High-Sensitivity Cardiac Troponin | and T Assay Analytical Characteristics Designated by Manufacturer
IFCC Committee on Clinical Applications of Cardiac Bio-Markers (C-CB) vos82025
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i , = th i i
assay (ng/L) percentile (ng/L) (ng/L) ages, sex (n) (ng/L) Overall, sex 99" percentile antibodies version date
Overall
Overall n22_175531 Overall
4.0% Y 26.2
Females Females Females Serum, plasma
Abbott Alinity hs-cTnl (OUS) No 0.7 1.3 3.2-50000 o 2.1 3.7 n =764 = >50%>50% Robust " P NP NP OUS (2021)
5.3% 21-75y 15.6 (heparin, EDTA) /
Males Males Males
0, o
3.5% n=766 34.2
21-73y
Overall
n=1531
Overall 21-75y Overall
4.1% 26.2
. Females Females Females Plasma
Alinity hs-cTnl (US) No 0.0 0.9 2.7-3600 T30% 2.7 3.7t n=763 T >50% Robust h . NP NP US (2022) /
.9% 21-75y 15.6 (heparin)
Males Males
4.5% Males 34.2
n =766
21-73y
Overall
Overall n22_175531 Overall
4.0% Y 26.2
Females Females Females Serum, plasma
= - - - —_— = —_= 0, ’
ARCHITECT hs-cTnl (OUS) No 0.7-1.3 1.1-1.9 3.2-50000 5.3% 1.3 4.7 217756;1 15.6 >50% Robust (heparin, EDTA) NP NP OUS (2021) /
Males Males Males
0, AALSASES)
3.5% =766 34.2
21-73y
Overall
Overall n=1531
Overall
4.8% 21-75y \/2—8
Females Females Females
ARCHITECT hs-cTnl (US) No 0.9 1.7 3.5-5000 T 2.3 NP n=765 T >50% Robust Plasma (EDTA) NP NP OUS (2019) /
. 21-75y
Males Males Mglses
4.6% n=766
21-73y
Qverall Overall
n =895 e
Whole Whole Whole blood  Whole blood Whole blood " 21
blood blood 5.2% 2.90 6.88 18-87 years
s FSTAT 1 hs-cTnl (US) Yes 0.78 161 2.9-1000 Females Females >50% Non-parametrict Whole bIOOd.’ NP NP US (2025) /
ystem POC Pl Pl Pl = 490 13 plasma (heparin)
Plasma Plasma 46;,807161 fsirga 1:157?)1a "
0.57 1.05 270 : : Males Mglses
n = 404
Plasma
Plasma Plasma
Overall
Overall n=1089 Overall
3.7% 21-99y 17.5
Females Females Females
0 H = EoC
4.2% n =595 116 Overall
Males Males Males 100%

Beck 3.6% n=494 19.8 Females Serum, plasma Recombinant Christenson RH
eckman Access 2 hs-cTnl (US) No 0.8 2.0 2.0-27,027 2.0 41 e Non-parametric  PE NP US (2024)2024) :
Coulter Serum Serum Serum 99.7% (heparin) cTnl complex et al. 2020

Overall Overall Overall l:\lllda_(l)(z/s
6.0% n = 1088 18.2 0
Females 21-9% Females
6.9% Females 11.8
Males n =59 Males
5.8% Males 19.7
n =493
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Point-of- LoB LoD Measuring %CV at Concentration Concentration Reference ercentile measured Statistic used Calibrator recoanized Country of
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i ) = th i i
assay (ng/L) percentile (ng/L) (ng/L) ages, sex (n) (ng/L) Overall, sex 99" percentile antibodies version date
Plasma
M Overall M
Overall n =1089 Overall
5.2% 21-99y 17.9
Females Females Females
5.6% n =593 14.9
Males Males Males
Beckman ) 5.0% n =495 19.8 .
