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INTENDED USE 
The WANTAI SARS-CoV-2 Ab Rapid Test is a lateral flow 
assay  f or the qualitativ e detection of  total antibodies 
(including IgG and IgM) to SARS-CoV-2 in human serum, 
plasma (dipotassium ED TA, lithium heparin, and sodium 
citrate), and v enous whole blood. The WANTAI 
SARS-CoV-2 Ab Rapid Test is intended f or use as an aid 
in identify ing indiv iduals with an adaptiv e immune 
response to SARS-CoV-2, indicating recent or prior 
inf ection. At this time, it is unknown f or how long 
antibodies persist following inf ection and if the presence 
of  antibodies conf ers protectiv e immunity. The WANTAI 
SARS-CoV-2 Ab Rapid Test should not be used to 
diagnose or exclude acute SARS-CoV-2 inf ection. 
Testing is limited to laboratories certif ied under the 
Clinical Laboratory  Improv ement Amendments of  1988 
(CLIA), 42 U.S.C 263a, that meet requirements to 
perf orm moderate or high complexity  tests. 

Results are f or the detection of  SARS CoV-2 antibodies. 
Antibodies to SARS-CoV-2 are generally  detectable in 
blood sev eral days af ter initial inf ection, although the 
duration of  time antibodies are present post-inf ection is 
not well characterized. Indiv iduals may hav e detectable 
v irus present f or sev eral weeks f ollowing 
seroconv ersion. 
Laboratories within the United States and its territories 
are required to report all results to the appropriate public 
health authorities. 

Samples should only be tested f rom indiv iduals that are 
15 day s or more post-sy mptom onset.  

The sensitiv ity  of the WANTAI SARS-CoV-2 AB Rapid 
Test early  af ter inf ection is unknown. Negativ e results do 
not preclude acute SARS-CoV-2 inf ection. If acute 
inf ection is suspected, direct testing f or SARS-CoV-2 is 
necessary. 

False positiv e results f or the WANTAI SARS-CoV-2 Ab 
Rapid Test may  occur due to cross-reactiv ity  from 
pre-existing antibodies or other possible causes. Due to 
the risk of f alse positiv e results, conf irmation of  positive 
results should be considered using a second, different 
serology  assay. 

The WAN TAI SARS-CoV-2 Ab Rapid Test is only  for use 
under the Food and Drug Administration’s Emergency 
Use Authorization. 

SUMMARY 
Coronav irus disease 2019 (COVID-19) is a respiratory 
disease caused by  inf ection with the SARS-CoV-2 v irus. 
Common signs of  inf ection include respiratory  sy mptoms, 
f ev er, cough, shortness of breath and breathing 
difficulties. In sev ere cases, inf ection can cause 
pneumonia, acute respiratory  distress sy ndrome (ARDS), 
kidney  f ailure, and death. 
Coronav iruses (CoV) are a large f amily of v iruses that 
cause illness ranging f rom the common cold to more 
sev ere diseases such as Middle East Respiratory 
Sy ndrome (MERS-CoV) and Sev ere Acute Respiratory 
Sy ndrome (SARS-CoV). The 2019 nov el coronav irus, 
f ormerly  known as 2019-nCoV and now known as 
SARS-CoV-2, is a new strain of coronav irus that was f irst 
identif ied during the recent COVID-19 pandemic. 

PRINCIPLE OF THE ASSAY 
The WAN TAI SARS-CoV-2 Ab Rapid Test employ s 
chromatographic lateral f low dev ice in a cassette f ormat. 
Colloidal gold conjugated recombinant antigens 
corresponding to SARS-CoV-2 are dry -immobilized at 
the end of  nitrocellulose membrane strip. SARS-CoV-2 
antigens are bound at the Test Zone (T) and antibodies 
are bound at the Control Zone (C). The antigen used in 
the assay is the receptor-binding domain of  SARS-CoV-2 
spike protein. When the specimen is added, it migrates 
by capillary diff usion rehy drating the gold conjugate. If 
present in specimen, SARS-CoV-2 antibody  will bind with 
the gold conjugated antigens f orming particles. These 
particles will continue to migrate along the strip until the 
Test Zone (T) where they  are captured by the 
SARS-CoV-2 antigen generating a v isible red line. If 
there is no SARS-CoV-2 antibody  in specimen, no red 
line is f ormed 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 v alidity  of  the test. 

