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TEXT S1.

1. Performance Evaluation Panels

1.1. Panel Samples

Three evaluation panels were created; each panel composition and size were selected to provide reasonable estimates and confidence
intervals for test performance in the context of limited sample availability for laboratory-based evaluations. The evaluation panels were composed
of 30 anti-SARS-CoV-2 antibody positive serum samples from patients with confirmed SARS-CoV-2 infection by a nucleic acid amplification test, as
well as 80 antibody negative peripheral blood samples, collected prior to December 1, 2019, which includes samples from 10 individuals living with
HIV infection. HIV samples were included as those samples have previously demonstrated potential for cross-reactivity, particularly in the RBD
assay. The samples were obtained from multiple sources (Mount Sinai Health System, The Biodefense and Emerging Infections Research Resources
Repository (BEI), Vitalant, Northwestern University, Boca Biolistics, and CDC) and were collected under approved protocols. For each evaluation
panel, samples were not randomly selected; rather, they were selected to maintain similar characteristics between panels, including sample SARS-
CoV-2 spike IgM and IgG titer profile, days post symptom onset (17-46 days), and sample matrix (anti-SARS-CoV-2 antibody positive samples were
all serum). Two laboratories (CDC and NCI-FNLCR) were used to confirm the presence or absence of anti-SARS-CoV-2 antibodies for IgM, IgG, and
pan-lg. All SARS-CoV-2 negative samples were serum or plasma obtained from blood collected into Anticoagulant Citrate Dextrose Solution,
Solution A (ACD-A plasma). Samples from each panel were aliquoted in 50 uL aliquots and frozen at -80°C until testing. All samples were subjected

to no more than two freeze/thaw events prior to testing.



1.2. Serology Assays for Sample Characterization

The sequences used for both the RBD and spike proteins were based on the genomic sequence of the first isolate, Wuhan-Hu-1 (GenBank:
MN908947.3). Sequences were codon-optimized for mammalian cell expression, and the full-length spike sequence was modified to remove the
polybasic cleavage site for optimal expression. The plasmid pCAGGS was used for mammalian expression of the SARS Coronavirus 2, Wuhan-Hu-1
spike gene RBD with C-terminal hexa-histidine tag (BEI Resources #NR-52309) and the SARS Coronavirus 2, Wuhan-Hu-1 ectodomain spike gene

with C-terminal hexa-histidine tag (BEI Resources #NR-52394).

1.2.1. NCI-FNLCR SARS-CoV-2 Spike RBD ELISA Testing

An Immulon 4 HBX 96-well plate (ThermoScientific Cat#3855) was coated with 50 pL of SARS-CoV-2 RBD (2 pug/mL) and incubated overnight at 4°C.
Following incubation, the plate was washed three times (350 uL per wash cycle) with an automated plate washer (Biotek, Winooski, VT). The wash
buffer consisted of PBS + 0.05% Tween 20 (Millipore Sigma, Cat# P3563). The plate was blocked (200 uL per well, 3% skim milk [American Bio, Cat#
AB10109-01000], 0.1% Tween 20 [Fisher Bioreagents, Cat# BP337-500] in PBS [Gibco, Cat# 10010-023]) for 60-240 min at room temperature, and
then washed three times. Heat-inactivated samples (diluted 1:50 in sample buffer; 1% skim milk with 0.1% Tween-20 in PBS) were then added in
singlet (100 uL per well) to the plate and incubated at room temperature for 120-240 min. Next, the plate was washed three times, and 50 L of
diluted HRP-conjugate (1:3000; Sigma, Cat# A0293) was added to each well and the plate was incubated at room temperature for 50-65 min. The
plate was then washed three times, and 100 pL of SigmaFast OPD solution (Sigma-Aldrich, Cat# P9187) was added to each well. Following a 10-min

room temperature incubation, 50 puL of 3M HCI (Fisher Scientific, Cat# S25856) was added to each well and the plate was read at 490 nm on a



Spectramax plate reader (Molecular Devices). Data analyses were performed using SoftMax Pro GxP 7.0.3 and Microsoft Excel. Positive samples

were defined as having an optical density (OD) value higher than the negative controls (a set of pre-COVID-19 samples) + 3 standard deviations.

1.2.2. NCI-FNLCR SARS-CoV-2 Spike ELISA Screen (Pan-Ig) Testing

NCI-FNLCR measured anti-spike antibody levels using the assays’ standard operating procedures provided by CDC [1]. Initially, samples were
screened for anti-SARS-CoV-2 spike antibodies with a pan-lg conjugate-HRP antibody. Briefly, an Immulon 2 HB 96-well plate (ThermoScientific Cat#
3455) was coated with 100 pL of SARS-CoV-2 spike protein (1 pg/mL) and incubated overnight (up to 1 week) at 4°C. Following incubation, the plate
was washed three times using the procedure described above. The plate was blocked (150 uL per well, 5% skim milk [BD, Cat# 232100], 0.1%
Tween-20 [Fisher Bioreagents, Cat# BP337-500] in PBS [Gibco, Cat#f 10010-023]) for 60 min at 37°C (humidified), then washed three times. Heat-
inactivated samples (diluted 1:100 in blocking buffer; 5% skim milk [BD, Cat# 232100], 0.1% Tween-20 [Fisher Bioreagents, Cat# BP337-500] in PBS
[Gibco, Cat# 10010-023]) were then added in singlet (100 pL per well) to the plate and incubated at 37°C (humidified) for 60 min. Next, the plate
was washed three times, and 100 pL of diluted goat anti-human IgG/IgA/IgM (pan-Ig) HRP-conjugate (1:4000; KPL, Cat# 074-1007) was added to
each well and incubated at 37°C (humidified) for 60 min. The plate was washed three times, and then 100 pL of ABTS Peroxidase Substrate
(Seracare, Cat# 5120-0035 and 5120-0038) was added to each well. Following a 15-min 37°C (humidified) incubation, 100 uL of 1X ABTS Peroxidase
Stop Solution (Seracare, Cat# 5150-0017) was added to each well, and the plate was read at 405 nm and 490 nm on a Spectramax plate reader

(Molecular Devices). Data analyses were performed as previously described using SoftMax Pro GxP 7.0.3 and Microsoft Excel.

1.2.3. NCI-FNLCR SARS-CoV-2 Spike IgG and IgM ELISA Testing



All positive samples were further evaluated to determine anti-spike IgG and IgM antibody titers. Briefly, rows 1-4 of an Immulon 2 HB 96-well plate
(ThermoScientific Cat# 3455) were coated with 100 pL of SARS-CoV-2 spike protein (0.15 pg/mL) and incubated overnight (up to 1 week) at 4°C.
Following incubation, the plate was washed three times as previously described. The plate was blocked (150 uL per well, 5% skim milk (BD, Cat#
232100), 0.1% Tween-20 (Fisher Bioreagents, Cat# BP337-500) in PBS (Gibco, Cat# 10010-023) for 60 min at 37°C (humidified), then washed three
times. Blocking Buffer (150 pL) was added to all rows of the 96-well plate, then 50 uL of each heat-inactivated sample (diluted 1:25 in Blocking
Buffer; 5% skim milk [BD, Cat# 232100], 0.1% Tween-20 [Fisher Bioreagents, Cat# BP337-500] in PBS [Gibco, Cat# 10010-023] was added to the first
and fifth rows of the plate. Next, four-fold serial dilutions ranging from 1:100 to 1:6400 were performed for each sample. The plate was incubated
at 37°C (humidified), for 60 min, then washed three times, and 100 pL of diluted goat anti-human IgM HRP-conjugate (1:2000; Jackson
Immunoresearch Cat# 109-036-129) or 100 L of diluted goat anti-human IgG HRP-conjugate (1:2000; Seracare, Cat# 5220-0390 for) was added to
each well and incubated at 37°C (humidified), for 60 min. The plate was washed three times, and then 100 pL of ABTS Peroxidase Substrate
(Seracare, Cat# 5120-0035 and 5120-0038) was added to each well. Following a 15-min, 37°C (humidified) incubation, 100 uL of 1X ABTS Peroxidase
Stop Solution (Seracare, Cat# 5150-0017) was added to each well, and the plate was read at 405 nm and 490 nm on a Spectramax plate reader
(Molecular Devices). Data analyses were performed using SoftMax Pro GxP 7.0.3 and Microsoft Excel. To deduct non-specific background reactivity,
corrected OD values were calculated by subtracting the ODs of uncoated wells from ODs at corresponding wells coated with SARS-CoV-2 spike
protein. Positive samples were defined as having a signal higher than negative control, pre-COVID-19 samples + 3 standard deviations, and the end

point titer was reported based on the range from 1:100 to 1:6400 for each sample.

1.2.4. CDC SARS-CoV-2 Spike Testing



At CDC, all specimens were tested to assess the presence of pan-lg, IgG and IgM antibodies by ELISA [1] using the pre-fusion stabilized
ectodomain of the SARS-CoV-2 spike protein expressed in suspension adapted HEK-293 cells as previously described [2]. ELISA plates were
prepared as described previously [1] using 100 pL of SARS-CoV-2 spike protein diluted to 0.15 pg/mL in PBS or PBS alone (to determine background
reactivity). All specimens were initially tested to determine the presence of pan-lg antibodies. Serum or plasma samples, as well as positive and
negative controls, were tested at a final dilution of 1:100 (diluent contained PBS with 0.05% Tween 20 [PBS-T] containing 5% skim milk). Samples
and controls were added to both antigen-coated and blank wells as described above. Plates were incubated at 37°C (humidified) for 60 min and
washed three times with PBS-Tween 20. HRP (horseradish peroxidase) conjugated goat anti-human IgA + 1gG + IgM (pan-Ig) antibodies (Cat# 074
1007, KPL) diluted at 1:2000 in serum diluent were added to washed plates and incubated at 37°C (humidified) for 60 min. Plates were washed
three times with PBS-T, 100 ul of ABTS peroxidase substrate (Cat# for Solution A is 5120-0035 and Solution B is 5120-0038, KPL) was added to each
well, and plates were incubated for 30 min at 37°C. After 30 min, 100 pl of ABTS stop solution (Cat# 5150-0017, KPL) was added to each well, and
each plate was read at 405 and 490 nm using a PerkinElmer Victor XV plate reader. Final background corrected ODs were calculated as 490-405, by
subtracting the ODs of PBS coated well for each specimen. Data analyses were performed using GraphPad Prism software (7.04). Samples that
were reactive at a 1:100 dilution using the pan-Ig secondary antibody (background corrected OD >0.4), were then tested using the same plates and
protocol except the sera were diluted four-fold (1:100 to 1:6400), and anti-human IgG (Cat# 5220-0330, KPL) and anti-human IgM (Cat# 5220-0457,

KPL) were used as secondary antibodies. Samples that were positive at a dilution greater than 1:6400 were assigned a titer of 6400.

Antibody levels are presented as titers for all the FNLCR and CDC data.

2. Antibody Assays Evaluated



In FDA’s guidance, Policy for Coronavirus Disease-2019 Tests During the Public Health Emergency, reissued May 11, 2020, FDA outlined
recommendations for validation studies to be conducted by test developers for SARS-CoV-2 serology assays and submitted in an EUA request [3].
Final EUA for the serology assays evaluated was determined by FDA based on the totality of scientific evidence available for each test including the
data from the studies that were conducted and submitted to FDA by the test developer in addition to the independent evaluation data from this
trans-government collaboration. Most companies submitted their assay kits for evaluation in this program under a Material Transfer Agreement. In
many cases, FDA requested that serology tests from commercial manufacturers, including lateral flow assays and manual ELISAs, be independently
evaluated under this program prior to authorization. In addition, six evaluations were conducted post-market for tests that were already EUA-
authorized. Due to limited resources and availability of specimens, assays were prioritized for testing based on several factors, such as the public
health need at the time, and to help facilitate timely completion of FDA review. A total of 91 assay evaluations were performed at the NCI-FNLCR,
NIH Clinical Center, and/or CDC, for which the independent evaluation data are publicly available as of January 2021. The tests included 78 lateral
flow assays and 10 ELISAs that were evaluated at the NCI-FNLCR, three automated chemiluminescent immunoassays (CIAs) that were evaluated at
the CDC (Architect SARS-CoV-2 IgG, and VITROS Immunodiagnostic Products Anti-SARS-CoV-2 Total Reagent Pack), and one CIA that was evaluated
at the NIH Clinical Center (Elecsys Anti-SARS-CoV-2). Details on the devices evaluated, such as manufacturer, kit lot number, target antigen (spike

and/or nucleocapsid (N)) are provided in Supplementary Table 1.

3. Statistical Analyses

Commercial serology assays submitted for evaluation by this program were evaluated for two main performance parameters: 1) sensitivity

estimates (positive percent agreement [PPA]), representing the percent of positive performance evaluation samples with a positive test result; and
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2) specificity estimates (negative percent agreement [NPA]), representing the percent of negative panel samples with a negative test result. These
performance estimates may not be indicative of real-world sensitivity or specificity performance of these assays as samples used in the evaluations
were not randomly selected. In addition, the PPA of each test was assessed for each claimed antibody type (e.g., 1gG, IgM, and/or pan-Ig) in
accordance with the assay’s intended use and in a combined manner, where a positive result for any antibody type was considered a positive
result, as that would be indicative of a sample from an individual with a detectable immune response to the virus. NPA was assessed in a combined

manner as well, where a negative result meant a sample was negative for all antibodies a test was intended to detect.

87 individual assays were evaluated under this program. Four of the 87 assays were evaluated twice for a total of 91 evaluations. For the
four assays that were evaluated twice, the results of the evaluation were also assessed in a combined manner (n = 95). Combining results from
multiple evaluations was appropriate because the study protocol did not change, including the inclusion and exclusion criteria, and because the

same assays were used in the evaluations.