Coulter UniCel Dx hs-cTnl No 17 23 2.3-27,027 23 5.6 >50% Non-parametric | S€rum: plasma - Recombinant NP US (2024)
us) Serum Serum Serum (heparin) cTnl complex
Overall Overall Overall
6.2% n =1085 18.1
Females 21-99 years Females
6.5% Females 13.6
Males n =592 Males
6.1% Males 19.8
n =493
Overall _O_verall Overall
3.7% n = 1089 175
) 21-99y ’
Access 2, Females Females o . Recombinant OUS (2024)
UniCel Dxl hs-cTnl (OUS) No 1.7 2.3 2.3-27,027 4.2% 2.3 5.6 I;egﬁgge; 1.6 >50% Non-parametric Serum, plasma cTnl complex NP
Males Males Males
0, jadiciisis]
3.6% n =494 19.8
Plasma
Plasma Overall Plasma
Overall n=1089 Overall
3.1% 21-99y 17.5
Females Females Females
3.9% n =595 11.6
Males Males Males
3.0% n=494 19.8 .
DxI 9000 hs-cTnl No 0.5 0.8 2.0-27,027 0.8 2.4 >50% Non-parametric Ser(w:l’)grlﬁ,s)ma ?f:logc‘)%?:; NP %USS(%%%')
Serum Serum Serum
Overall Overall Overall
3.7% n=1088 18.2
Females 21-99y Females
4.0% Females 11.8
Males n =595 Males
3.7% Males 19.7
n =493
eCL8000,
eCL8000i,
eCL8000p, Overall
eCL8000x, -
eCL8600 Overall 18r_]9 4 62e3;rs Overall Overall
oCLBB0OI 3.23% y 26.2 89.5%
' Females Recombinant
Lifotronic eCL8600p, hs-cTnl STAT ) Females — Females Females ) . Serum, plasma -
eCL8800, (0US) No 0.5 15 1.5-50000 3.14% 2.0 3.4 18n9:1306 15.6 88.2% Non-parametric (EDTA. heparin) . Card'lacI c NP OUS (2025)
CL8800I -94 years roponin |-
e : Males Males Males
eCL8800p, <4% Males 34.2 91.0%
eCL9000, n= 317
eCL9600, 18-88 years
eCL9900,
eCL9900i
eCL8000,
eCL8000i,
eCL8000p, Overall
eCL8000x, =
eCL8600 Overall 18r—188 Siirs Overall Overall
CL86001 <4% y 14.1 89.2%
' Females
eCL8600p, hs-cTnT STAT Females a2 Females Females ) ) Serum, plasma
eCL8800, (0US) No 0.5 15 5-10000 3.26% 2.0 3.7 18n-8_82;3;ars 0.1 86.5% Non-parametric (EDTA, heparin) NP NP OUS (2025)
eCL8800, Males Males Males Males
eCL8800p, <4% B 16.8 93.5%
eCL9000, n= 280
eCL9600, 18-83 years
eCL9900,
eCL9900i
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. , 2 " ) :
assay (ng/L) percentile (ng/L) (ng/L) ages, sex (n) (ng/L) Overall, sex 99" percentile antibodies version date
Overall:
Overall: glz 373 2 Overall Overall
2.4% -efy 24.2 87% C: 24-40, Li L. et al, 2023
. Females: Recombinant 41-49*
Mindra CL-series hs-cTnl (OUS) No 01-05 0507 2.4-25000 Females: 0.25 0.51 n =407 Females Females Non-parametric | Serum. plasma Cardiac EU (2023) Fabre-
y 1.9% 15.3 7% (heparin) . . China (2023)
21-87y Troponin I-C D: cTn Estremera B. et
Males: ) Males Males complex* al, 2024
0% r%ét 313 97%
21-83y
Overall
n=734
>18y Overall Overall
27.9 66.3%
hs-cTnl Females Females Females Whole blood, Human C:41-49 WW except US
PHC PATHFAST (0US) Yes 1.23 2.33 2.33-50000 7.3% NP 14.2 n: 352 203 50 8% Non-parametric | plasma (EDTA, cardiac I-T-C D: 71-116, and Japan: /
Corporation >18y ) -o70 heparin) complext 163-209! (2024)
Males Males
Males 29.7 78.8%
n: 382
>18y
Overall
n=734
18-91y Overall Overall
29 66.3%
hs-cTnl-ll Females Females Females _ Whole blood, Human C:41-49
PATHFAST (US) Yes 1.47 3.02 4.1-50000 6.1% 4.1 19 n =352 203 50 8% Non-parametrict | plasma (EDTA, cardiac I-T-C D: 71-116, US (2024) /
18-91y Mal o heparin) complex 163-209
Males Males
Males 29.7 78.8%
n =382
18-75y
Pl Pl Overall Overall
?)S‘Ta ?Séna Plasma Plasma Plasma n =789 hole blood 20.5
' ’ 5.9% 3.6 8.4 Mal Whole blood, . .