COMPONENTS 

Components W J-2710 W J-2750 
Test Cassette x10 x50 
Diluent Buffer x1 vial x5 vials 

Test Cassette: 
Test cassettes are packed in f oil pouches with desiccant. 
Each f oil pouch contains 1 cassette. Single use only. 

Diluent Buffer (Code “0”,  DIL | SPE ): 
3ml per v ial. Buff er solution containing surf actant. The 
Diluent Buff er can be stored at room temperature. Stable 
f or 9 months af ter opening. 

Wantai External Controls (required but not 
provided): 

 WQ-COVID-R 

Negative Control (Code “N”,  CTRL | NEG ): 
Ly ophilized, newborn calf  serum buf f er. 
Positive Control (Code “P”,  CTRL | POS ): 
Ly ophilized, monoclonal mouse anti-S-RBD antibodies in 
newborn calf  serum buf f er. 

Preparation of  controls: the controls should be 
reconstituted with distilled or deionized water to the 
working concentration. Add water into the ampoule 
according to the v olume indicated on the label of the 
ampoule. 
The reconstituted controls can be kept at 2-8°C f or no 
longer than 7 day s. For long-term storage, the 
reconstituted controls should be stored at below -15°C, 
the f reeze-thaw cy cles should be not more than 5 times. 
Bef ore use, bring the reconstituted controls to room 
temperature and mix well. 
Use of controls: add 80μl of  the reconstituted control to 
the test cassette. DO NOT ADD DILUENT BUFFER! 
One negativ e and one positiv e control should be tested 
f or ev ery new lot, or more frequently consistent with the 
good laboratory  practice. 

Others: 
Instructions f or use 

Materials required but not provided: 
Clock or timer, specimen collection container, centrif uge, 
biohazard waste container. 

SPECIMEN COLLECTION 
1. Human serum, plasma or v enous whole blood 

specimens are used f or this test. Plasma or whole 
blood specimens containing K2ED TA, sodium citrate 
or lithium heparin can be used f or this test. 

2. Specimens containing suspended f ibrin or 
aggregates and sev ere hemoly sis (hemoglobin 
content greater than 400mg/L) cannot be used, but 
jaundice (bilirubin content less than 1.71mmol/L) and 

hy perlipemia (trigly ceride content less than 
170mmol/L) can be used. 

3. Serum and plasma specimens can be ref rigerated at 
2-8°C f or one week; In case of  long-term storage, it 
shall be f rozen below -15°C f or no more than three 
weeks, and repeated f reezing and thawing shall not 
exceed 3 times. Specimens should be brought to 
room temperature, mix the specimen bef ore testing. 

4. It is recommended to test the whole blood specimen 
immediately  after blood collection. Do not use the 
specimen af ter long-term storage. 

STORAGE AND STABILITY 
The WAN TAI SARS-CoV-2 Ab Rapid Test can be stored 
at room temperature (2-30°C, do not f reeze!) f or 9 
months f rom the date of  manuf acture. 

PRECAUTIONS AND SAFETY 
The WANTAI SARS-CoV-2 Ab Rapid Test is 
For prescription use only. 
For in vitro diagnostic use only. 
For Emergency Use Authorization Only. 

1. This test has not been FDA cleared or approv ed but 
has been authorized f or emergency  use by FDA 
under an EUA f or use by  authorized laboratories.  

2. This test has been authorized only  f or detecting total 
antibodies to SARS-CoV-2, not f or any  other v iruses 
or pathogens.  

3. The emergency  use of  this test is only  authorized f or 
the duration of  the declaration that circumstances 
exist justifying the authorization of  emergency  use of 
in v itro diagnostics f or detection and/or diagnosis of 
COVID-19 under Section 564(b)(1) of  the Federal 
Food, Drug and Cosmetic Act, 21 U.S.C. § 
360bbb3(b)(1), unless the declaration is terminated 
or authorization is rev oked sooner. 

4. This reagent is only  used f or in v itro testing, and the 
operation should be carried out in strict accordance 
with the instructions. Make sure that the test is not 
expired (EXP Date indicated on the kit box). The test 
cassette cannot be reused. 

5. Specimens should be used within the storage times 
noted abov e to av oid non-specif ic reactions. 

6. Use of this test kit with sample ty pes other than those 
specif ically  approv ed f or use with this dev ice may 
result in inaccurate test results. 