Some of the serum and plasma samples, with large volumes available, were used in multiple panels. Serum and plasma samples that were
shared between panels have the same Sample ID in the line data for the evaluations. If an assay was evaluated more than once, and a serum or
plasma sample was shared between the two panels, then only one result was reported for the combined evaluations. If the results on the sample
were discrepant between the evaluations, the result showing the worst-case performance was used. Combining the results of multiple evaluations

in this way enabled us to reduce the width of the 95% confidence interval for PPA and NPA for these assays.
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Fig. S1. Sensitivity and Specificity by Panel. A) The positive percent agreement (PPA, sensitivity) for each assay is grouped based

on panel used for testing for combined, I1gG, and IgM detection. B) The negative percent agreement (NPA, specificity) for each assay is
grouped based on panel used for testing for combined, IgG, and IgM detection. The bar graphs indicate the median, 25% to 75% range
of true call percentages for each titer group value, and the vertical lines represent the 10% to 90% range. Wilcoxon Method was used to

evaluate comparisons between each panel and significant (p<0.05) differences between panels are indicated by *.
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Fig. S2. Sensitivity and Specificity by Assay Type.
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Fig. S2. Sensitivity and Specificity by Assay Type. A) The positive percent agreement (PPA, sensitivity) for each assay is grouped
based on assay type tested for combined, IgG, and IgM detection. B) The negative percent agreement (NPA, specificity) for each assay
is grouped based on assay type tested for combined, IgG, and IgM detection. The bar graphs indicate the median, 25% to 75% range
of true call percentages for each titer group value, and the vertical lines represent the 10% to 90% range. Wilcoxon Method was used to

evaluate comparisons between each assay type and significant (p<0.05) differences between assay types are indicated by *.
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Table S1. Serology assay performance data for each evaluation

Evaluation

Assay

Regulatory

NPA

PPV

NPV

D Manufacturer Device Lot Number Panel Type Target Status Analyte PPA (%) PPA CI (%) NPA CI %) PPV CI (%) NPV CI
mzfgg?S- Abbott ArChi‘%‘ﬁ\}ig?gGSARS' 15016M800 | Panel 1 CIA | Nucleocapsid Autﬁgﬁ‘z o | Combined | 900 | 4%2‘:"98'50 w | 1000 | g 5.(3(?/0";”’1%3% ) | 1000 46.(3"5/:;&1%5% ) | ees 98'%%2?4’9320 ")
mifgg? > Abbott Amhn?:ccf\i/jg?ges ARS- | 1s0teme00 | Panel 1 CIA | Nucleocapsid | il g 196 90.0 74&2(;%9%"5:3%) 100.0 95.(3;,0;&1%5%) 100.0 46.(1g %1%5%) 99.5 9&53%’2?&93'%;%)
mafsate- Euroimmun SARS'C(I%\&Z BUSA | £200330DT | Panel1 | ELISA Spike Aol 4 | Combined | 900 | 4ﬁf,2‘:”’gg"é% ) | 1000 95.(3%%1%3% ) | 1000 46.(‘?"5/:;&1?0:% ) | ses 98'%%2?"932% )
mzfggfﬁ' Eurcimmun SARS‘?E‘&? BLISA | £200330DT | Panel1 | ELISA Spike Autﬁgﬁze 5 1gG 900 |, 4%22’/"92'5% | 1000 95.(2;,?’1%3% ) | 1000 46?;:’;/"1%3% ) | oos 98'%?,2?4’990'2% )
marsaes- Euroimmun SARS'%%\K)Z BUSA | £200330AS | Panel1 | ELISA Unknown ruter 4| Combined | 933 78‘9’02?"989'&% )| ora 83(3’(,2‘;"9?";% )| w0 19@2‘;"52'5% )| sos 9&(7%2?&935% )
me;fgg?s- Eurcimmun SARS'C(%\X)z BLISA | £200330AS | Panel1 | ELISA Unknown Auﬂ']"(;’r‘ize 5 IgA 93.3 78'(7?,22’/"95"5% )| ors 83'(0?,2?/"92';% )| w80 19'(5‘,2;’/"52'6% )| sos 98'(7?,2?4’99%% )
mif3§f7' Healgen F\E;(;)J?Ql;l)'gs? 'cga(i’s'i?f'e 2003292 Panel 1 | Fo Spike Autoryed | Cembined | 1000 88.(6?‘;:’;&1%5%) 975 | o ‘(3902?/“990"3%) 67.8 35A(()9°2(;%8gtt%) 100.0 99.(3‘2;?1%%)
Mot Healgen F?a%'[%;ﬁ Sete 2003292 Panel 1 | ‘o Spike Authorved 19G 96.7 83.(3%2‘?)935%) 97.5 | g4 .(3%2‘;%93'5%) 671 33.(:"2%82.51%) 99.8 99.((?‘?/:;61%5%)
mif3§f7' Healgen F\E;(;)J?Ql;l)'gs? 'cga(i’s'i?f'e 2003292 Panel 1 | o Spike Autrorived IgM 100.0 88.(6?‘;:’;&1%5%) 100.0 95.(3;,0;&1%5%) 100.0 50.(59;:;&1%5%) 100.0 99.(3‘2;?1%%)
mifggfs' Biomedomics COF\QEQ iégn-il? ¢ 51-200404 | Panel 1 L?fs\;? l Unknown Autmtized Combined | 96.7 83(3%'2‘;%98';&%) 971 90‘52%982%) 64.0 30&32‘;%822:;%,) 99.8 99.((?‘;,0;4’1%%)
mifgg fs_ Biomedomics COFY;SG ?’égsiv:;iltg ¢ 51200404 | Panelt | oW Unknown Authorized 19G 73.3 55.(‘5?’2(;%8’(5:.|E:3°A>) 100.0 95.(2‘;,?’1%3%) 100.0 39.(3‘;?’1005%) 98.6 97.%%2%9%%)
mifggfs' Biomedomics COF\QEQ iégn-il? ¢ 51-200404 | Panel 1 L?fs\;? l Unknown Autmtized IgM 86.7 70‘3&2‘;%92';%,) 971 90‘52%982%) 61.5 27‘3%2‘;%8&%) 99.3 9&@2?&98;%)
Tt Phamatech | COVIDI9RAPIDTEST | pofCP | Panel1 | “For Unknown Autborzed | Combined | 867 70.(3%2‘?)9%%) 93.8 86.(2%’/50‘;%9?%%) 422 | o4 .(1%2‘?)6%%) 99.3 98.(2%2(;%99?2%)
mifggfg' Phamatech | COVID19 RAPID TEST 20(’)\1352)239 Panel 1 | LZo! Unknown Authorized 196 86.7 70232%922%) 96.3 89@2(;%9%%) 54.9 26A(1%'2(;%7g‘|5:3%) 99.3 98&22‘;%98;%)
Tt Phamatech | COVIDI9RAPIDTEST | po6cP .o | Panel1 | “For Unknown Authorized IgM 26.7 14.(2%2%425%) 97.5 | g4 .(3%2‘;%93'5%) 36.0 (950/7"%0/3)‘9%; 96.2 95.(3%2?&9?1: %)
o | B | sy | g | e |t | | it | o | o |50 |00 | b0 | 900 | ol | 0 |
ez | gty | ooz | amom | o | e | 5 | | e | 00 | o | 000 | o8 | 0 | B | 0 |
maf32si- | Ji@ninBeroni | gpe oV 1gGgM | 20200405 Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:

001 B'°éff"ﬂfé?gy Antibody Detection Kit | (TestStrip) | ~2ne'’! Flow St Authorized IgM 833 | 66.4%; 92.7%) | 1000 | ga8o%: 100%) | 1000 | s02%; 100%) | %1 | 98.2%; 99.6%)
mifggf > ChemBio |3|\P/|'/3|gc(§) ;,/)I/Es)t;r?m 20460012 | Panelt | Fo Unknown Aubarized | Combined | 82 64&2(;%92'1: %) | 813 | 71 ‘(3902?/“880"3%) 187 10@2(;%23'3%,) 98.9 97532%990"5%)
mifggf > Chemio IZI\P/I'/jIgC(S ;/)I/[s)t;r?m 204160012 | Panel 1 L?fs\;? l Unknown Autmtized 196 786 60A(5%’/50‘;%88|;3%) 91.3 83(()%'2‘;%9%%) 821 15@2‘;&5%%) 98.8 9753%2?&935%)
mifggf > ChemBio Iglf’ll'ljlgc(? \S/)I/Es)t_;rfl 204160012 | Panel1 | Fo Unknown Authorized IgM 571 39.(1%2(;%7%%) 90.0 soﬁi?"g?.'i %) | 231 (950/4"40.('{0/?)'7%; 97.6 96.(2%2?Agsc.lé%)
mif3§17 " | TesTseaLaBs SAR?égt%\gszs-gglgM 20200320 | Panel1 L?fs\;? l Unknown Autmtized Combined | 83.3 66%2%92;%) 92.5 84‘(312‘;%92'5:3%,) 36.9 18‘5312‘;%5;'5%) 99.1 QSAE)%’Z?A’QQCAIQ;%)
mif(?g? " | TEsTsEALABS SARTséSt%\;—szs_alagtg“gM 20200320 | Panel1 | "o Unknown Authorized IgM 73.3 55‘6912(;%82';3%) 100.0 94.(3‘2,0;&1%5%) 100.0 36.((?‘%’1%5%) 98.6 9753%2?&990‘2%)
ez | el | g | o L o | | e | o | o | 0 | 0 | 00 | 2 | 00 | 200k | 0 | s
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Evaluation

Assay

Regulatory

NPA

PPV

NPV

D Manufacturer Device Lot Number Panel Type Target Status Analyte PPA (%) PPA CI (%) NPA CI %) PPV CI (%) NPV CI
mifgg . z Bi;gf}?%’g;d" COVidT_égtlgca;gsge'\ﬂeRapid 20(?3%71 Panel 1 | o Spike Autronived IgM 100.0 88.(3‘;:’;/01%5%) 100.0 95.(2%?’1%3%) 100.0 50.(25«?’1005%) 1000 99‘3%%1%3%)
mifggf | Accudiagnostics | “*1 I}%aﬂ/lgG Test NA Panel 1 | “Zo Unknown Authorized 19G 100.0 88.(3‘;:’;&1%3%) 92.5 84.(:"2(;%9%%) 412 23.(2?’2(;%6(():.2"&) 100.0 99.(2?/:;&1%3%)
mifggf * | Accudiagnostics | “°19 IERMQG Test NA Panel 1 L?fs\;? l Unknown Autmtized IgM 100.0 88.(3‘%1%5%) 87.5 78‘5312‘;%921: ou) | 296 17A(8%'Z‘;%4glé%) 100.0 99.(3‘;0;4’1%%)
mifggf " | wHPMInc Engeagﬁﬂd{;i P0406203922 | Panel1 | ‘Fo Unknown Autborized | Combined | 767 59.(1?’2(;%853:.2"&) 971 90.(2%2(;%932%) 58.5 24.@2(;%8’(5:.2%) 98.8 97.(7%2‘;%990.5%)
mifggf T WHPM, Ine. |g|(\)/|\;:zlgeRggiﬂdT_l§t P0406203922 | Panel1 | ‘Fo Unknown Autborized 196 700 52A(1%'2(;%sglé%) 97.1 90@2%932%) 56.3 | o4 A(sizt;%silé%) 984 97‘:32‘;%999'1: %)
My | WHPM,Inc. |(g:|\c;|\;:§é;reR(a:;i\ng-;2t P0406203922 | Panel 1 | ‘o Unknown Authorized IgM 76.7 59.(1%2‘?)82.'5%) 971 90.(2%2‘?)935%) 58.5 24.&)%’2‘?)82.'5%) 98.8 97.(7%2?69&%)
mif(?g? z A}gfu}hg)k 'QGF;'\\”'aAE‘g:\?EY-EaPid 20200305 | Panel1 | ‘Eo Unknown Autboized | Combined | 90.0 74&2(;%9%"5:3%) 900 | g4 Agzt;%gilé%) 821 17‘5212(;%43'(:3%,) 994 98&%’2‘;%93'%;%)
e /?gi?j}hg)k 'QG”;‘;“\;'aAE‘i’\?EV-L?"‘pid 20200305 | Panel1 | LZe Unknown Authorized 19G 0.0 74.%2(;%9%%) 900 | g4 .(5902(;’/094?.23%) 321 17.(5902(;%490.%%) 994 98.21?’2?A9§Ié%)
mifggf & %fszcnfmc C(X/ri(tjigo%;/g'(r;égM PD200420A | Panel1 | ‘B Unknown Autberized | Combined | 1000 88.(6?‘;:’;&1%5%) 93.8 segz%g%%) 457 25‘:312(;%6?1: o) | 1000 99.(3?‘2,0;&1%5%)
mifggf & %f:sz(?::mc c%ﬁ;;;ggégm PD200420A | Panel 1 L?fs\;? l Unknown Autmtized 196 80.0 62A(7g°2‘;%98|5:3%) 100.0 95.(2%1%5%) 100.0 | 44 .(3%1%3%) 99.0 QSAE)%’Z?A’QQCAIEZS%)
mifggf > ‘Eifszcnf“ﬁ? C(X/ri(tjigo?ﬂ)l/g'?éls%M PD200420A | Panel1 | ‘B Unknown Authorized IgM 100.0 88.(3‘;:’;&1%3%) 93.8 86.(2%2(;%9%%) 457 25.(3‘?’2(;%625:.|1: %) | 1000 99.(2?/:;&1%3%)
mifggf * Inveni%g edea! COVI%Z&JQT%SI?M A 2(():2%\(;2324 Panel 1 L?fs\;? l Unknown Autmtized Combined | 80.0 62A(7g°2‘;%98|5:3%) 100.0 95.(2%1%5%) 100.0 | 44 .(3%1%3%) 99.0 QSAE)%’Z?A’QQCAIEZS%)
Moo | e | O e " | aomome | Parelt | o | Unknown |\ fioies | tee | 800 | o 0RNTEe | 1900 | astimrioon | 1990 | 41'Geicom | 900 | asbu 00w
mifggf * fvenio Medica! COVIEFZ_;;JQT%SI?M Ao 2(?2%\(;1134 Panel 1 | Fo Unknown Autborized IgM 76.7 59A(1%'2(;%8§3:A|§%) 100.0 95.(3;,0;&1%5%) 100.0 40.(3;,0;&1%5%) 98.8 97A§3%2?A)9902%)
. IgM/IgG Diagnqstic Kit

