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The severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2, COVID-19) has Antibody results (IgA, IgG and/or IgM) from the EIA or Lateral Flow assay were compared Table 2. Temporal Concordance among IgM and IgG assays
caused a world-wide pandemic. Diagnosis is usually made by an RT-PCR test from a to matched plasma/serum used for a SARS-CoV-2 Neutralization Assay (n=121) from 30
respiratory sample. Many assays are available for antibody detection or assessment, COVID-19 diagnosed patients. Of the 19 samples with no detectable antibody (IgA, IgG Number of IgM Assays Concordant (N=4) Number of 1gG Assays Concordant (N=4)
including rapid, enzyme immunoassays (EIA) and neutralization. However, and/or IgM) in any test, 8 had an NTs, ranging from 1:40 to 1:320 plasma dilution factor Day: from Pt PR Postve ML ¢ 2 - - Doye from P PR Polthe 21 ° 2 - -
characterization of the antibody immune response s not well documented and the and no NT100 was detected at any dilution tested. Of 102 samples with detectable s oo [ awe o | aone 25 T [ [ | ox [
clinical significance of COVID antibodies remains largely unknown. In addition, antibody (IgA, IgG and/or IgM) in any assay, 10 samples showed no NTs, or NT,q, 6-10 2| asnqn) | sme | x| e 6-10 2 | s | @) | 2me | 1w
comparison of results across different assay formats using identical samples has not response and 92 samples had an NT50 ranging from 1:40 to 1:1280 plasma dilution 11-15 42| 48%(20) | 40%(17) | 5%(2) 7% (3) 11-15 42| 79%33) | 17%(7) | 0%(0) 5% (2)
been rigorously studied, making clinical interpretation of serologic tests difficult. f f h 2 | v 17 h NT — 14 11 | 16-20 33| 30%(10) | 52%(17) | 18%(6) | 0%(0) 16-20 3| 67%(22) | 2%(7) | 12%@) | 0%(0)
actor. Of these 92 samples, only 17 had an NTq, ranging from 1:40 to 1:160 plasma 2 | 2@ | swes) | anie) | ono 2| swuo) | v | me | oo
dilution factor. 26-30 30 | 40%(12) | 53%(16) | 3%(1) 3% (1) 26-30 30| 87%(26) | 13% (4) 0% (0) 0% (0)
31-35 20 25% (5) 60% (12) 10% (2) 5% (1) 31-35 20 95% (19) 5% (1) 0% (0) 0% (0)
36 - 40 17 | 24%(a) | 71%(12) 6% (1) 0% (0) 36- 40 17 | 100% (17) | 0% (0) 0% (0) 0% (0)
\ e N\ 41-45 9 0% (0) 56% (5) 44% (a) 0% (0) 41-45 9 | 100%(9) 0% (0) 0% (0) 0% (0)
Serum or plasma samples collected from 4/14-9/3/2020 from patients who were Table 1. Sensitivity and Specificity Across Assays 46-50 M| PRE) | PRE) | STRE) | %O 46-50 1] 93%W3) | 7%() | 0%(0) | 0%(0)
positive for SARS-CoV-2 by EUA authorized RT-PCR assays from nasopharyngeal v | wommn | e | o | P T E TR TR TR i L[ | s [ os0 | os0
specimens and control serum samples collected from patients between 2007-2018, pE— Overall Sensitivities \ y,
where tested with tt_1e following COVID-19 antibody tests:_LFA rapid tgsts (RightSign o o 208 oo U P F -~ s o
IgM/IgG,.BTNX Rapid Response IgM/IgG), and EIA tests (BioRad Platelia SARS-CoV-2 rotal b1 55 6 T s lec i U o eurolmmun G 7a%
Total antlbOdy'IgGllnglgA assay; Eurolmmun SARS-CoV-2 IgG1 IgA, and IgM assays; Sensitivity: 83% [Sensitivity:  74% [Sensitivity:  82% [Sensitivity:  82% [Sensitivity:  75% Eurolmmun IgM 37% e
and InBios IgM and IgG assays). Results were recorded as positive, negative, or oraL w2 frorae s froas e ot a6 froan s eurolmmun A 8% e Overall specificity across assays was 99%
equivocal. Additionally, SARS-CoV-2 antibody neutralization was assessed on matched M (+): 119 [gM(: 241 M 240 [gMs): 199 InBios IgG 82% e Qverall sensitivity across assays was 71%; and ranged from 37%-83%; reflective of sample
samples as adapted from previously published work (1-2). Neutralizing titer was defined eM(): 208 gM(): 82 JeM(): 86 feM(): 127 InBios 1gM - timing, with 1gG testing and certain platforms performing better than others
as the reciprocal of the highest dilution of serum or antibody which neutralized 50% Sensitivity:  37% [Sensitivity:  75% fSensitivity:  74% [Sensitivity:  61% z:::g; jjj e |gG results were more concordant across assays and across time than IgM assays
0, 1 H . . . . 8! ° - - - .
(NTso) or 100% (NT+go) Of virus infected cells. T I e ghsion g6 755 e Among tested samples, neutralization titer was low and may reflect disease outcome
gA (+):

Rightsign IgM 67%
IgA (-): 108
vg Sensitivity: 71%

[Sensitivity: 67%

[TOTAL: 320
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NEGATIVE CONTROLS Overall Specificities: e Limited number of inpatient-only COVID-19 infected patients; some had only one sample tested
326 samples (range, 1-56) from 40 SARS-CoV-2 positive patients and 77 single control ol At o fgs: 2 fgs: O fes(: ° Jesl:  © eioRad 100% e Heterogeneous timepoint intervals sampled across patients
samples were tested. Average number of days serum was collected after RT-PCR oAb t: 6 hgo): 8 feelr 84 lge(: 77 fge(r: 77 Euroimmun 186 o7% e Reduced sample volume limited testing some samples with all assays
positivity was 13 days (range -7 to 129 d). Sensitivity and Specificity for each assay and fficty:  100% [specificity:  97% [specificity:  100% [specificity:  100% [specificity:  100% urolmmun Ig 100% e Not all samples were tested for NT
overall is presented in Table 1. Temporal concordance among IgG and IgM assays are otal: &4 Hotal: :" fotal :" frotal ;7 fotal ;7 teA 100% P
presented in Table 2. Five patients were negative in all assays in serial samples o () o () oM () oM () [nBios 186 100%
collected within one week of PCR positivity. 0 S s S e T e roios g o
. Specificity:  100% [specificity: ~ 100% [specificity: ~ 100% [Specificity: ~ 100% BTNX IgG 100%
[Total: 64 frotal: 64 frotal: 77 frotal: 77 BTNX IgM 100% o \
A (+): 0 Rightsign IgG 100% Luke T, Wu H, Zhao J, et al. Sci Transl Med. 2016 Feb 17;8(326):326ra21. doi:
e () 64 '?M&ILM 100% 10.1126/scitranslmed.aaf1061.
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