7. Bring all reagents to room temperature (15-30°C) 
bef ore use. 

8. Do not use the components of  any  other ty pe of  test 
kit as a substitute f or the components in this kit. 

9. Due to the diff erent antibody  lev els of the positiv e 
samples, the test line (T) may show the different 
color intensity. During the indicated reading time, 



regardless of color intensity, ev en v ery weak color, 
should be judged as positiv e. 

10. All the waste and specimens should be treated as 
contaminated and must be properly  disinf ected 
(autoclav ing is pref erred) bef ore disposal. The 
desiccant in aluminum f oil pouch cannot be taken 
internally. 

11. Use routine laboratory  precautions. Do not eat, drink 
or smoke in the area where samples and kit reagents 
are handled. Av oid any contact between hands, ey es 
or mouth during sample collection and testing. 

12. Wear protectiv e clothing such as laboratory  coats, 
disposable glov es and ey e protection when handling 
patient samples. Wash hands thoroughly  after 
handling specimens and kit reagents. 

13. At room temperature, the test cassette should be 
used within 30 minutes af ter it is taken out of  the 
package to av oid prolonged exposure to humid air 
(humidity > 60%), which may aff ect the test result. If 
the kit is stored at 2-8°C, the reagent should be 
brought to room temperature (30 minutes) bef ore the 
experiment, then open the aluminum f oil pouch for 
use. 

14. During the test, the test cassette should be laid f lat 
on the table, so as not to cause the lateral f low speed 
of  specimen to be f aster (or slower) and aff ect the 
test result. 

15. Alway s interpret the results under good lighting 
conditions to av oid misreading of the test results. The 
result read af ter 20 minutes is inv alid. 

ASSAY PROCEDURE 
Place the cassette on flat surface. Before opening, 
allow the test cassette to reach room temperature. 
Use it immediately (within 30 minutes) after opening. 
1. For venous whole blood / serum / plasma 

specimens: 
Add 10μl of specimen into the specimen window (S). 
Immediately  add two drops of  diluent buffer into the 
specimen window. 

2. Read the results at 15 minutes af ter specimen and 
buf f er loading, but no later than 20 minutes. 

Procedure Diagram 

 
RESULTS 

Quality Control: One red line should appear next to the 
Control Zone (C) indicating the v alidity  of  the test. 
Invalid test run: If no red line appears next to the 
Control Zone (C), the test is inv alid - discard the test and 
repeat with new specimen and new cassette. 

Positive Results: One red line appears next to the Test 
Zone (T) and another line next to the Control Zone (C) 
which indicates that antibodies to SARS-CoV-2 hav e 
been detected through using this test. 

Negative Results: No red line appears next to the Test 
Zone (T) and one line appears next to the Control Zone 
(C) which indicates that no antibodies to SARS-CoV-2 
hav e been detected with this test. Howev er, this does not 
exclude the possibility  f rom inf ection with SARS-CoV-2. 

 

CONDITIONS OF AUTHORIZATION FOR THE 
LABORATORY 

The WANTAI SARS-CoV-2 Ab Rapid Test Letter of 
Authorization, along with the authorized Fact Sheet f or 
Healthcare Prov iders, the authorized Fact Sheet for 
Recipients, and authorized labeling are av ailable on the 
FDA website: 
https://www.f da.gov /medical-dev ices/coronav irus-diseas
e-2019-cov id-19-emergency -use-authorizations-medical
-dev ices/v itro-diagnostics-euas. 
Authorized laboratories using the WANTAI SARS-CoV-2 
Ab Rapid Test (“y our product” in the conditions below), 
must adhere to the Conditions of  Authorization ind icated 
in the Letter of  Authorization as listed below: 
1. Authorized laboratories* using y our product must 

include with test result reports, all authorized Fact 
Sheets. Under exigent circumstances, other 
appropriate methods f or disseminating these Fact 

Sheets may  be used, which may  include mass 
media.  

2. Authorized laboratories must use y our product as 
outlined in the authorized labeling. Dev iations f rom 
the authorized procedures, including the authorized 
clinical specimen ty pes, authorized control materials, 
authorized other ancillary  reagents and authorized 
materials required to use y our product are not 
permitted.  

3. Authorized laboratories that receiv e y our product 
must notify the relev ant public health authorities of 
their intent to run y our product prior to initiating 
testing.  

4. Authorized laboratories using y our product must 
hav e a process in place f or reporting test results to 
healthcare prov iders and relev ant public health 
authorities, as appropriate.  