mifgg ? * [z)glg:::s;:zlgg foéggc';/g:a%ﬁuin(tls?géfo 200425041 o | Panelt L?fs\;? l Unknown Autmtized Combined | 93.3 78A(7g°2‘;%gglé%) 100.0 95.(2%1%5%) 100.0 47.(59%1%5%) 99.7 9&&3%2?&935%)
. IgM/Ich[?iZg-;i)qstic Kit

mifgg ? * 52.3'33'55'3732 foéggrc':/:{;gv(i;ru/:n(ns?%-m 200agmoato | Panelt | Ee Unknown Autborized 196 63.3 45‘5212(;%7&(3:"1: o) | 1000 95.(3;,0;&1%5%) 100.0 34.(3?;:;&1%5%) 98.1 97‘122‘;%9;'5:)%)
. IgM/IgGC[c))iZg-;i)qstic Kit

mifgg ? * 52.3'33'55'3732 foéggrc':/:{;gv(i;ru/:n(ns?%-m 200agmoato | Panelt | Ee Unknown Autborized IgM 93.3 78A(79°2(;%9§3:A|§%) 100.0 95.(3;,0;&1%5%) 100.0 47.(59‘2,0;&1((:)5%) 99.7 9&&322%990‘2;%)
SARS_—gleéZI)gM/IgG

mifggf e aton ﬁrirﬁﬂﬂggg:oﬁm?fg;?r: 12502(())\(;3C Panel 1 | o Unknown Autboized | Combined | 767 59A(1%'2(;%8§3:A|§%) 98.8 93@2(;%985%) 763 | 3 ﬁff;’/“g?'é%) 98.8 97‘722‘;%9902%)
SARS_—Co\);ZZ IgM/IgG

mifggf [ et ﬁﬁﬁﬂﬂ‘é‘éﬁ%ﬁi‘iﬁ’g;ﬁ 12502(())\(;30 Panel 1 | “Fom Unknown Authorized 19G 733 55.(‘5?’2(;%8’(5:.|E:3°A>) 98.8 93.%%’2?’95.'5%) 785 30.(2%2(;%9%%) 98.6 97.%%2%990.2%)
SARS_—Co\);ZZ TgM/IgG

mifgg A st ﬁﬁrﬁﬂﬂﬁ‘éﬁ??ﬁ?fg;fh‘ 1 2502%\(;30 Panel 1 | "o Unknown Authorized IgM 53.3 36.(1?’2(;%63'6:3%) 100.0 95.(2‘;,?’1%3%) 100.0 29.(2‘;,?’1%3%) 97.6 96.(6?’2‘;%922%)

y

mifggf & Aurore Blomed cov&g;g 'lr%(s;t/ ‘oM 2(?2%\(;1134 Panel 1 | Fo Unknown Autborized | Combined | 767 59A(1%'2(;%8§3:A|§%) 100.0 95.(3;,0;&1%5%) 100.0 40.(3;,0;&1%5%) 98.8 97A§3%2?A)9902%)

Moo | e | Raatan | somome | Parelt | ow | Unknown | ioles | 108 | 787 | ool eetu | 1900 | astimragon | 1990 | so'ssnicom) | %8 | o7.6m 094%)

mifggf & Aurore Blomed cmgg;: 'Il'%(s;t/ ‘oM 2(?2%\&24 Panel 1 | “Zo Unknown Authorized IgM 66.7 48.@2(;%8823%) 100.0 95.(2‘;,?’1%3%) 100.0 35.(3‘;?’1005%) 98.3 97.(3?’2?A)93I(:)°A))

15




Evaluation

Assay

Regulatory

NPA

PPV

NPV

H 0,
D Manufacturer Device Lot Number Panel Type Target Status Analyte PPA (%) PPA CI (%) NPA CI %) PPV CI (%) NPV CI
COVID-19 1gG/igM Test , , , )
maf3263- Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
2001 BTNX, Inc. Blg:ds/sgeett‘i?n(/\'/j\llt;cs)ﬁa) 12004027 Panel 1 Flow Unknown Authorized Combined 100.0 88.6%; 100%) 100.0 04.8%; 100%) 100.0 47.3%; 100%) 100.0 99.4%; 100%)
COVID-19 IgG/IgM Test
maf3263- Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
2001 BT e e ooy | 2277 | P | Fiow Unknown | 5 horized lgG 887 | 703%; 94.7%) | 1900 | 95.4%; 100%) | 1900 | 44.7%; 100%) | % | 98.4%; 99.7%)
COVID-19 IgG/igM Test , . . ;
maf3263- Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
a001 BTNX, Inc. B|§:§f;e::i?n (/Vpﬁiﬁa) 12004027 Panel 1 Flow Unknown Authorized IgM 96.7 | 833%; 99.4%) | 1990 | g48%: 100%) | 1000 | a57%: 100%) | 99 | 99.1%; 100%)
Rapid COVID-19
maf3266- Chemtron ) Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
2001 Biotech, Inc. Igl/lgS Antibody | DAOSS07401 | - Panel 1 Flow Unknown Authorized | Combined | 6.7 1 4o e 80.8%) | 988 | 93.3%;99.8%) | °7 | 27.6%;95.1%) | B3 | 97.2%; 99.0%)
Rapid COVID-19
maf3266- Chemtron . Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc. 'gl/lgS Antibody | DAOSS07401 | - Panel 1 Flow Unknown Authorized 19G 633 | 455% 781%) | %8 | 933%: 00.8%) | 27 | 26.2%; 94.9%) | 981 | 97.0%; 98.9%)
Rapid COVID-19
maf3266- Chemtron Ny Lateral Not (95% ClI: 9.5%; (95% Cl: (95% ClI: 9.8%; (95% Cl:
a001 Biotech, Inc. 'g“gﬁffer‘]\’}lbs‘:dy DA05507401 | Panel 1 Flow Unknown Authorized IgM 20.0 37.3%) 100.0 | g95.49; 100%) | 1900 100%) 96.0 | 95.2%,; 96.8%)
Shanghai Fosun
Fosun COVID-19
maf3269- Long March . . Lateral Not . (95% Cl: (95% Cl: (95% CI: 8.6%; (95% Cl:
001 Medical Science | '9¢/19)1 Rapid Antibody | 20200302 ) - Panel 1 Flow Unknown Authorized | Combined | 367 1 54 905450y | 90 | a7.8% 9s.0%) | 278 59.4%) 96.6 | 95 5%; 97.6%)
Co., Ltd.
Shanghai Fosun
Fosun COVID-19
maf3269- Long March . . Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Medical Science | '9¢/19} Rapid Antibody | 20200302 ) - Panel 1 Flow Unknown Authorized 19G 36.7 | 2190%: 545%) | 988 | 933%;008%) | 07 | 146% 928%) | %7 | 95.8%: 97.7%)
Co., Ltd.
Shanghai Fosun
Fosun COVID-19
maf3269- Long March . . Lateral Not (95% CI: 3.5%; (95% Cl: (95% CI: 1.7%; (95% Cl:
001 Medical Science | '9¢/ 190 Rapid eioody 20200302 | Panel 1 Flow Unknown Authorized IgM 100 25.6%) 96.3 | go.5%;987%) | 123 51.2%) 953 | 94.6%; 96.2%)
Co., Ltd.
One Step Test for Novel
maf3270- GP Getein Coronavirus (2019- PGGM Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc. | nCoV) IgM/lgG antibody |  20015W Panel 1 Flow Unknown Authorized | Combined | 76.7 1 59708800y | 988 | 933%; 90.8%) | 03 | 31.5%955%) | %8 | 97.7%; 99.4%)
(Colloidal Gold)
One Step Test for Novel
maf3270- GP Getein Coronavirus (2019- PGGM Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc. | nCoV) IgM/lgG antibody |  20015W Panel 1 Flow Unknown Authorized 196 733 | 5560 858%) | 1900 | o549 100%) | 1900 | 3g.0%; 100%) | 8C | o7.6%;99.3%)
(Colloidal Gold)
One Step Test for Novel
maf3270- GP Getein Coronavirus (2019- PGGM Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc. | nCoV) IgM/lgG antibody |  20015W Panel 1 Flow Unknown Authorized IgM 567 | 3920 726%) | 98 | 9339%;99.8%) | ‘05 | 234%; 945%) | 97 | 96.7%; 98.6%)
(Colloidal Gold)
sD
maf3274- STANDARD Q COVID- | QC01020007/ Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
001 BIOSENSOR, 19 IgM/lgG Duo sub 1 A2 Panel 1 Flow Unknown Authorized | Combined | 767 | 5o%ogg ooy | 988 | 9339 008%) | 703 | 31.5%; 955%) | 988 | 97.7%; 99.4%)
SD
maf3274- STANDARD Q COVID- | QC01020007/ Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 B'OSE]';'SOR' 19 IgM/lgG Duo sub : A-2 Panel 1 Flow Unknown Authorized 196 733 | 55 e5.8%) | 988 | 9339 09.8%) | >0 | 302%; 953%) | 980 | o7.6%;99.3%)
SD
maf3274- STANDARD Q COVID- | QC01020007/ Lateral Not (95% CI: (95% CI: (95% CI: (95% Cl:
001 BIOSENSOR, 19 IgM/lgG Duo sub 1 A2 Panel 1 Flow Unknown Authorized IgM 533 | 36.1%:69.8%) | 1900 | 95.4%; 100%) | '900 | 2039%: 100%) | %7 | 96.6%;98.4%)
Roche .
maf3358- . . Elecsys Anti-SARS- . EUA . (95% CI: (95% CI: (95% CI: (95% ClI:
2001 (E)c;?gg;?itg% Cov-2 50726001 Panel 2 CIA Nucleocapsid Authorized Combined 96.7 83.3%; 99.4%) 100.0 95.4%; 100%) 100.0 48.9%; 100%) 99.8 99.1%; 100%)
Roche .
maf3358- . . Elecsys Anti-SARS- . EUA (95% CI: (95% CI: (95% CI: (95% ClI:
a001 C[’Afggr";l‘('fn Cov-2 50726001 Panel 2 CIA | Nucleocapsid | A norizeq Pan Ig 96.7 | g33%; 99.4%) | 1990 | 95a9%:100%) | 1000 | as.9%: 100%) | 9% | 99.1%; 100%)
maf3315- InBios SCoV-2 Detect™ IgG ; EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 International Inc. ELISA DFT1172 Panel2 | ELISA Spike Authorized | Combined | 100.0 | gg 60 q000) | 1000 | 9549, 100%) | 1990 | s05%; 100%) | 1900 | 99.4%; 100%)
maf3315- InBios SCoV-2 Detect™ IgG ) EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 International Inc. ELISA DFT1172 Panel2 | ELISA Spike Authorized 196 100.0 | gg6%; 100%) | '°°C | 95.4%; 100%) | '°°C | 50.5%; 100%) | "% | 99.4%; 100%)
maf3316- InBios SCoV-2 Detect™ IgM . EUA . (95% CI: (95% CI: (95% CI: (95% CI:
001 International Inc. ELISA DFT1170 Panel2 | ELISA Spike Authorized | Combined | 967 | g339.-9949,) | 98 | 9339, 00.8%) | 893 | s04%;959%) | 998 | 99.1%; 100%)
maf3316- InBios SCoV-2 Detect™ IgM ; EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 International Inc. ELISA DFT1170 Panel2 | ELISA Spike Authorized IgM 96.7 | §33%;99.4%) | 288 | 933%;99.8%) | 803 | 30.4%;959%) | 908 | 99.1%; 100%)
maf3312- Arbor Vita . Not . (95% CI: (95% CI: (95% CI: (95% CI:
2001 Corporation CoVisa™ IgG Test RD20060803 Panel 2 ELISA Unknown Authorized Combined 76.7 59.1%; 88.2%) 100.0 95.4%; 100%) 100.0 40.4%; 100%) 98.8 97.8%; 99.4%)
maf3312- Arbor Vita — Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Corporation CoVisa™ lgG Test | RD20060803 | Panel2 | ELISA Unknown Authorized 19G 767 | 5979 88.2%) | 1900 | 954%; 100%) | '900 | s0.4%; 100%) | %8 | o7.8%; 99.4%)
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Beijing Wantai
Biological
maf3319- WANTAI SARS-CoV-2 NCOA . EUA . (95% CI: (95% CI: (95% CI: (95% Cl:
001 En’:;‘rf)'r’iz:cgo Ab ELISA 20200401 Panel2 | ELISA Spike Authorized | Combined | 96.7 | g339:-9940) | 9% | 91.3%; 99.3%) | 71 | 33.6% 884%) | 99 | 99.0%; 100%)
Ltd.
Beijing Wantai
maf3319- ggfrgiac?' WANTAI SARS-CoV-2 NCOA panei2 | ELISA Soike EUA Pan | 6.7 (95% Cl: o5 (95% Cl: 671 (95% Cl: 008 (95% Cl:
001 Enterarn 2o Ab ELISA 20200401 P Authorized 9 : 83.3%; 99.4%) S| 91.3%; 99.3%) 1| 33.6%; 88.4%) 8 | 99.0%; 100%)
Ltd.
maf3327- Zeus Scientific, SARS-CoV-2 IgG Test Spike and EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Inc. System 20060295 | Panel2 | ELISA |\, yeocapsid | Authorized | COMPINed | 933 | 7570 ‘9520 | 1000 | 9480, 100%) | 1000 | 443%; 100%) | 997 | 98.8%; 99.9%)
maf3327- | Zeus Scientific, | SARS-CoV-2 IgG Test Spike and EUA (95% CI: (95% CI: (95% CI: (95% CI:
001 Inc. System 20060295 | Panel2 | ELISA |\ yeocapsid | Authorized 19G 983 | 7879%: 98.2%) | 1000 | o4y 100%) | 1900 | 44.3%;100%) | 997 | 98.8%; 99.9%)
maf3260- Biohit Healthcare | SARS-CoV-2 IgM/IgG Lateral . EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 (Hefei) Co., Ltd. Antibody Test Kit SA200301 | Panel 2 Flow | Nucleocapsid | p iorzeq | COmbined | 967 | g330.9940) | 950 | g78%;980%) | 20 | 26.5%;72.7%) | 298 | 99.0%; 100%)
maf3260- | Biohit Healthcare | SARS-CoV-2 IgM/IgG Lateral . EUA (95% CI: (95% CI: (95% CI: (95% CI:
001 (Hefei) Co., Ltd. Antibody Test Kit SA200301 | Panel 2 Flow | Nucleocapsid | p norized 196 96.7 | g339%;99.4%) | 90 | 87.8%;98.0%) | 204 | 265% 72.7%) | 9% | 99.0%; 100%)
maf3260- Biohit Healthcare | SARS-CoV-2 IgM/IgG Lateral . EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 (Hefei) Co., Ltd. Antibody Test Kit SA200301 | Panel 2 Flow | Nucleocapsid | 5 orized IgM 96.7 | g33%:99.4%) | 250 | g7.8%;98.0%) | 0% | 265%; 727%) | %08 | 99.0%: 100%)
2019-nCoV IgG/IgM
maf3261- o -nCo\ M | v5020041352 Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
2001 Biolidics Ltd Detectlorg;:ggcmlmdal A Panel 2 Flow Unknown Authorized Combined 96.7 83.3%; 99.4%) 96.2 89.4%; 98.7%) 57.3 29.3%; 80.1%) 99.8 99.0%; 100%)
2019-nCoV 1gG/igM , . . i
maf3261- . -nCo\ M | v5020041352 Lateral Not (95% CI: (95% CI: (95% CI: (95% Cl:
2001 Biolidics Ltd Detectlorg;:ggCollmdal A Panel 2 Flow Unknown Authorized IgG 96.7 83.3%:; 99.4%) 96.2 89.4%:; 98.7%) 57.3 29.3%: 80.1%) 99.8 99.0%: 100%)
2019-nCoV IgG/IgM
maf3261- . -nCo\ M | 5020041352 Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
2001 Biolidics Ltd Detectloré};:L§COIIO|dal A Panel 2 Flow Unknown Authorized IgM 33.3 19.2%; 51.2%) 97.5 91.2%; 99.3%) 40.9 10.3%; 79.5%) 96.5 95.5%; 97.5%)
maf3275- Sugentech SGTi-flex Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Sugentech, Inc. | “coyip.1g IgMige | COVT20906 | Panel2 Flow Unknown Authorized | Combined | 100.0 | gg o q000) | 900 | g15%; 048%) | 3*° | 20.1%;505%) | %00 | 99.3%; 100%)
maf3275- Sugentech SGTi-flex Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Sugentech, Inc. | “coyip.1g Igmige | COVT20906 | Panel2 Flow Unknown Authorized 19G 933 | 787%; 98.2%) | 1900 | 954%; 100%) | '900 | 475%; 100%) | %7 | 98.8%;99.9%)
maf3275- Sugentech SGTi-flex Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
a001 Sugentech, Inc. | “coviD-19 Igmiigs | COVT20906 | Panel2 | e, unknown | aythorized IgM 93 | 787%;982%) | 90 | g15%: 948%) | 3%° | 18.3%;50.1%) | 996 | 08.6% 99.9%)
Xiamen Biotime Biotime SARS-CoV-2
maf3262- ; : Lateral . EUA . (95% CI: (95% CI: (95% CI: (95% ClI:
2001 Biotechnology IgG/!gM Rapid X2003602 Panel 2 Flow Spike Authorized Combined 100.0 88.6%; 100%) 96.3 89.5%; 98.7%) 58.4 30.9%; 80.4%) 100.0 99.3%; 100%)
Co., Ltd. Qualitative Test
Xiamen Biotime Biotime SARS-CoV-2
maf3262- ; . Lateral . EUA (95% CI: (95% CI: (95% CI: (95% ClI:
Biotechnology 1gG/IgM Rapid X2003602 Panel 2 Spike ; 19G 96.7 o o 97.5 o o 67.1 o o 99.8 o . o,
001 e e Flow Authorized 83.3%; 99.4%) 91.3%; 99.3%) 33.6%; 88.4%) 99.0%; 100%)
Xiamen Biotime Biotime SARS-CoV-2
maf3262- - . Lateral ; EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
Biotechnology 1gG/IgM Rapid X2003602 Panel 2 Spike R IgM 100.0 o . o 98.8 o . o 80.8 o . o 100.0 o . o
001 iy S b Flow Authorized 88.6%; 100%) 93.3%; 99.8%) 40.9%; 96.0%) 99.4%; 100%)
Nanjing Vazyme Vaz 2019-nCoV
maf3278- Medical yme £019-nt.oV Lateral Not ) (95% CI: (95% CI: (95% CI: 9.4%; (95% Cl:
2001 Technology Co. IgG/IgM Detection Kit | 5020042252B Panel 2 Flow Unknown Authorized Combined 96.7 83.3%; 99.4%) 68.8 57.9%; 77.8%) 14.0 19.1%) 99.7 98.5%; 100%)
LTD (Colloidal Gold-Based)
Nanjing Vazyme Vaz 2019-nCoV
maf3278- Medical yme £019-nt.oV Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 Technology Co. | 9G/IgM Detection Kit | 50200422528 | Panel 2 Flow Unknown Authorized 19G 96.7 | g33%; 99.4%) | 900 | g15% o48%) | 37 | 19.2% 504%) | 998 | 98.9%; 100%)
LTD (Colloidal Gold-Based)
Nanjing Vazyme Vaz 2019-nCoV
maf3278- Medical yme £019-nt.oV Lateral Not (95% CI: (95% CI: (95% CI: 7.3%; (95% Cl:
001 Technology Co. 'gG/ IgM ':g“ed'm Kit = | 50200422528 |  Panel 2 Flow Unknown Authorized IgM 66.7 | 4g.8%;80.8%) | (70 | 67.2% 853%) | 1°° 22.4%) 978 | 96.1%; 98.8%)
LTD (Colloidal Gold-Based)
MEDsan biological
maf3283- health solutions, Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 MEDsan GmbH | \iEnsan covID-19 NA Panel 2 Flow Unknown Authorized | Combined | 90.0 | 740 955%) | 920 | 84.6%; 96.5%) | 7 | 20.3%;59.3%) | 9%* | 98.4%; 99.8%)
IgM/IgG Rapid Test
MEDsan biological
maf3283- health solutions, Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 MEDsan GmbH | \iEnsan covID-19 NA Panel 2 Flow Unknown Authorized 19G 900 | 744%; 965%) | 938 | 86.2%;97.3%) | 1 | 221%;65.3%) | 9% | 98.5%;99.8%)
IgM/IgG Rapid Test
MEDsan biological
maf3283- health solutions, Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 MEDsan GmbH | \enean covID-19 NA Panel 2 Flow Unknown Authorized IgM 900 | 7449 965%) | 93 | sosu;08.7%) | 98 | 272% 798%) | 99 | 98.5%; 99.8%)