uidelOrtho : ] ) ales Males Overall Recombinant Non- Boeddinghaus J,
Q Triage hs-cTnl (OUS) Yes % % 0.1-1000 Whole blood Whole blood Whole blood n =398 ?é%s_::nAa) 25.7 72%? c¢Tn complex parametric1 NP OUS (2020) et al. 2020
Y XD = 65% 2.8 6.2 Females Females
' ' n =391 14.4
Plasma
Overall
11
Overall Females
n =952 9
22-91y Males Human cTnl in
VITROS Females 13 ) Serum, plasma sertlrj'nn/]l?Sffer
e hs-cTnl (OUS) No 0.51 0.86 1.50-30000 7.4% 1.23 1.99 n: 486 >50% Non-parametric T 8 NP NP OUS (2022) /
ECI/ECIQ 2991 Serum (heparin) matrix
y Overall containing
Males BETEE EDTA
n: 466
22-91y Females
9
Males
12
Overall
n =952 Overall
22-91y BETEE Human cTnl in
VITROS XT Females Females Serum, plasma serﬁ%r?t?:ffer
hs-cTnl (OUS) No 0.14 0.42 1.50-30000 8.5% 1.23 1.99 n: 486 e >50% Non-parametric ' . NP NP OUS (2022) /
7600 2991 9 (heparin) matrix
y Males containing
=2 EDTA
aes e
22-91y
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Point-of- LoB LoD Measuring %CV at Concentration Concentration Reference ercentile measured Statistic used Calibrator recoanized Country of Other
Company Platform Assay care interval 9oth at 20% CV at 10% CV population p to calculate Specimen type . 9 Package Insert:
assa (ng/L) (ng/L) (ng/L) ercentile (ng/L) (ng/L) ages, sex (n) Overall, sex 2 LoD 99" percentile material by version date references
Y g P g 9 ges. (ng/L) Overall, sex P antibodies
Overall
n =952 Overall .
22-91y 11 Human cTnl in
human
: Females Females . Serum, plasma serum/buffer
QuidelOrtho VITROS 5600 hs-cTnl (OUS) No 0.23 0.43 1.50-30000 6.1% 1.23 1.99 n: 486 — 9 >50% Non-parametric h - . NP NP OUS (2022) /
22.91y (heparin) matrix
Males containing
Males EDTA
- 13
n: 466
22-91y
Overall
n =952 Overall .
22-91y 11 Human cTnl in
human
Females Females . Serum, plasma serum/buffer
VITROS 3600 hs-cTnl (OUS) No 0.19 0.39 1.50-30000 6.7% 1.23 1.99 n: 486 —9 >50% Non-parametric h - . NP NP OUS (2022) /
22.91y (heparin) matrix
Males containing
Males EDTA
P 13
n: 466
22-91y
Overall
n=_879 Overall
Overall 18-88y Overall '92.6%
RealMind ACL2800 2% Females 202 Females Whole blood
ealMin ) remaes Females . .