5. Authorized laboratories must collect inf ormation on 
the perf ormance of  y our product and report to 
DMD/OHT7-OIR/OPEQ/CDRH (v ia email: 
CDRH-EUA-Reporting@f da.hhs.gov ) and Beijing 
Wantai Biological Pharmacy  Enterprise Co., Ltd 
(wtexport@y stwt.com) any suspected occurrence of 
f alse positiv e or f alse negativ e results and signif icant 
dev iations from the established perf ormance 
characteristics of y our product of  which they  become 
aware. 

6. All laboratory  personnel using y our product must be 
appropriately  trained in immunoassay techniques 
and use appropriate laboratory  and personal 
protectiv e equipment when handling this kit and use 
y our product in accordance with the authorized 
labeling. All laboratory  personnel using the assay 
must also be trained in and be f amiliar with the 
interpretation of  results of  the product.  

7. Beijing Wantai Biological Pharmacy  Enterprise Co., 
Ltd., authorized distributors, and authorized 
laboratories using y our product must ensure that any 
records associated with this EUA are maintained until 
otherwise notif ied by  FDA. Such records will be 
made av ailable to FDA f or inspection upon request. 

*The letter of  authorization ref ers to “Laboratories 
certif ied under the Clinical Laboratory Improv ement 
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that 
meet requirements to perf orm moderate or high 
complexity  tests” as “authorized laboratories.” 

PERFORMANCE DATA 
1. Clinical v alidation study of  the WANTAI SARS-CoV-2 

Ab Rapid Test was conducted at three sites in China 
in 2020. Serum and plasma specimens were 
ev aluated f rom 403 subjects. Out of  the 403 samples, 
132 subjects were COVID-19 cases conf irmed 
positiv e by an RT-PCR assay  while 271 subjects 

were conf irmed PCR negativ e. All patients who were 
conf irmed positiv e exhibited clinical signs or 
sy mptoms of  COVID-19. 

The WANTAI SARS-CoV-2 Ab Rapid Test evaluation centers 

Clinical institution 
PCR Positive 

(Cases) 
PCR Negative 

(Cases) 
Total 

Site 1 12 0 12 
Site 2 39 195 234 

Site 3 81 76 157 

Total 132 271 403 

Of the 132 positiv e samples, 125 were positiv e on 
the WANTAI SARS-CoV-2 Ab Rapid Test, and of  the 
271 negativ e samples, 268 were negativ e. The kit 
demonstrated the ov erall Positiv e Percent 
Agreement (PPA) of  94.70% (125/132) and the 
Negativ e Percent Agreement (NPA) of  98.89% 
(268/271), as indicated in the table below. 

Summary of clinical evaluation results 

Cases 
PCR Comparator SARS-CoV-2 

results Total 
Positive Negative 

WANTAI 
SARS-CoV-2 Ab 

Rapid Test 
results  

Positive 125 3 128 

Negative 7 268 275 

Total 132 271 403 

Summary of clinical performance 

Performance Results 95% CI 

PPA 94.70% 89.46%-97.41% 
NPA 98.89% 96.80%-99.62% 

It was observ ed that the detection rate of  the kit was 
closely  related to the time of  disease onset, the kit 
showed higher positiv e detection rate in specimens 
f rom patients who had sy mptoms f or longer periods 
of time. Theref ore, the interpretation of the test 
results should consider the specimen’s collection 
time. The WANTAI SARS-CoV-2 Ab Rapid Test was 
ev aluated with 415 samples collected ov er the 
course of time from 132 PCR-positiv e subjects. For 
perf ormance calculation, only  the results of  the f irst 
bleed f rom each patient are considered, the 
perf ormance of  the test is as f ollows: 

Positive percent agreement (PPA) according to days from onset of symptoms 

Days from onset 
of symptoms 

Total PCR 
positive 

specimens 

Number Wantai 
positive result 

PPA 95% CI 

≤ 7 62 38 61.29% 48.85%-72.42% 

8 - 14 58 45 77.59% 65.34%-86.41% 
≥ 15 12 11 91.67% 64.61%-98.51% 

Total 132    

The table below represents the study  design and 

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas


results of  serial bleeds by days f rom onset of 
sy mptoms. 