IgM/IgG Rapid Test
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Novel Coronavirus
SARS-CoV-2) IgM and . . . . .
maf3287- ) ( ] Lateral Not ) (95% Cl: (95% Cl: (95% Cl: 4.9% (95% ClI:
RayBiotech IgG Dual Combined 505202977 Panel 2 Unknown . Combined 70.0 o o 57.5 o o 8.0 o, ! 97.3 o o
a001 Antibody Detection Kit Flow Authorized 52.1%; 83.3%) 46.6%; 67.7%) 12.0%) 94.9%; 98.7%)
(Colloidal Gold Method)
Novel Coronavirus
SARS-CoV-2) IgM and
maf3287- . ( R Lateral Not (95% ClI: (95% Cl: (95% Cl: (95% Cl:
RayBiotech IgG Dual Combined 505202977 Panel 2 Unknown . 19G 46.7 ! 100.0 . 100.0 . 97.3 !
a001 Antibody Detection Kit Flow Authorized 30.2%; 63.9%) 95.4%; 100%) 25.8%; 100%) 96.3%; 98.1%)
(Colloidal Gold Method)
Novel Coronavirus
SARS-CoV-2) IgM and
maf3287- . ( R Lateral Not (95% ClI: (95% ClI: (95% CI: 4.0%; (95% Cl:
2001 RayBiotech IgG Dual Comll)lnedl 505202977 Panel 2 Flow Unknown Authorized IgM 60.0 42.3%; 75.4%) 57.5 46.6%; 67.7%) 6.9 11.0%) 96.5 93.9%; 98.1%)
Antibody Detection Kit
(Colloidal Gold Method)
Innovita One Step Rapid Test
(Tangshan) 2019-nCoV Ab Test
maf3282- ANgs™ (Colloidal Gold) IgM/IgG Lateral Spike and EUA ' (95% Cl: (95% Cl: (95% Cl: (95% Cl:
a001 Biological Whole 20200405 | Panel 2 Flow | Nucleocapsid | Authorized | COmPined | 1000 | ggiso100%) | 975 | 91.3%;99.3%) | &8 | 35.0%; 884%) | 1900 | 99.4%; 100%)
Technology Co.,
Blood/Serum/Plasma
Ltd.
Combo
Innovita One Step Rapid Test
(Tangshan) 2019-nCoV Ab Test
maf3282- - ; (Colloidal Gold) IgM/IgG Lateral Spike and EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biological Whole 20200405 | Panel 2 Flow | Nucleocapsid | Authorized 19G 933 | 7g7%: 982%) | %88 | 933%;008%) | 07 | 38.0%;959%) | 99 | 9s.8%; 99.9%)
Technology Co.,
Blood/Serum/Plasma
Ltd.
Combo
Innovita One Step Rapid Test
(Tangshan) 2019-nCoV Ab Test
maf3282- - ) (Colloidal Gold) IgM/IgG Lateral Spike and EUA (95% Cl: (95% Cl: (95% ClI: (95% Cl:
001 Biological Whole 20200405 | Panel 2 Flow | Nucleocapsid | Authorized IgM 933 | 787% 98.2%) | 98 | 933% 99.8%) | %7 | 38.0%: 959%) | 90 | 98.8%;99.9%)
Technology Co.,
Blood/Serum/Plasma
Ltd.
Combo
CareStart COVID-19
IgM/IgG Rapid . . . . .
maf3299- . ; ; Lateral Spike and EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
2001 Access Bio Inc. Dlagnos_tlc Test for the C120E68 Panel 2 Flow Nucleocapsid Authorized Combined 100.0 88.6%; 100%) 97.5 91.3%:; 99.3%) 67.8 35.0%:; 88.4%) 100.0 99.4%: 100%)
Detection of SARS-
CoV-2 IgM/IgG Ab
CareStart COVID-19
IgM/IgG Rapid . X X X .
maf3299- . ; b Lateral Spike and EUA (95% Cl: (95% Cl: (95% ClI: (95% Cl:
001 Access Bio Inc. | Diagnostic Test for the | C120E68 Panel 2 Flow | Nucleocapsid | Authorized 196 100.0 | gg6%; 100%) | 988 | 03.3%;99.8%) | 808 | 40.9%;96.0%) | '°°C | 99.4%; 100%)
Detection of SARS-
CoV-2 IgM/IgG Ab
CareStart COVID-19
IgM/IgG Rapid . . . . .
maf3299- . . > Lateral Spike and EUA (95% Cl: (95% Cl: (95% ClI: (95% Cl:
001 Access Bio Inc. | Diagnostic Testfor the | C120E68 Panel 2 Flow | Nucleocapsid | Authorized IgM 900 | 7449 965%) | 98 | 933% 99.8%) | %1 | 36.7% 958%) | 90 | 98.6%;99.8%)
Detection of SARS-
CoV-2 IgM/IgG Ab
maf3328- BioMedomics, BioMedomics COVID- R Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Inc. 19 IgM-lgG Rapid Test | 21200511 | Panel2 Flow Unknown Authorized | Combined | 100.0 | gg 601000y | 925 | gapo; 96.5%) | 12 | 23.2%; 602%) | 1000 | 99.3%; 100%)
maf3328- BioMedomics, BioMedomics COVID- ~ Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Inc. 19 IgM-IgG Rapid Test | 21200511 | Panel2 Flow Unknown Authorized 19G 9.7 | 833% 904%) | %3 | sos5%:087%) | 7% | 206%; 803%) | 998 | 99.0%; 100%)
maf3328- BioMedomics, BioMedomics COVID- Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Inc. 19 IgM-IgG Rapid Test | 21-200511 | Panel2 Flow Unknown Authorized IgM 86.7 | 703%;947%) | 071 | 90.2%;99.2%) | 815 | 27.3%;86.4%) | 993 | 98.3%; 99.7%)
Livzon IgM/IgG
- Diagnostic Kit for
maf3285- Zhuhai Livzon ; CK Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics Inc | 19M/19G Antibodyto 1 5404350419 | Panel2 Flow Unknown Authorized | Combined | 867 | 7o39-947%) | 970 | 913%:003%) | ®46 | 200w 87.9%) | 993 | 98.3%; 99.7%)
Coronovirus (SARS-
Cov-2) Lateral Flow
Livzon IgM/IgG
. Diagnostic Kit for
maf3285- Zhuhai Livzon ) Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics Inc | 'IM/19G Anfibody to- | 5435041 | Panel2 Flow Unknown Authorized l9G 66.7 | 48.8%;80.8%) | 1000 | o5.4%; 100%) | 1900 | 35.9%; 100%) | 983 | 97.3%; 99.0%)
Coronovirus (SARS-
Cov-2) Lateral Flow
Livzon IgM/IgG
. Diagnostic Kit for
maf3285- Zhuhai Livzon . CK Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics Inc | /IM/IGG Antibody to | 145044 | Panel 2 Flow Unknown Authorized IgM 86.7 | 70.3%; 94.7%) | 9% | 91.3% 99.3%) | %46 | 209%: 87.9%) | 993 | 98.3%;99.7%)