Biotech ACL2800S,  hs-cTnl (OUS) No 1.00 1.80 1-75000 Females 1.80 4.80 n =433 Females 90.1% Non-parametric %EIESK;’(SE%?‘A“' Fé?ﬁ‘l";‘rﬁ'ig?r‘f D oe 0US (2025) /
: 18-88 : d s
MCLeO, Ad Males / Males S';/éa—!fo/s heparin)
Males 1%
3.8% e 34.2
0 N = 446
18-88y
Overall
n=1603 Overall
Overall 18-70y Overall '94.6%
3.0% 14 Whole blood
ACL2800, Females Females Females Females (EDTA), serum Recombinant
ACL2800S, hs-cTnT (OUS) No 0.40 0.70 0.7-10000 To8% 0.7 25 n =824 9 89.9% Non-parametric | ’ EDTA' TnT anti NP OUS (2025) /
MCL60. A6| .8% 18-70y plasma ( _ , cTnT antigen
' Males Males g/;% heparin)
Males A%
4.0% 15
’ N =779
18-70y
Overall Overall Overall
n =533 14 90.2%
Elecsys hs- 20-71y . o
Roche Cobas €601, p ) o Females Females ) ) Serum, plasma Recombinant C:125-131 Giannitsis E. et
e602 CTn('gE.g)mln No 253 3.16 3-10000 4.7% 172 3.94 Females 9 83.3% Non-parametric (heparin, EDTA) human cTnT D: 136-147 OUS (2024) al, 2020
n =265
Males Males
Males 17 96.9%
Overall Overall Overall
n =533 14 90.2%
Elecsys hs- 207y Females Females Serum, plasma Recombinant C:125-131 Giannitsis E. et
Cobas e411 cTnT 18 min No 1.58 2.54 3-10000 7.9% 4.01 7.45 Females 9 83.3% Non-parametric P : OUS (2024) ’
— (heparin, EDTA) human cTnT D: 136-147 al, 2020
(Ous) n=265 Males Males
Males 17 96.9%
n =268
% Overall Overall
26 7 14 90.2%
Cobas e601 Elecsys hs- i Females Females Serum, plasma Recombinant €. 125-131 OUS (2024) Giannitsis E. et
' cTnT 9 min No 2.36 2.85 3-10000 5.5% 1.21 2.92 Females e an a0, Non-parametric S D: 136-147 ’
e602 (0US) n = 265 9 83.3% (heparin, EDTA) human cTnT al, 2020
Males Males
Males T OR 0oz
h = 268 17 96.9%
OYLra” Overall Overall
n =533 — o oor
14 90.2%
20-71y ’
Cobas e411 EITenCTS)ésmhisn- No 214 3.25 3-10000 3.7% 2.88 6.74 Females Females Females Non-parametric | o€rUm.plasma  Recombinant — C:125-131 g 554y Glannitsis E. et
(0US) ' ' I ' ' =265 9 83.3% P (heparin, EDTA) human cTnT D: 136-147 al, 2020
Males Males
Males . oF 007
n = 268 17 96.9%
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Point-of- Measuring %CV at Concentration Concentration Reference 99" % normals Statistic used Epitopes Country of
Company Platform Assay care LoB LoD interval goth at 20% CV at 10% CV population percentile measured to calculate Specimen type Callbre}tor recognized Package Insert: Other
assa (ng/L) (ng/L) (ng/L) ercentile (ng/L) (ng/L) ages, sex (n) Overall, sex 2 LoD 99" percentile material by version date references
y 9 p 9 9 ges, (ng/L) Overall, sex P antibodies
_O_verall Overall Overall
n=1301
21-89y 19 90.2%
Cobas €601, hs-cTnT Gen 5 ) o Females Females Plasma Recombinant C: 125-131 Giannitsis E. et
Roche €602 STAT (US) No 25 3 6-10000 3.6% 6 11 '?2“—2"59; 14 83.3% NP (heparin) human cTnT  D: 136-147 OUS (2024) al, 2020
Males Males Males