Detection rate in serially collected specimens 

Days from 
onset of 

symptoms 

1st serial 
results 

2nd serial 
results 

3rd serial 
results 

4th serial 
results 

5th serial 
results 

No. 
tests 

No. 
+ 

No. 
tests 

No. 
+ 

No. 
tests 

No. 
+ 

No. 
tests 

No. 
+ 

No. 
tests 

No. 
+ 

0 - 7 62 38 15 10 3 3 0 0 0 0 
8 - 14 58 45 67 58 35 31 8 8 0 0 

≥ 15 12 11 34 34 51 49 46 45 24 24 

Total 132  116  89  54  24  

2. Independent Clinical Agreement Validation Study : 
The WAN TAI SARS-CoV-2 Ab Rapid Test was 
tested on 06/16/2020 at the Freder ick National 
Laboratory  f or Cancer Research (FNLCR) sponsored 
by the National Cancer Institute (NCI). The test was 
v alidated against a panel of  prev iously  f rozen 
samples consisting of 30 SARS-CoV-2 
antibody -positiv e serum samples and 80 
antibody -negativ e serum and plasma samples. Each 
of the 30 antibody -positiv e samples were conf irmed 
with a nucleic acid amplif ication test (NAAT) and 
both IgM and IgG antibodies were conf irmed to be 
present in all 30 samples. The presence of 
antibodies in the samples was conf irmed by sev eral 
orthogonal methods prior to testing with the WANTAI 
SARS-CoV-2 Ab Rapid Test. The presence of IgM 
and IgG antibodies specif ically  was conf irmed by  one 
or more comparator methods. Antibody -positiv e 
samples were selected at dif f erent antibody  titers. 
All antibody -negativ e samples were collected prior to 
2020 and include: i) Sev enty  (70) samples selected 
without regard to clinical status, “Negativ es” and ii) 
Ten (10) samples selected f rom banked serum from 
HIV+ patients, “HIV+”. Testing was perf ormed by  one 
operator using one lot of  the WANTAI SARS-CoV-2 
Ab Rapid Test. Conf idence interv als f or sensitiv ity 
and specif icity were calculated per a score method 
described in CLSI EP12-A2 (2008). 
For ev aluation of  cross-reactiv ity  with HIV+, it was 
ev aluated whether an increased f alse positiv e rate 
among antibody -negativ e samples with HIV was 
statistically  higher than the f alse positiv e rate among 
antibody -negativ e samples without HIV (f or this, a 
conf idence interv al f or the diff erence in f alse positiv e 
rates was calculated per a score method described 
by  Altman). Study  results and summary  statistics are 
presented in the f ollowing tables: 

Summary results of the independent evaluation 

WANTAI 
SARS-CoV-2 Ab 

Rapid Test 

Comparator Method 
Total Positive 

(IgM/IgG)+ 
Negative 

(IgM/IgG)- 
Negative 

HIV+ 

Positive 30 1 0 31 

Negative 0 69 10 79 
Total 30 70 10 110 

Summary statistics of the independent evaluation 

Measure Estimate Confidence Interval 

Sensitivity/PPA 100% (30/30) 88.7%-100% 

Specificity/NPA 98.8% (79/80) 93.3%-99.8% 

Combined PPV for prevalence = 5.0% 80.8% 40.9%-96.0% 
Combined NPV for prevalence = 5.0% 100% 99.4%-100% 

Cross-reactivity with HIV+ 
0.00% (0/10), 
not detected 

 

Limitations of  the study : 
• Samples were not randomly  selected, and 

sensitiv ity and specif icity estimates may not be 
indicativ e of the real-world perf ormance of  the 
dev ice. 

• These results are based on serum and plasma 
samples only and may  not be indicativ e of 
perf ormance with other sample ty pes, such as 
whole blood, including f inger stick blood. 

• Inf ormation about anticoagulants used is not 
known. 

• The number of  samples in the panel is a minimally 
v iable sample size that still prov ides reasonable 
estimates and conf idence interv als f or test 
perf ormance, and the samples used may  not be 
representativ e of the antibody  prof ile observ ed in 
patient populations. 

3. To ev aluate the potential cross-reactiv ity of  the 
WANTAI SARS-CoV-2 Ab Rapid Test to antibodies to 
other v iruses that may be present in the population 
the f ollowing v iruses and autoimmune conditions 
were assessed. No f alse positiv e results were 
observ ed with the WANTAI SARS-CoV-2 Ab Rapid 
Test. 