Coronovirus (SARS-
Cov-2) Lateral Flow
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maf3288- Zhongshan Bio- SARS-CoV-2 IgM-IgG Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tech Co LTD (GICA) 2020007 Panel 2 Flow Unknown Authorized | Combined | 967 | g3 399949, | 838 | 7420, 003%) | 238 | 1a5%;349%) | 998 | 98.8%; 100%)
maf3288- Zhongshan Bio- SARS-CoV-2 IgM-IgG Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tech Co LTD (GICA) 2020007 Panel 2 Flow Unknown Authorized 196 96.7 | g339%;99.4%) | 850 | 756%; 912%) | 252 | 152%; 37.3%) | 998 | 98.9%; 100%)
maf3288- Zhongshan Bio- SARS-CoV-2 IgM-IgG Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tech Co LTD (GICA) 2020007 Panel 2 Flow Unknown Authorized IgM 500 | 3329 66.8%) | 270 | 91.3%;99.3%) | '3 | 16.8%;836%) | ¥ | 96.3%; 98.3%)
biocan Tell Me Fast
maf3290- Biocan Novel Coronavirus B251CB Lateral Spike and EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics Inc | (COVID-19) IgG/igM 170320 Panel 2 Flow | Nucleocapsid | Authorized | COMPIned | 933 | 7870 9820) | 92 | goav.987%) | %4 | 28.1%: 70.0%) | %96 | 98.8%;99.9%)
Antibody Test
biocan Tell Me Fast
maf3290- Biocan Novel Coronavirus B251CB Panel 2 Lateral Spike and EUA 10G 93.3 (95% Cl: 96.2 (95% Cl: 56.4 (95% Cl: 99.6 (95% Cl:
a001 Diagnostics Inc (COVID-19) IgG/IgM 170320 Flow Nucleocapsid Authorized 9 ’ 78.7%; 98.2%) i 89.4%; 98.7%) . 28.1%; 79.9%) . 98.8%; 99.9%)
Antibody Test
biocan Tell Me Fast
maf3290- Biocan Novel Coronavirus B251CB Panel 2 Lateral Spike and EUA IaM 90.0 (95% Cl: 98.7 (95% Cl: 78.9 (95% Cl: 995 (95% Cl:
a001 Diagnostics Inc (COVID-19) IgG/IgM 170320 Flow Nucleocapsid Authorized 9 : 74.4%; 96.5%) . 93.2%; 99.8%) . 36.4%; 95.8%) . 98.6%; 99.8%)
Antibody Test
I Quick Profile 2019-
maf3320- LumiQuick Lateral Not . (95% ClI: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics nCoV I9Gilgh Test 20042919 | Panel2 Flow Unknown Authorized | Combined | 967 | g339-994%) | 900 | g15%:048%) | 337 | 19.2%: 504%) | 998 | 98.9%; 100%)
L Quick Profile 2019-
maf3320- LumiQuick Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
2001 Diagnostics nCoV IgGilgM Test 20042019 | Panel2 | "o Unknown Authorized 19G 9.7 | g33%;99.4%) | %3 | 8o.5%; 98.7%) | %76 | 206%: 803%) | %% | 99.0%; 100%)
L Quick Profile 2019-
maf3320- LumiQuick Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics nCoV '%(;/r'g"" Test 20042919 | Panel 2 Flow Unknown Authorized IgM 86.7 | 70.3%; 94.7%) | B8 | 862%; 97.3%) | 22 | 21.1%: 649%) | 993 | 98.2%; 99.7%)
Guangzhou
maf3281- Fenghua SARS-COV-2 IgM/IgG Lateral Not . (95% CI: (95% CI: (95% CI: 6.4%; (95% ClI:
a001 Bioengineering Combo Rapid Test Kit 20200508 Panel 2 Flow Unknown Authorized Combined 80.0 62.7%; 90.5%) 62.5 51.5%; 72.3%) 101 14.7%) 98.3 96.3%; 99.3%)
Co., Ltd.
Guangzhou
maf3281- Fenghua SARS-COV-2 IgM/IgG Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 Bioengineering | Combo Rapid TestKit | 20200508 | Panel2 Flow Unknown Authorized 19G 700 | 5o 833%) | 950 | e7.e%;08.0%) | 424 | 184%:;69.1%) | B4 | 97.2%: 99.1%)
Co., Ltd.
Guangzhou
maf3281- Fenghua SARS-COV-2 IgM/IgG Lateral Not (95% CI: (95% CI: (95% CI: 5.6%; (95% ClI:
a001 Bioengineering | Combo Rapid TestKit | 20200508 | Panel2 Flow Unknown Authorized IgM 700 | 5o 83.3%) | 990 | 549 745%) | 90 14.7%) 976 | 95.5%; 98.8%)
Co., Ltd.
maf3284- COVID-19 1gG/ig Lateral Not . (95% CI: (95% CI: (95% CI: (95% CI:
001 Abbexa Rapid Test Kit 12024852X | Panel 2 Flow Unknown Authorized | Combined | 967 | g339:-9949) | 925 | ga6%; 065%) | 404 | 222%:60.0%) | 998 | 99.0%; 100%)
maf3284- COVID-19 IgG/IgM Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Abbexa Rapid Test Kit 12024852X | Panel 2 Flow Unknown Authorized 19G 96.7 | 833%;90.4%) | %3 | 895% 98.7%) | 27 | 20.6%;803%) | 928 | 99.0%; 100%)
maf3284- COVID-19 1gG/ig Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
001 Abbexa Rapid Test Kit L2024852X | Panel 2 Flow Unknown Authorized IgM 533 | 3619 69.8%) | 20 | 8o5%; 98.7%) | 428 | 154%; 74.1%) | 970 | 96.4%; 98.4%)
maf3286- PCL COVID19 IgG/IgM COV03- Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 PCL, Inc. Rapid Gold 200325 Panel 2 Flow Unknown Authorized | Combined | 96.7 | g3 3999 49y | 1000 | 940, 100%) | 1900 | 457%;100%) | 998 | 99.1%; 100%)
maf3286- PCL COVID19 IgG/igM | COVO03- Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
001 PCL, Inc. Rapid Gold 200325 Panel 2 Flow Unknown Authorized 196 800 | 6279, 905%) | 1000 | 9a.8%: 100%) | 1000 | 3s.8%; 100%) | %0 | 98.0%; 99.5%)
maf3286- PCL COVID19 IgG/igM | COVO03- Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
200 PCL, Inc. Rapid Gold 200325 Panel2 | riw unknown | gtnorized IgM 933 | 78.7%;98.2%) | "%0 | 94.8%; 100%) | 19%C | 443%;100%) | 997 | 98.8%; 99.9%)
Jiangsu Dablood
maf3297- . COVID-19 IgM/IgG One Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
001 Pha’g(‘)afjgt'ca' Step Rapid Test NA Panel 2 Flow Unknown Authorized | Combined | 100.0 | gg o q000%) | 813 | 71.3%; 88.3%) | 210 | 14.0%; 31.0%) | 1900 | 99.2%; 100%)
Jiangsu Dablood
maf3297- ) COVID-19 IgM/IgG One Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Pharmaceutical Step Rapid Test NA Panel 2 Flow Unknown Authorized 19G 1000 1 ggeo; 100%) | 825 | 727%: 803%) | 231 | 14.6%; 32.9%) | 1900 | 992%; 100%)
Jiangsu Dablood
maf3297- ‘ COVID-19 IgM/IgG One Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
2001 Pharmaceutical Step Rapid Test NA Panel2 | "o Unknown Authorized IgM 933 | 787% 98.2%) | 9% | 91.3% 99.3%) | %3 | 323% 88.2%) | 29C | 98.8%;99.9%)
. Novel Coronavirus
maf3292- H-Guard (China) - Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Co., Ltd. CO%’RCLE;&%";{ 'gg dT)eS‘ 20200406 | Panel 2 Flow Unknown Authorized | Combined | 96.7 | g339:-9940) | 938 | geoos 07.3%) | 0 | 24.1%; 66.0%) | 99 | 99.0%; 100%)
. Novel Coronavirus
maf3292- H-Guard (China) - Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% ClI:
001 Co., Ltd. COVID-19 IgM/lgG Test | 20200406 |  Panel 2 Flow Unknown Authorized 19G 983 | 787% 982%) | 9% | o1.3%: 993%) | 863 | 323%;882%) | 996 | 98.8%; 99.9%)