n = 645 22 96.9%
Overall
n=1301 Overall Overall
21-89y 19 90.2%
hs-cTnT Gen 5 o Females Females Females Plasma Recombinant C:125-131 Giannitsis E. et
Cobas e411 STAT (US) No 3 5 6-10000 <10% 6 1 n = 656 14 83.3% NP (heparin) humancTnT ~ D:136-147 ~ ©OUYS(2024) al, 2020
Males Males Males
n =645 22 96.9%
Overall
n =533 Overall Overall
20-71y 14 90.2%
Elecsys hs- . o
Cobas €801, . o Females Females Females . Serum, plasma Recombinant C: 125-131 OUS (2024) Giannitsis E. et
e402 CT”(gég)m'” No 2.21 2.97 3-10000 6.7% 2.30 540 n =265 9 83.3% Non-parametric | (heparin, EDTA) ~ human cTnT  D: 136-147 al, 2020
Males Males Males
n =268 17 96.9%
Overall
n =533 Overall Overall
20-71y 14 90.2%
Elecsys hs- . o
Cobas €801, ; ) o Females Females Females ) : Serum, plasma Recombinant C: 125-131 Giannitsis E. et
402 CT?SSS')T"” No 1.91 212 3-10000 5.4% 1.00 3.22 n =265 9 83.3% Non-parametric | - oarin, EDTA)  humancTnT — D: 136-147 OUS (2024) al, 2020
Males Males Males
N = 268 17 96.9%
_O_verall Overall Overall
n=1301
21-89 19 90.2%
Cobas €801, E'Il?nc'?)gsmhisr; No 25 3 6-10000 4.2 6 11 Fer;aléls Females Females NP Plasma Recombinant C: 125-131 OUS (2024) Giannitsis E. et
e402 us) ’ e =656 14 83.3% (heparin) human cTnT D: 136-147 al, 2020
Males Males
Males v OR 0o
N = 645 22 96.9%
Overall
Overall: 20:-8694% Overall Overall
2.90% y 16.91 93.36%
Shenzhen . Females Serum, whole .
Drawray iStar 500 hs-cTnl (OUS) Yes 03 06 0.6-50000 Females: 0.86 1.88 n =345 Males Males Non-parametrict | blood, plasma  Recombinant NP 0US (2024) /
) 3.05% 1 18.51 96.37% . antigen
Biotech 20-89y (EDTA, heparin)
Males: Males Females Females
2.99% e 11.22 90.72%
n =303
20-89y*
Plasma
Overall Plasma
n = 2007 Overall
22-91y 45.2
Females Females
n = 1007
34.1 Overall
Plasma Males Males 71%
hs-cTnl <5.0% n = 1000 535 Females Serum, plasma C: 41-50, Christenson RH
Siemens Atellica IM ThiH OUS No 0.50 1.6 2.5-25000 2.50 6.0 T50% Non-parametric h  PE NP 171-190 OUS (2024) tal 2019 '
Healthineers (T ) Serum Serum Serum ° (heparin) D: 29-34 etal,
3.9% Overall Overall Males
n =2001 45.4 84%
22-91y
Females
Females 38.6
n = 1007
Males
Males 53.5
n =994
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Point-of- LoB LoD Measuring %CV at Concentration Concentration Reference ercentile measured Statistic used Calibrator recoanized Country of Other
Company Platform Assay care (ng/L) (ng/L) interval goth at 20% CV at 10% CV population Opverall sex > LoD to calculate Specimen type material gy Package Insert: references
i ) = th i i
assay (ng/L) percentile (ng/L) (ng/L) ages, sex (n) (ng/L) Overall, sex 99" percentile antibodies version date
Plasma
Overall Plasma
n = 2007 Overall
22-91y 45.2
Females Females
n = 1007 34.1
Overall
Plasma Males Males 71%
hs-cTnl <5.3% n = 1000 53.5 = | S | C: 41-50, Christ RH