Specimen No. 
Lot #1 Lot #2 Lot #3 

Specificity 
+ - + - + - 

Flu A 8 0 8 0 8 0 8 100% 

Flu B 6 0 6 0 6 0 6 100% 

HCV 6 0 6 0 6 0 6 100% 

HBV 6 0 6 0 6 0 6 100% 

ANA 5 0 5 0 5 0 5 100% 

RSV 8 0 8 0 8 0 8 100% 

Rhinovirus 6 0 6 0 6 0 6 100% 

 
Specimen No. + - Specificity 

alpha COV 229E 5 0 5 100% 

alpha COV NL63 5 0 5 100% 
beta COV OC43 7 0 7 100% 

beta COV HKU1 4 0 4 100% 

LIMITATIONS 

1. Use of  the WANTAI SARS-CoV-2 Ab Rapid Test is 
limited to laboratory personnel who hav e been 
trained. Not f or home use. 

2. The test is limited to the qualitativ e detection of 
antibodies specif ic f or the SARS-CoV-2 v irus. The 
intensity  of  the test line does not necessarily 
correlate to SARS-CoV-2 antibody titer in the 
specimen. This test cannot be used as a quantitativ e 
test. 

3. SARS-CoV-2 antibodies may be below detectable 
lev els in patients who hav e been exhibiting 
sy mptoms f or less than 15 day s. 

4. The positiv e result obtained with the WANTAI 
SARS-CoV-2 Ab Rapid Test should not be used to 
diagnose or exclude acute SARS-CoV-2 inf ection. 
Any positiv e results must be interpreted in 
conjunction with the patient clinical history and 
another laboratory  testing results. Follow-up and 
supplementary  testing of all positiv e specimens with 
other tests is required to conf irm any  positiv e result. 

5. Do not use the WANTAI SARS-CoV-2 Ab Rapid Test 
with f ingerstick blood samples.  

6. Results from antibody  testing should not be used to 
diagnose or exclude acute SARS-CoV-2 inf ection or 
to inf orm inf ection status. An assay  that directly 
detects the v irus should be used to ev aluate 
sy mptomatic indiv iduals f or acute COVID-19. 

7. It is not known at this time if the presence of 
antibodies to SARS-CoV-2 conf ers immunity  to 
re-inf ection. 

8. A positiv e result may  not indicate prev ious 
SARS-CoV-2 inf ection. Consider other inf ormation, 
including clinical history  and local disease 
prev alence, in assessing the need f or a second but 
diff erent serology test to conf irm an adaptiv e immune 
response. 

9. Negativ e results do not preclude SARS-CoV-2 
inf ection and should not be used as the sole basis for 
patient management decisions. The sensitiv ity  of  the 
WANTAI SARS-CoV-2 Ab Rapid Test early  after 
inf ection is unknown. False positiv e results may 
occur due to cross-reactiv ity  from pre-existing 
antibodies or other possible causes. Samples with 
positiv e results should be conf irmed with alternativ e 
testing method(s) and clinical f indings bef ore a 
diagnostic determination is made. A negativ e result 
can occur if the quantity of the anti-SARS-CoV-2 
antibodies present in the specimen is below the 
detection limits of  the assay , or the antibodies that 
are detected are not present during the stage of 
disease in which a sample is collected. 

10. This test is only  used f or the detection of  human 
serum, plasma or v enous whole blood specimens. 

This test should not be used f or screening of  donated 
blood. 

11. This test has not been v alidated f or cross-reactiv ity 
with anti-Haemophilus influenzae positiv e samples. 

12. The kit should be used within 30 minutes af ter the 
aluminum f oil bag is opened. 

13. Testing should not be perf ormed when ambient 
temperature is higher than 30oC or the relativ e 
humidity  is higher than 70%. 

14. The perf ormance of this test has not been 
established in indiv iduals that hav e receiv ed a 
COVID-19 v accine. The clinical signif icance of  a 
positiv e or negativ e antibody result f ollowing 
COVID-19 v accination has not been established, and 
the result f rom this test should not be interpreted as 
an indication or degree of protection from inf ection 
af ter v accination. 

15. The perf ormance of  this test was established based 
on the ev aluation of  a limited number of clinical 
specimens collected between February  2020 and 
March 2020 in Beijing, China; Yunnan Prov ince, 
China; and Zhejiang Prov ince, China. The clinical 
perf ormance has not been established in al l 
circulating v ariants but is anticipated to be ref lectiv e 
of the prev alent v ariants in circulation at the time and 
location of the clinical ev aluation. Perf ormance at the 
time of  testing may  v ary  depending on the v ariants 
circulating, including newly  emerging strains of 
SARS-CoV-2 and their prev alence, which change 
ov er time. 
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