Kit (colloidal gold)
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. Novel Coronavirus
maf3292- H-Guard (China) - Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
2001 Co., Ltd. CO%R S oM 'gfl dT)eS‘ 20200406 | Panel2 | "y, Unknown Authorized IgM 533 | 36.1%:69.8%) | 0 | 8o5%; 98.7%) | 42® | 15.4%; 74.1%) | 70 | 96.4%; 98.4%)
Sienna COVID-19
maf3293- 1gG/igM Rapid Test Lateral . EUA . (95% CI: (95% CI: (95% CI: (95% ClI:
001 Salofa Oy Cassette (whole 20052008 | Panel 2 Flow Spike Authorized | Combined | 933 | 78709800y | 988 | 933%;90.8%) | °7 | 38.0%;95.9%) | 2% | 98.8%; 99.9%)
blood/serum/plasma)
Sienna COVID-19
maf3293- 1gG/IgM Rapid Test Lateral . EUA (95% Cl: (95% Cl: (95% ClI: (95% Cl:
001 Salofa Oy Cassette (whole 20052003 | Panel 2 Flow Spike Authorized 196 933 | 787% 98.2%) | 98 | 933% 99.8%) | %7 | 38.0% 959%) | 990 | 98.8%;99.9%)
blood/serum/plasma)
Sienna COVID-19
maf3293- 1gG/IgM Rapid Test Lateral } EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Salofa Oy Cassette (whole 20052003 | Panel 2 Flow Spike Authorized IgM 900 | 74.4%; 965%) | 1900 | 95.4%; 100%) | '900 | 6.1%;100%) | 9°° | 98.6%;99.8%)
blood/serum/plasma)
FaStep Rapid
Assure Tech. Diagnostic Test .
maf3289- ostic T Lateral Spike and EUA . (95% CI: (95% CI: (95% CI: (95% ClI:
001 (Hangzhou) Co., gg;%?%‘g‘jlgzgﬂ;e) 12003183 | Panel2 | "ol " | Nucleocapsid | Authorized | COmPined | 1000 1 gosei00%) | %88 | 933%;90.8%) | 808 | 40.9%;96.0%) | 1900 | 99.4%; 100%)
1gG/IgM Rapid Test
FaStep Rapid
maf3289- (I-ﬁ:: “zrﬁoﬁcchs Commas Disease 12003183 Panel2 | Lateral Spike and EUA 1gG 90.0 (95% Cl: 100.0 (95% Cl: 100.0 (95% Cl: 99.5 (95% Cl:
a001 thdA ” 2019/ (COVID-2019) Flow Nucleocapsid Authorized 9 : 74.4%; 96.5%) : 95.4%; 100%) . 46.1%; 100%) . 98.6%; 99.8%)
1gG/IgM Rapid Test
FaStep Rapid
maf3289- (FQS: uzrsozi(?& COPciigCﬁztsicDTi::;se 12003183 Panel2 | Lateral Spike and EUA IgM 100.0 (95% Cl: 08.8 (95% CI: 80.8 (95% Cl: 100.0 (95% Cl:
001 Rl Iy Flow | Nucleocapsid | Authorized 9 ' 88.6%; 100%) 8 | 93.3%;99.8%) 8 | 40.9%; 96.0%) 0 | 99.4%; 100%)
19G/IgM Rapid Test
Novel Coronavirus
maf3291- Hangzhou Laihe (2019-nCoV) IgM/IgG Lateral . EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co., Ltd. | Antibody Combo Test | 2005037 Panel 2 Flow Spike Authorized | Combined | 100.0 | ggoq000) | 988 | 9339 00.8%) | 898 | 40.9%; 96.0%) | 1900 | 99.4%; 100%)
Kit (Colloidal Gold)
Novel Coronavirus
maf3291- Hangzhou Laihe (2019-nCoV) IgM/IgG Lateral . EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co., Ltd. | Antibody Combo Test | 2005037 Panel 2 Flow Spike Authorized 19G 1000 | gggon; 100%) | 988 | 93.3% 908%) | 808 | 40.9%; 96.0%) | 1000 | 99.4%; 100%)
Kit (Colloidal Gold)
Novel Coronavirus
maf3291- Hangzhou Laihe (2019-nCoV) IgM/IgG Lateral . EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co., Ltd. | Antibody Combo Test 2005087 Panel 2 Flow Spike Authorized IgM 96.7 | g33%; 99.4%) | 1990 | 95a9%:100%) | 1000 | as.9%: 100%) | 9% | 99.1%; 100%)
Kit (Colloidal Gold)
Tianjin New Bay . X X X .
maf3298- ; Quik Pac Il COVID-19 Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
001 Bioresearch C. 1gG & IgM Test 2005059 Panel 2 Flow Unknown Authorized | Combined | 967 | g339-994%) | 9% | o13%;003%) | O71 | 336%;884%) | 998 | 99.0%; 100%)
Tianjin New Bay . R R R .
maf3298- ; Quik Pac Il COVID-19 Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 Bloresearch c. IgG & IgM Test 2005059 Panel 2 Flow Unknown Authorized 196 733 | 5560 858%) | 1900 | 9549 100%) | 1900 | 3g.0%; 100%) | 8C | o7.6%;99.3%)
Tianjin New Bay . X X X .
maf3298- - Quik Pac Il COVID-19 Lateral Not (95% ClI: (95% Cl: (95% Cl: (95% Cl:
001 Bioresearch C. IgG & IgM Test 2005059 Panel 2 Flow Unknown Authorized IgM 933 | 78.7%98.2%) | 975 | 91.3%;99.3%) | 83 | 323%;882%) | 99 | 98.8%;99.9%)
maf3300- GenBody COVID-19 Lateral Not . (95% CI: (95% CI: (95% CI: (95% CI:
001 GenBody Inc. IgM/IgG FJFB30201 | Panel2 Flow Unknown Authorized | Combined | 60.0 | 4530, 7549 | 988 | 9339, 008%) | 710 | 24.8%; 047%) | 979 | 96.8%; 98.7%)
maf3300- GenBody COVID-19 Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 GenBody Inc. IgM/IgG FJFB30201 | Panel 2 Flow Unknown Authorized 19G 56.7 | 3929%;72.6%) | 1900 | 95.4%;100%) | '°00 | 31.0%;100%) | %78 | 96.8%;98.6%)
maf3300- GenBody COVID-19 Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
001 GenBody Inc. IgM/IgG FJFB30201 | Panel 2 Flow Unknown Authorized IgM 400 | o4 6%, 57.7%) | %8 | 93.3%; 99.8%) | %27 | 16.1%: 93.2%) | %60 | 95.9%; 97.8%)
Wuhan Easy
han Ea COVID-19 (SARS-CoV-
maf3304- Diagnosis Ny Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biomedicine Co. | 2)9M9S Antibody 20030401 Panel 2 Flow Unknown Authorized | Combined | 100.0 | ggorq00%) | 87% | 785%; 93.1%) | 296 | 17.8%;:432%) | 1900 | 99.2%; 100%)
Ltd.
Wuhan Easy
han Ea COVID-19 (SARS-CoV-
maf3304- Diagnosis N Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biomedicine Co. | 2)'6M/19G Antibody 20030401 Panel 2 Flow Unknown Authorized 19G 9.7 | 833%904%) | B8 | 933%: 00.8%) | 893 | 304%; 959%) | 998 | 99.1%; 100%)
Ltd.
Wuhan Easy
han Ea COVID-19 (SARS-CoV-
maf3304- Diagnosis N Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
a001 Biomedicine Co. | 2) IgM_/rlgg htibody 20030401 Panel 2 Flow Unknown Authorized IgM 100.0 | gg6%; 100%) | 288 | 80.0%;94.0%) | 310 | 18.9%;46.6%) | '°°C | 99.3%; 100%)
Ltd.
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COVID-19 1gG/igM Test , , , )
maf3303- Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
2001 BTNX Inc ploeattes (Hhole 2 12004027 | Panel2 | "k, Unknown Authorized | Combined | 100.0 | gg o q000%) | 7% | 91.3%;99.3%) | 7 | 35.0% 88.4%) | 1000 | 99.4%; 100%)
COVID-19 IgG/IgM Test
maf3303- Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 BTNX Inc poaseettes | (/‘{,Vlzgf]a) 12004027 Panel 2 Flow Unknown Authorized 19G 1000 1 gg6%; 100%) | 1900 | o549%; 100%) | 1990 | s055%: 100%) | 1990 | 99.4%; 100%)
COVID-19 IgG/igM Test , , , )
maf3303- Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
a001 BTNX Inc B|§:§f;e::i?n (/Vpﬁiﬁa) 12004027 Panel 2 Flow Unknown Authorized IgM 100.0 | gg6%; 100%) | %% | 91.3%;99.3%) | 78 | 35.0% 88.4%) | '°°C | 99.4%; 100%)
maf3325- Hangzhou Realy COVID-19 IgG/IgM Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tech Co., LTD Rapid Device Test NO1G17T | Panel 2 Flow Unknown Authorized | Combined | 967 | g3 399949, | 937 | g% 07.3%) | 44 | 23.0%:657%) | 998 | 99.0%; 100%)
maf3325- Hangzhou Realy COVID-19 IgG/IgM Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tech Co., LTD Rapid Device Test NO1G17T | Panel 2 Flow Unknown Authorized 196 86.7 | 703%; 947%) | 9% | 912%; 99.3%) | %43 | 207%: 87.7%) | 99° | 98.3%;99.7%)
maf3325- Hangzhou Realy COVID-19 IgG/IgM Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tech Co., LTD Rapid Device Test NO1G17T | Panel 2 Flow Unknown Authorized IgM 96.7 | g33%:99.4%) | *° | 87.7%;98.0%) | 2O | 26.3%;725%) | 928 | 99.0%: 100%)
TBG )
maf3307- . SARS-CoV-2 IgG/IgM Lateral Spike and EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 B'°teégrr‘:'°9y Rapid Test Kit FRS20051K | Panel 2 Flow | Nucleocapsid | Authorized | COMPined | 933 | 7570 "o o0y | 990 | g7.8%;98.0%) | 498 | 254%; 725%) | 998 | 98.7%; 99.9%)
TBG i
maf3307- . SARS-CoV-2 IgG/IgM Lateral Spike and EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
a001 B'°teég’r‘:'°9y Rapid Test Kit FRS20051K | Panel 2 Flow | Nucleocapsid | Authorized 19G 933 | 787%: 982%) | 93 | sos%;08.7%) | 57 | 284%;801%) | 99 | 9s.8%; 99.9%)
TBG .
maf3307- . SARS-CoV-2 IgG/igM Lateral Spike and EUA (95% CI: (95% CI: (95% CI: (95% ClI:
001 B'°teé’;'r‘;'°9y Rapid Test Kit FRS20051K |  Panel 2 Flow | Nucleocapsid | Authorized IgM 93 | 787% 982%) | B0 | s7.8%: 98.0%) | 490 | 254%;725%) | 996 | 98.7%; 99.9%)
Beijing Wantai
maf3308- 5;2‘2?3\5?' WANTAI SARS-CoV-2 JNB panei2 | Lateral Soike EUA Combined | 1000 (95% Cl: 088 (95% Cl: 808 (95% Cl: 1000 (95% Cl:
a001 Enterara 2o Ab Rapid Test 20200406 Flow P Authorized ' 88.6%; 100%) 8 | 93.3%;99.8%) 8 | 40.9%; 96.0%) 0 | 99.4%:; 100%)
Ltd.
Beijing Wantai
Biological
maf3308- WANTAI SARS-CoV-2 JINB Lateral . EUA (95% CI: (95% CI: (95% CI: (95% ClI:
001 En't’:;rr?s‘zcé’o Ab Rapid Test 20200406 | Panel? Flow Spike Authorized Pan Ig 1000 1 gg 6o 100%) | 988 | 933% 908%) | 808 | 40.9%: 96.0%) | 1900 | 99.4%; 100%)
Ltd.
. COVID-19 IgM/igG
maf3313- Jiangsu Well . H Lateral . EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co, Ltd. | @Pid ngﬁé)@”mda' 2005202 Panel 2 Flow Spike Authorized | Combined | 100.0 | ggorq000) | 938 | ge2o; 07.3%) | 407 | 253%;66.1%) | 1900 | 99.3%; 100%)
. COVID-19 IgM/igG , . . ]
maf3313- Jiangsu Well ' : Lateral . EUA (95% CI: (95% CI: (95% CI: (95% ClI:
a001 Biotech Co, Ltd. | Rapid ngtld()c°”°'da' 2005202 Panel 2 Flow Spike Authorized 196 100.0 | gg6%; 100%) | 988 | 93.3%;99.8%) | 808 | 40.9%;96.0%) | '°°C | 99.4%; 100%)
. COVID-19 IgM/igG , . . i
maf3313- Jiangsu Well ; > Lateral ; EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co, Ltd. | ~@Pid ngtld(f"”"'da' 2005202 Panel 2 Flow Spike Authorized IgM 9.7 | g33%: 99.4%) | %50 | s7.8%;98.0%) | 504 | 265%; 727%) | %08 | 99.0%: 100%)
f331g. | Jiangsu Superbio igTF_nﬁﬁvéZA(C%VLD_ Lateral N (95% Cl (95% Cl (95% Cl (95% Cl
ma - H ; gM/lg ntibody ateral ot . 6 Cl: 6 Cl: 6 Cl: o Cl:
a001 (Nfr:‘j’ir’:‘ge)d'ccj'l_t g Fast Detection Kit SYG202027 | Panel 2 Flow Unknown Authorized | Combined | 100.0 | gg o q00%) | 838 | 7429, 903%) | 24 | 15.3%; 35.1%) | 1000 | 99.2%; 100%)
(Colloidal Gold)
faz1g. | Jiangsu Superbio sgp)as-c/o Véz oty (95% C (95% C (95% C (95% C
mal - H ; 19) IgM/IgG Antibody Lateral Not 5% ClI: 5% Cl: 5% Cl: 5% ClI:
001 (Nfr:‘j’ir’:‘ge)d'ccj'l_t g Fast Detection Kit SYG202027 | Panel 2 Flow Unknown Authorized 196 100.0 | gg6%; 100%) | 820 | 75.6%;91.2%) | 250 | 16.0%;37.4%) | '°°C | 99.2%; 100%)
(Colloidal Gold)
faz1g. | Jiangsu Superbio sgp)as-c/o Véz oty (95% C (95% C (95% C (95% C
mal - H ; 19) IgM/IgG Antibody Lateral Not 5% ClI: 5% ClI: 5% ClI: 5% Cl:
001 (NaBr']ﬁr’:‘ge)dg:'u g Fast Detection Kit SYG202027 | Panel 2 Flow Unknown Authorized IgM 400 | o46%;57.7%) | B8 | 93.3%;99.8%) | 827 | 16.1%;93.2%) | 989 | 95.9%; 97.8%)
(Colloidal Gold)
AutoBio .
maf3306- . . Anti-SARS-CoV-2 y Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
a001 Diagnostios Co,, Rapid Test 20E22-001 | Panel 2 Flow Unknown Authorized | Combined | 933 | 78709800y | 988 | 933%:90.8%) | °7 | 38.0%;95.9%) | 2°C | 98.8%; 99.9%)
AutoBio .
maf3306- ; . Anti-SARS-CoV-2 Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 D"“Q”"L?rtgs Co., Rapid Test 20E22-J01 | Panel 2 Flow Unknown Authorized 19G 933 | 78.7%; 98.2%) | %88 | 933%;99.8%) | 07 | 38.0%;95.9%) | 9% | 98.8%;99.9%)
AutoBio .
maf3306- ; - Anti-SARS-CoV-2 _ Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnosties Co.. Rapid Test 20E22-J01 | Panel 2 Flow Unknown Authorized IgM 50.0 | 3329:66.8%) | 1900 | 95.4%; 100%) | '900 | 27.6% 100%) | ¥4 | 96.4%; 98.3%)
— COVID-19 (SARS-Cov-
maf3314- Nirmidas N Lateral . EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
a001 Biotech, Inc 2) IgM/lgG Antibody 15038 Panel 2 Flow Spike Authorized | Combined | 933 | 78709890,y | 1000 | 9489 100%) | 1000 | 44.3%; 100%) | %7 | 98.8%; 99.9%)

