWiYo si el niYel de anWtgenos de la mXesWra
se encXenWra por debajo del ltmiWe de deWecciyn de la prXeba o si la e[Wracciyn se
reali]y de forma incorrecWa.

5. Los resXlWados de la prXeba deben combinarse con oWros daWos cltnicos de los qXe
disponga el personal mpdico.

6. Un resXlWado posiWiYo no descarWa coinfecciones con oWros paWygenos.
7. Un resXlWado posiWiYo no diferencia enWre el SARS-CoV \ el SARS-CoV-2.
8. Un resXlWado negaWiYo no pXede descarWar oWras infecciones bacWerianas o Ytricas.
9. Un resXlWado negaWiYo en pacienWes cX\os stnWomas apare]can despXps de sieWe

dtas deberta WraWarse como indicio \ confirmarse con Xn anilisis molecXlar, si fXera
necesario, para poder reali]ar la gesWiyn cltnica.
(Si es necesario esWablecer Xna diferenciaciyn enWre los disWinWos YirXs \ cepas
espectficos del SARS, deberin reali]arse oWras prXebas.)

CARACTERËSTICAS DE RENDIMIENTO 
Precisiyn, sensibilidad y especificidad clínicas 

El rendimienWo del WesW ripido de anWtgenos para el SARS-CoV-2 se esWableciy con 
304 hisopos nasales e[Wratdos de pacienWes independienWes sinWomiWicos (en Xn pla]o 
de sieWe dtas desde la apariciyn de los stnWomas) de los qXe se sospechaba qXe pXdieran 
esWar conWagiados con la COVID-19. Los resXlWados mosWraron qXe la sensibilidad 
relaWiYa \ la especificidad relaWiYa son las sigXienWes: 

Rendimiento clínico del test rápido de antígenos para el SARS-CoV-2 
Método RT-PCR Resultados 

totales TesW ripido de 
anWtgenos para el 

SARS-CoV-2 

Resultados NegaWiYo PosiWiYo 
NegaWiYo 269 1 270 
PosiWiYo 1 33 34 

Resultados totales 270 34 304 
Sensibilidad relaWiYa: 97,1 % (83,8 % - 99,9 %)*  
Especificidad relaWiYa: 99,6 % (97,7 % - 99,9 %)* 
Precisiyn: 99,3 % (97,5 % - 99,9 %)*  
* 95% Intervalos de confianza

Límite de detecciyn 
El ltmiWe de deWecciyn del WesW ripido de anWtgenos para el SARS-CoV-2 se esWableciy 
Xsando dilXciones resWricWiYas de Xna mXesWra Ytrica inacWiYa medianWe irradiaciyn 
gamma. La mXesWra Ytrica se enriqXeciy con Xna agrXpaciyn de mXesWras nasales 
hXmanas negaWiYas en disWinWas concenWraciones. Cada niYel se someWiy a prXebas 
relaWiYas a 30 rpplicas. Los resXlWados mosWraron qXe el ltmiWe de deWecciyn es de 
1,6 î 102 TCID50/mL. 

Concentraciyn del SARS-CoV-2 en muestra % Positivo (Pruebas) 
1,28*103 TCID50/mL 100% (30/30) 
6,4*102 TCID50/mL 100% (30/30) 
3,2*102 TCID50/mL 100% (30/30) 
1,6*102 TCID50/mL 96,7% (29/30) 
8*10 TCID50/mL 0% (0/30) 

Interferencia y reactividad cruzada 
No se obserYy reacWiYidad crX]ada con las mXesWras de pacienWes conWagiados con 
coronaYirXs-229E, coronaYirXs-NL63, coronaYirXs-OC43, coronaYirXs-HKU11, 2, Wipo de 
YirXs de la parainflXen]a (Wipo 1, Wipo 2, Wipo 3 \ Wipo 4), gripe por YirXs A/B, rinoYirXs 
hXmano, bocaYirXs hXmano, YirXs sinciWial respiraWorio hXmano, meWapneXmoYirXs 
hXmano, adenoYirXs hXmano, enWeroYirXs, Chlam\dia pneXmoniae, HaemophilXs 
inflXen]ae, Legionella pneXmophila, M\cobacWeriXm WXbercXlosis, SWrepWococcXs 
pneXmoniae, SWrepWococcXs p\ogenes, BordeWella perWXssis, M\coplasma pneXmoniae, 
Candida albicans, coronaYirXs del stndrome respiraWorio de OrienWe Medio o 
PneXmoc\sWis jiroYecii. 
El WesW ripido de anWtgenos para el SARS-CoV-2 no diferencia enWre el SARS-CoV \ el 
SARS-CoV-2. 
Las sXsWancias qXe inWerfieren (sangre, aerosol de clorhidraWo de o[\meWa]olina de 
dafenlina, aerosol nasal de fXroaWo de momeWasona, propionaWo de flXWicasona o 
limpiador nasal fisiolygico de agXa marina) con Xna deWerminada concenWraciyn no 
inWerfieren en la prXeba del WesW ripido de anWtgenos para el SARS-CoV-2. 

PRECISIÏN 
Intraanalítica 

La precisiyn denWro de Xna misma serie se deWerminy Xsando 10 rpplicas de mXesWras: 
conWroles posiWiYos de anWtgenos del SARS-CoV-2 \ conWrol negaWiYo. Las mXesWras se 
idenWificaron correcWamenWe en mis del 99 % de las ocasiones. 

Interanalítica 
La precisiyn enWre disWinWas series se deWerminy Xsando 10 anilisis independienWes de la 
misma mXesWra: mXesWra posiWiYa de anWtgenos del SARS-CoV-2 \ mXesWra negaWiYa. Se 
probaron Wres loWes diferenWes de WesWs ripidos de anWtgenos para el SARS-CoV-2 con esWas 
mXesWras. Las mXesWras se idenWificaron correcWamenWe en mis del 99 % de las ocasiones. 
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