Detection Kit
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— COVID-19 (SARS-Cov-
maf3314- Nirmidas : Lateral } EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc 2) 1g¥AgC Anfibody 15038 Panel 2 Flow Spike Authorized 19G 86.7 | 703%; 94.7%) | 1000 | o54%;: 100%) | 1900 | 4a.7%; 100%) | 993 | 98.4%; 99.7%)
— COVID-19 (SARS-Cov-
maf3314- Nirmidas Ny Lateral . EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc 2) 1gAgC Antibody 15038 Panel 2 Flow Spike Authorized IgM 933 | 78.7%; 98.2%) | 1900 | gag%;100%) | 1900 | 443% 100%) | %7 | 98.8%;99.9%)
Megna Rapid COVID- X X X .
maf3321- | Megna Health Lateral . EUA . (95% CI: (95% CI: (95% CI: (95% ClI:
2001 Inc. 19 IgM/IgGK(iiombo Test NA Panel 2 Flow Nucleocapsid Authorized Combined 100.0 88.6%; 100%) 95.0 87.8%; 98.0%) 51.3 27.7%; 72.9%) 100.0 99.3%; 100%)
Megna Rapid COVID- X X X .
maf3321- Megna Health Lateral . EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Inc. 19Ighfig@ Sombo Teet NA Panel 2 Flow | Nucleocapsid | orized 19G 1000 1 gg 6o 100%) | %75 | 91.3% 993%) | 78 | 35.0% 88.4%) | 1900 | 99.4%; 100%)
Megna Rapid COVID- X X X )
maf3321- | Megna Health Lateral . EUA (95% CI: (95% CI: (95% CI: (95% ClI:
001 Inc. 19Ighfig@ Sombo Teet NA Panel 2 Flow | Nucleocapsid | orized IgM 833 | g6a% 927%) | 9% | o13% 993%) | 837 | 288%;876%) | 9% | 98.1%; 99.6%)
Hangzhou 2019-nCoV 1gG/igM
maf3322- . Rapid Test NCP Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 AllTest Biotech Cassette(Whole 20050100u | Panel2 Flow Unknown Authorized | Combined | 100.0 | g0 q00%) | 93 | sos%087%) | 984 | 30.9%; 804%) | 1900 | 99.3%; 100%)
i Blood/Serum/Plasma)
Hangzhou 2019-nCoV 1gG/igM
maf3322- . Rapid Test NCP Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 AllTest Biotech Cassette(Whole 20050100u | Fanel2 Flow Unknown Authorized 19G 9.7 | g33%:99.4%) | 75 | 91.3%;993%) | &1 | 336% 884%) | %08 | 99.0%: 100%)
i Blood/Serum/Plasma)
2019-nCoV 1gG/igM
Hangzhou N
maf3322- - Rapid Test NCP Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 AllTest Biotech Cassette(Whole 20050100u | Panel2 Flow Unknown Authorized IgM 833 | gea% 927%) | B8 | 933%:008%) | 77 | 3a1% 057%) | 91 | 98.1%; 99.6%)
i Blood/Serum/Plasma)
Genobio Virusee® COVID-19
maf3323- ) Lateral Not . (95% Cl: (95% Cl: (95% CI: 8.8%; (95% Cl:
2001 Phag:)ai?gtlcal IngIgGAIi:/ral Flow VMG200331 Panel 2 Flow Unknown Authorized Combined 80.0 62.7%: 90.5%) 76.3 65.9%:; 84.2%) 15.1 23.29%) 98.6 97.1%:; 99.4%)
Genobio Virusee® COVID-19
maf3323- ) Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
2001 Phag}a(lzjgtlcal IngIgGAlgztaeyral Flow VMG200331 Panel 2 Flow Unknown Authorized IgG 63.3 45.5%; 78.1%) 98.8 93.3%; 99.8%) 72.7 26.2%; 94.9%) 98.1 97.0%; 98.9%)
Genobio Virusee® COVID-19
maf3323- . Lateral Not (95% CI: (95% CI: (95% CI: 5.7%; (95% ClI:
2001 Phalgrg)aﬁgtlcal IgM/IgGAI;?:yraI Flow VMG200331 Panel 2 Flow Unknown Authorized IgM 56.7 39.2%; 72.6%) 76.3 65.9%; 84.2%) 11.2 19.5%) 97.1 95.4%; 98.3%)
maf3s20- | oo e e | COVID-1819G Rapid | oov006057 | panelz | Laterd Unknown Not Combined | 83.3 (95% CI: 100.0 (95% Cl: 100.0 (95% C: 99.1 (95% Cl:
001 ongetes Test Device Flow Authorized : 66.4%; 92.7%) O | 95.4%; 100%) O | 43.3%; 100%) 1| 98.2%; 99.6%)
Abbott Rapid .
maf3329- . . COVID-19 IgG Rapid Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics Jena Test Device COV0062057 | Panel 2 Flow Unknown Authorized 19G 833 | g6.4% 92.7%) | 1000 | o54%: 100%) | 1900 | 433%; 100%) | 9% | 98.2%; 99.6%)
Xiamen
maf3333- AmonMed COVID-19 IgM/IgG Test Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotechnology Kit (colloidal gold) 3120200501 | Panel 2 Flow Unknown Authorized | Combined | 933 | 7570 9520 | 98 | 9330 00.8%) | 797 | 38.0%;959%) | 996 | 98.8%; 99.9%)
Co., Ltd
Xiamen
maf3333- AmonMed COVID-19 IgM/IgG Test Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotechnology Kit (colloidal gold) 3120200501 | Panel 2 Flow Unknown Authorized 19G 86.7 | 703%;947%) | %8 | 93.3%;99.8%) | 80 | 354%; 958%) | 993 | 98.4%;99.7%)
Co., Ltd
Xiamen
maf3333- AmonMed COVID-19 IgM/IgG Test Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotechnology Kit (colloidal gold) 3120200501 | Panel 2 Flow Unknown Authorized IgM 700 | 5579 833%) | 1900 | 954%; 100%) | 1900 | a75% 100%) | %4 | o7.4%: 99.1%)
Co., Ltd
maf3355- . OnSite COVID-19 Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 CTKBiotech, Inc. | |/ 19M Rapid Test | T 0207R1C00 | Panel 2 Flow Unknown Authorized | Combined | 100.0 | gg 601000,y | 988 | 9339 99.8%) | 808 | 40.9%;96.0%) | 1000 | 99.4%; 100%)
maf3355- . OnSite COVID-19 Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
001 CTK Biotech, Inc. | 1510\ Rapid Test | T 0207R1C00 | Panel 2 Flow Unknown Authorized 19G 733 | 556%;: 85.8%) | 1990 | 954%; 100%) | '900 | 30.0%; 100%) | %8 | o7.6%;99.3%)
maf3355- . OnSite COVID-19 Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 CTK Biotech, Inc. | 1510\ Rapid Test | T 0207R1C00 | Panel 2 Flow Unknown Authorized IgM 96.7 | g33%:99.4%) | 288 | 933%;008%) | 03 | 304%959%) | 908 | 99.1%: 100%)
Beijing Kewei .
2. Genonto Rapid Test10
maf3338- Clinical " Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostic C%\Qg ;?;g%?"" 202004004 | Panel 2 Flow Unknown Authorized | Combined | 933 | 78709890y | 913 | g3.0%;95.7%) | 300 | 19.6%; 546%) | 2°C | 98.7%; 99.9%)
Reagent Inc.
Beijing Kewei .
2. Genonto Rapid Test10
maf3338- Clinical Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostic C%\QSJ?JE%?M 202004004 | Panel 2 Flow Unknown Authorized 19G 933 | 78.7%;98.2%) | 93 | 8o.5%;98.7%) | 57 | 28.4%;80.1%) | 9% | 98.8%;99.9%)
Reagent Inc.
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Beijing Kewei .
e Genonto Rapid Test10
maf3338- Clinical ~ Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostic COMID-13 1gGAgM 202004004 | Panel 2 Flow Unknown Authorized IgM 93 | 787% 982%) | 13 | 83.0%: 95.7%) | 300 | 19.6%; 546%) | 996 | 98.7%; 99.9%)
Reagent Inc. P
maf3350- Polystat SARS-CoV-2 Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Polymedco, Inc. Antibody Test 20200303 | Panel 2 Flow Unknown Authorized | Combined | 76.7 | 5o gg ooy | 13 | g30%:057%) | 316 | 155%;51.9%) | 987 | 97.5%; 99.4%)
maf3350- Polystat SARS-CoV-2 Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Polymedco, Inc. Antibody Test 20200303 | Panel 2 Flow Unknown Authorized | (OM719A) | 50.0 | 33506580,y | 938 | ggoos07.3%) | 226 | 11.0%;56.6%) | 272 | 96.1%; 98.2%)
maf3350- Polystat SARS-CoV-2 Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
001 Polymedco, Inc. Antibody Test 20200303 | Panel 2 Flow Unknown Authorized 19G 60.0 | 4o39: 754%) | 9% | o13%: 993%) | 558 | 205%;85.2%) | 979 | 96.8%; 98.7%)
MOKOBIO
h SARS-CoV-2 IgM & IgG . . . .
maf3339- Biotechnology Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 R&D Center, ﬁq“nﬁl’};‘;’;‘;g:; 20200324 | Panel 2 Flow Unknown Authorized | Combined | 100.0 | gg ko q00m) | 2% | 61.9%: 81.1%) | 61 | 10.9%; 21.8%) | 1900 | 99.0%; 100%)
INC.
MOKOBIO
. SARS-CoV-2 IgM & IgG
maf3339- Biotechnology Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 R&D Center, ﬁq“nﬁl’};‘;’;‘;g:; 20200324 | Panel 2 Flow Unknown Authorized 19G 983 | 787% 982%) | 38 | 632%: 82.1%) | 158 | 10.1%; 224%) | 995 | 98.3%; 99.9%)
INC.
MOKOBIO
. SARS-CoV-2 IgM & IgG
maf3339- Biotechnology Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 R&D Center, I(r’n“n?{}:]‘g;‘s[s’g; 20200324 | Panel 2 Flow Unknown Authorized IgM 66.7 | 48.8%;808%) | 13 | 83.0%: 95.7%) | 280 | 131%;49.7%) | 98" | 96.9%; 99.0%)
INC.
Changzhou
. COVID-19 1gG/igM
maf3341- Confucius N Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotechnology Ra"'d(JV%S/‘S?:)Sse“e 20200313 | Panel 2 Flow Unknown Authorized | Combined | 967 | g339-994%) | 925 | g46%; 065%) | 404 | 222%:60.0%) | 998 | 99.0%; 100%)
CoLtd
Changzhou
. COVID-19 1gG/igM
maf3341- Confucius N Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotechnology Rap'd(JV%S/‘S?S)Sse“e 20200313 | Panel 2 Flow Unknown Authorized 196 96.7 | g33% 99.4%) | 93 | gos% 087%) | 7 | 206% 803%) | 99 | 99.0%; 100%)
Co Ltd
Changzhou
. COVID-19 1gG/igM
maf3341- Confucius N Lateral Not (95% CI: 5.3%; (95% Cl: (95% ClI: 2.2%; (95% Cl:
001 Biotechnology Rap'd(JV%S/‘S?S)Sse“e 20200313 | Panel 2 Flow Unknown Authorized IgM 133 29.7%) 950 | g7.8%;98.0%) | 123 44.3%) 954 | 94 6%; 96.4%)
CoLtd
maf3348- SGTi-flex COVID-19 Lateral Spike and EUA . (95% CI: (95% CI: (95% CI: (95% CI:
001 Sugentech, Inc. IgG COGT20104 | Panel 2 Flow | Nucleocapsid | Authorized | COMPned | 967 | 5330 9940, | 1900 | 9529, 100%) | 1900 | 4g0%: 100%) | 998 | 99.1%; 100%)
maf3348- SGTi-flex COVID-19 Lateral Spike and EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Sugentech, Inc. IgG COGT20104 | Panel 2 Flow | Nucleocapsid | Authorized 19G 96.7 | 8339 99.4%) | 1090 | o549 100%) | 1900 | 48.9%; 100%) | 928 | 99.1%; 100%)
maf3351- FREND™ COVID-19 Lateral . EUA . (95% CI: (95% CI: (95% CI: (95% CI:
001 NanoEntek Inc 1gG/IgM Duo test 730023 Panel 2 Flow | 'Nucleocapsid | p uoipeq | Combined | 967 | g3y 0949 | 988 | 933u;008%) | 80% | 30.4%;959%) | 998 | 99.1%; 100%)
maf3351- FREND™ COVID-19 Lateral . EUA (95% CI: (95% CI: (95% CI: (95% CI:
001 NanoEntek Inc 1gG/IgM Duo test 730023 Panel 2 Flow | Nucleocapsid | n yoipeq | (1GM/19G) | 967 | 53309940, | 988 | 9339 908%) | 803 | 3049 959%) | 298 | 99.1%; 100%)
- Assurance AB COVID-
maf3347- Predictive X Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Laboratories, Inc. 19A'r$t'i‘ggg$;as‘:'d 2020AB12 | Panel 2 Flow Unknown Authorized | Combined | 90.0 1 24 4096 5%) | 1900 | 95.49%; 100%) | 1900 | 46.1%; 100%) | 9°° | 98.6%; 99.8%)
- Assurance AB COVID-
maf3347- Predictive h Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Laboratories, Inc. 19A'r?t'i‘ggg(;%€'s‘:'d 2020AB12 | Panel 2 Flow Unknown Authorized 19G 90.0 | 7429%;965%) | 1000 | o54%; 100%) | 1900 | 46.1%; 100%) | 995 | 98.6%; 99.8%)
- Assurance AB COVID-
maf3347- Predictive . Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Laboratories, Inc. 19;3:;&%‘;%1‘:"’ 2020AB12 | Panel 2 Flow Unknown Authorized IgM 500 | 3329 66.8%) | 1900 | 95.4%; 100%) | '900 | 27.6% 100%) | ¥4 | 96.4%; 98.3%)
maf3349- | Boditech Med | - Lateral Not . (95% CI: (95% CI: (95% CI: (95% CI:
001 Incorporated | 'Chroma COVID-19.Ab | WHQEABS | Panel 2 Flow Unknown Authorized | Combined | 96.7 | g339:-9940,) | 950 | g7.8%; 98.0%) | 204 | 26.5%; 72.7%) | 9% | 99.0%; 100%)
maf3349- | Boditech Med | . - Lateral Not (95% CI: (95% CI: (95% CI: (95% CI:
001 Incorporated | 'Croma COVID-19 Ab | WHQEAB8 | Panel 2 Flow Unknown Authorized 19G 96.7 | 833% 904%) | 3 | sos%:087%) | 27 | 206%; 803%) | 928 | 99.0%; 100%)
maf3349- Boditech Med . Lateral Not (95% ClI: 5.3%; (95% Cl: (95% ClI: 4.0%; (95% Cl:
001 Incorporated | 'Croma COVID-19 Ab | WHQEAB8 | Panel 2 Flow Unknown Authorized IgM 133 29.7%) 988 | 933%;90.8%) | 360 87.6%) 95.6 | 94 9%; 96.4%)
Acon Biotech .
maf3396- Acon SARS-CoV2 Lateral Spike and EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 (Hangzhou) Co., | 9G/igM Rapid Test | COVO109007 | Panel 2 Flow | Nucleocapsid | Authorized | COMPined | 1000 | ggeo1000%) | 983 | gos%; 987%) | 284 | 30.9%: 80.4%) | 1990 | 99:3%; 100%)
maf3396- (rﬁ%onzr?io?};ég Acon SARS-COV2 | v0100007 | Panetz | Latera Spike and EUA G 1000 (95% Cl: o5 (95% Cl: 678 (95% Cl: 1000 (95% Cl:
a001 gLTD N 1gG/IgM Rapid Test Flow Nucleocapsid Authorized 9 ! 88.6%; 100%) . 91.3%; 99.3%) . 35.0%; 88.4%) : 99.4%; 100%)
maf3396- (FQZ"”ZE;‘:})&&Z Acon SARS-COV2 | ovo100007 | Panei2 | Latera Spike and EUA - 067 (95% CI: 088 (95% CI: 603 (95% CI: 908 (95% ClI:
a001 9 ” 1gG/IgM Rapid Test Flow Nucleocapsid Authorized 9 : 83.3%; 99.4%) . 93.3%; 99.8%) . 39.4%; 95.9%) . 99.1%; 100%)

LTD
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VITROS
- Immunodiagnostic
maf3371- Ortho-Clinical oy g ) EUA ) (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics, Inc. Pég\d/‘_‘zc‘lsg é“;{'ezgzns‘ 130 Panel 3 CiA Spike Authorized | Combined | 100.0 | gg o 100%) | 1990 | 9549 100%) | 1990 | s50.5%: 100%) | %00 | 99.4%; 100%)
Pack
VITROS
- Immunodiagnostic
maf3371- |  Ortho-Clinical gnostic . EUA (95% CI: (95% CI: (95% CI: (95% ClI:
001 Diagnostics, Inc. Pég?,‘_‘zc‘; é“;ezgz]st 130 Panel 3 CiA Spike Authorized 196 100.0 | gg6%; 100%) | '°%C | 95.4%; 100%) | "0 | s50.5%; 100%) | "% | 99.4%; 100%)
Pack
. OmniPATH COVID-19
maf3362- Fisher . . EUA . (95% CI: (95% CI: (95% CI: (95% ClI:
001 Diagnostics Total A”tT'Z‘;‘:y ELISA | 20200523 | Panel3 | ELISA Spike Authorized | Combined | 96.7 | g339:-9940) | 975 | 91.3%;99.3%) | 71 | 336% 884%) | 99 | 99.0%; 100%)
. OmniPATH COVID-19
maf3362- Fisher ) } EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Diagnostics Total Anfloody ELISA | 20200523 | Panel3 | ELISA Spike Authorized Pan Ig 9.7 | g33%:99.4%) | 775 | 91.3%;993%) | &1 | 336% 884%) | %08 | 99.0%: 100%)
EUROIMMUN
maf3377- Medizinische | Anti-SARS-CoV-2-NCP Not . (95% CI: (95% CI: (95% CI: (95% ClI:
001 Labordiagnostika ELISA (IgM) E200703AC | Panel3 | ELISA Unknown Authorized | Combined | 30.0 | ye70047.9%) | 1900 | 9a8%; 100%) | 1900 | 14.4%; 100%) | %4 | 95.6%;97.3%)
AG
EUROIMMUN
maf3377- Medizinische Anti-SARS-CoV-2-NCP Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Labordiagnostika ELISA (IgM) E200703AC | Panel3 | ELISA Unknown Authorized IgM 800 | 4570 47.9%) | 1900 | o4ge; 100%) | 1900 | 14.4%; 100%) | %84 | 95.6%;97.3%)
AG
maf3387- ACCEL ELISA COVID- | PXCOV Not . (95% CI: (95% CI: (95% CI: (95% CI:
001 Plexense, Inc. 061820 Panel3 | ELISA Unknown Authorized | Combined | 783 | 55608589 | 1900 | 9549%; 100%) | 100 | 39.0%; 100%) | % | 97.6%;99.3%)
maf3387- ACCEL ELISACOVID- | PXCOV Not (95% CI: (95% CI: (95% CI: (95% CI:
001 Plexense, Inc. 19 061820 Panel3 | ELISA Unknown Authorized Pan Ig 733 | 5569 85.8%) | 1900 | 954%; 100%) | '°00 | 30.0% 100%) | %8 | o7.6%; 99.3%)
— COVID-19 (SARS-Cov-
maf3354- Nirmidas Ny Lateral . EUA . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
a001 Biotech, Inc 2) 'gl:)"g/t'gg oﬁ”;’f’twy 15038 Panel 3 Flow Spike Authorized | Combined | 96.7 | g339:-9940) | 975 | 91.3%;99.3%) | 71 | 336% 884%) | 99 | 99.0%; 100%)
— COVID-19 (SARS-Cov-
maf3354- Nirmidas : Lateral } EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech, Inc 2) '%"g’tgc(z ;‘Fﬂﬁo"y 15038 Panel 3 Flow Spike Authorized 19G 86.7 | 70.3%;94.7%) | 1000 | o54%; 100%) | 1900 | 4a.7%; 100%) | 993 | 98.4%; 99.7%)
— COVID-19 (SARS-Cov-
maf3354- Nirmidas Ny Lateral . EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
2001 Biotech, Inc | 2) 919G Antbody 15038 Panel3 | Fiow Spike Authorized IgM 900 | 744%;965%) | 9% | 91.3%;99.3%) | %% | a1.1%;88.1%) | 9% | 98.5%;99.8%)
maf3356- Jiangsu Well COVID-19 IgM/IgG Lateral . EUA ) (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co., Ltd. Rapid Test 2005202 Panel 3 Flow Spike Authorized | Combined | 100.0 | gg 6010005y | 1000 | 9549 100%) | 1990 | 50.5%: 100%) | %00 | 99.4%; 100%)
maf3356- Jiangsu Well COVID-19 IgM/IgG Lateral . EUA (95% CI: (95% CI: (95% CI: (95% CI:
001 Biotech Co., Ltd. Rapid Test 2005202 Panel 3 Flow Spike Authorized 19G 1000 | gg6os; 100%) | 00 | o9549%; 100%) | 1990 | s055%: 100%) | 1990 | 99.4%; 100%)
maf3356- Jiangsu Well COVID-19 IgM/IgG Lateral ; EUA (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Biotech Co., Ltd. Rapid Test 2005202 Panel 3 Flow Spike Authorized IgM 900 | 7449 965%) | 1900 | 95.4%; 100%) | '°00 | 46.1%;100%) | 9°° | 98.6%;99.8%)
Shenzhen
maf3373- COVID-19 IgM & IgG Lateral Not . (95% CI: (95% CI: (95% CI: (95% ClI:
001 letMay Care Test 20200401 Panel 3 Flow Unknown Authorized | Combined | 667 | 4o 80-808%) | 1090 | o54%: 100%) | 1900 | 35.9%; 100%) | 983 | 97.3%; 99.0%)
Shenzhen
maf3373- COVID-19 IgM & IgG Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 Je‘m;?‘ecdare Test 20200401 Panel 3 Flow Unknown Authorized 196 567 | 3920 72.6%) | 1900 | 9549 100%) | 1900 | 31.0%; 100%) | 978 | 96.8%;98.6%)
Shenzhen
maf3373- COVID-19 IgM & IgG Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 JetMay Care Test 20200401 Panel 3 Flow Unknown Authorized IgM 533 | 36.1%:69.8%) | 1900 | 95.4%; 100%) | '900 | 2039%: 100%) | %7 | 96.6%;98.4%)
Rapid C2T Total
maf3375- Accel apid Lateral Not . (95% CI: (95% CI: (95% CI: 5.1%; (95% ClI:
001 Diagnostics, LLC | AnfPodies (1gG/ig) | 07.20.005 | Panel 3 Flow Unknown Authorized | Combined | 70.0 | 5o %o 83300y | 800 | 49.0%:70.0%) | 84 12.8%) 974 | 95.1%; 98.8%)
Rapid C2T Total
maf3375- Accel apid Lateral Not (95% CI: (95% CI: (95% CI: 5.1%; (95% ClI:
001 Diagnostics, LLC A““b°d'gzr(é96/'g"") 07.20.005 | Panel 3 Flow Unknown Authorized | (19M/18G) | 70.0 | 5508339 | €00 | 49.0%;70.0%) | &4 12.8%) 974 | 95.1%; 98.8%)
) Top Rapid COVID-19 , , , )
maf3378- Top Biotech Sdn. - . TBCV Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Bhd. Rapid Antibody 19GGM. |~ ga0070017 | Pane! Flow Unknown Authorized | Combined | 100.0 | gg ko q00%) | 900 | g15%; 04.8%) | 3*° | 20.1%;505%) | 1900 | 99.3%; 100%)
. Top Rapid COVID-19 R R R .
maf3378- | Top Biotech Sdn. b Rapi TBCV Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 Bhd. Rapid Antibody 19GgM |~ gg0070017 | Pane! Flow Unknown Authorized 19G 833 | g6.a% 92.7%) | 1000 | o54%;: 100%) | 1900 | 433%; 100%) | 9% | 98.2%; 99.6%)
. Top Rapid COVID-19 , . . ;
maf3378- | Top Biotech Sdn. p Rapi TBCV Lateral Not (95% CI: (95% CI: (95% CI: (95% ClI:
001 Rapid Antibody I9G/IgM | 40070047 | Panel3 Flow Unknown Authorized IgM 983 | 787% 98.2%) | 900 | 815% 048%) | 329 | 183%: 50.1%) | 90 | 98.6%;99.9%)

Test Kit
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Evaluation

Assay

Regulatory

NPA

PPV

NPV

D Manufacturer Device Lot Number Panel Type Target Status Analyte PPA (%) PPA CI (%) NPA CI %) PPV CI (%) NPV CI
maf3383- Doctorspot cggm&s:ﬁigjc;v- Lateral Not . (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tec“{:]‘(’:'?g'es Rapid Test j(ijt)(Colloidal S060012010 | Panel 3 Flow Unknown Authorized | Combined | 333 1 495051200 | 1900 | 9549 100%) | 100 | 18.1%; 100%) | 9 | 95.7%; 97.5%)
maf3383- Doctorspot cggm&s:ﬁigjc;v- Lateral Not (95% Cl: (95% Cl: (95% Cl: (95% Cl:
001 Tec“{:]‘(’:'?g'es Rapid Test j(ijt)(Colloidal S060012010 | Panel 3 Flow Unknown Authorized 196 6.7 | 142%; 44.4%) | 1000 | o549 100%) | 1900 | 14.0%; 100%) | 963 | 95.5%; 97.2%)
maf3383- Doctorspot C?Y;EA}?SGSQ’?;;&(;V_ Lateral Not (95% Cl: 7.3%; (95% ClI: (95% Cl: 7.8%; (95% Cl:
001 Tec“{:]‘f:',"g'es Rapid Tes(; (;T(ijt)(Colloidal S060012010 | Panel 3 Flow Unknown Authorized IgM 167 336%) | 1990 | 9549 100%) | 1000 100%) | 98 | 95.1%; 96.6%)
00t~ | Labortories, Ine. | 1aGioM Antibody Test | 200808 | Panels | LEOEL | unknown |\ oy | Combined | s3s | o CPNEE, ) | 1000 | o GRCH, | 1000 | 8000 | 997 | ag G esom)
mifgg 19 * Laborégggs, Inc. (Iz;g(/)l_gAl\;t I:::ti(liooglyl ET):;S? 200606 Panels | o Unknown Autborized 19G 83.3 66%22%92';%) 100.0 95.(3;,0;&1((:)5%) 100.0 43.(3?‘2,0;&1((:)5%) 99.1 98‘222‘;%98(;%)
mifgg 19 * Laborégﬁgs, Inc. (|2;TG(?|-9A|\;|t rzrqticbooglyl 225? 200606 Panel 3 L?fs\;? l Unknown Autmtized IgM 767 59‘32%832%) 100.0 95.(2%1%5%) 100.0 40.(2%1%5%) 98.8 91@2%935%)
mzfgg? " ?:rcixg: b éllxj/lrﬁlgeé gg;:i/éDT_ggt 20052901 Panels | Zo Unknown Autborzed | Combined | 767 59.(1?’2(;%822‘%) 100.0 95.(2‘;,?’1%3%) 100.0 40.(2‘;,?’1%3%) 98.8 97.&3%2?4990.5%)
mifgg? " ?:LEXS: EZ éméeé gg;:i/éDT-ggt 20052901 Panel 3 L?fs\;? l Unknown Autmtized 196 767 59‘32%832%) 100.0 95.(2%1%5%) 100.0 40.(2%1%5%) 98.8 91@2%935%)
Moot | Tochco it | igMingd Repid Test | 20052001 | Panels | LRSS | unknown | by |t | 7e7 | o GREE, | 1000 | o GG | 1000 | soloericon) | 988 | o750
ma;fgg194— Vincitek LLC Vi“Ci‘ekszr;jAB Test | 52AB200914 | Paners | LZerdl Unknown Authe oy | Combined | 833 66&’(,22’/"9;:";% ) | 1000 95(3%’;/"1%5% ) | 1000 438%’;/"1%5% )| oo 98‘222?4990";3% )
foitvas Vincitek LLC vinatek S B Test | s2ap200014 | Panels | Zere Unknown Authorized 19G 83.3 ee.ﬁz%gg.l}%) 100.0 95.(2‘?/0%1%3%) 100.0 43.(??‘?/0%1%3%) 99.1 98.(2%2(;%99?%%)
mzfgg? " Vincitek LLC VincnekcsazréAB Test | s2aB200914 | Panelz | LHO Unknown Authorized IgM 53.3 36.(1?’2(;%63'6:3%) 100.0 95.(2‘;,?’1%3%) 100.0 29.(??;,?’1%3%) 97.6 96.(65?’2?A’Q§IA;°A,)
marssss- kngasé%%?gug?s '\giglszgg%?g elsg?;s/fguv&e DC0005 Panel3 | Later Unknown Autherized | Combined | 967 83‘%‘12‘;“’935%) 88.8 sogz%ggl(:)%) 311 18‘@3"/50‘;%422:1%) 998 98.(3‘2:;&185%)
TS | Asapecic e, | SARSEoUZ G | Doooos | panets | S | uneown | || eer | g SSREE | ens | o OSREL | sea | G50 esa | o SO

Ltd.

Rapid Test

PPA= Positive Percent Agreement

NPA= Negative Percent Agreement

ClI= Confidence Interval

PPV= Positive Predictive Value

NPV= Negative Predictive Value
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