Siemens Atellica IM sen No 0.50 1.6 2.5-25000 2.50 NP e = Non-parametric | ~°MiM: P'asma NP 171-190 US (2024) hovbedial
Healthi (TnIHUS) 59% (heparin) . et al, 2019
ealthineers Serum Serum Serum D: 29-34
<4.7% Overall Overall Males
n = 2001 45.4 84%
22-91y
Females
Females 38.6
n = 1007
Males
Males 53.5
n =994
Plasma
Overall Plasma
n = 2007 Overall
22-91y 45.2
Females Females
n = 1007 34.1 overall
Plasma Males Males >50%
Atellica CI hs-cTnl No 0.50 1.6 2.5-25000 ==L 250 6.0 n=1000 %3 Females Non-parametric | Serum. plasma NP PSS OUS (2024) /
. . . . . o :
(TniHOUS) Serum Serum Serum >50% (heparin) D: 29-34%
<3.0% Overall Overall Males
n = 2001 45.4 >50%
22-91y
Females
Females 38.6
n = 1007
Males
Males 53.5
n =994
Plasma
Overall Plasma
n = 2007 Overall
22-91y 45.2
Females Females
n = 1007 34.1
Plasma Males Males
<5.1% n = 1000 53.5 C: 41-50,
Atellica C (ThrflﬁTJ‘é) No 0.50 16 2.5-25000 2.50 NP 2"%@‘” Non-parametric Ser(f]r:’gr'fr‘f)ma NP 171-190 US (2024) /
Serum Serum Serum 0 P D: 29-34!
<3.0% Overall Overall
n = 2001 45.4
22-91
y Females
Females 38.6
n = 1007
Males
Males 53.5
n =994
| Qveral Overall Overall
Plasma N 22.9 84%
13 1P|2air2n5% Plgsina % 18-91y 0 Whole blood, . a1do Applez(ljgi etal,
AtelicaVTLi  hs-cTnl (OUS)  Yes 0.55 wWhol ' <10% ' Females Females Females Non-parametric plasma NP D: 23-29, OUS (2023)
Whole — 185 80% (heparin), ;
Whole blood Whole blood Whole blood n =330 87-91.¢cTnC Christenson RH.
blood T capillary blood '
16 1.6-1250 3.7 8.9 Males Males pilary etal, 2022
. Males TR Tavor
= 2363 27.1 87%
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. . . . 9ot % normals . Epitopes
Point-of- L Measuring %CV at Concentration Concentration Reference ) Statistic used . ; Country of
oB LoD A th - percentile measured . Calibrator recognized . Other
Company Platform Assay care n n interval 99 at 20% CV at 10% CV population o I > LoD to calculate Specimen type ial b Package Insert: f
assay (ng/L) (ng/L) (ng/L) percentile (ng/L) (ng/L) ages, sex (n) verall, sex =0 99" percentile materia oy version date references
' (ng/L) Overall, sex antibodies
% Plasma
== Overall
n =2010 473
22-91y :
Females
Females 37.0
n=1012 Mal Overall
Plasma Males —5671 %S 93%
) ) <4.3% n =998 ’ C: 41-50, "
Siemens ADVIA Centaur hs-cTnl No 0.50 16 2 5.95000 250 6.0 Females Non-parametric Serum, plasma NP 171-190 OUS (2024) Christenson RH.
XP/IXPT TNIH OUS) Serum 88% (heparin) . et al, 2019
Healthineers Serum Serum ool D: 29-34
<3.7% Overall 465 Males
n=1990 ' 98%
22-91y Females
39.6
Females
n = 1006 Males
Males 58.1
n =984
Plasma Plasma
Overall
== Il
n = 2010 Oyl
22-91y '
Females Females
n=1012 37.0 Overall
Males 93%
Plasma Males 573
<4.9% n =998 ’ Females C: 41-50, .
ADVIA Centaur hs-cTnl — Ty . Serum, plasma US (2024) Christenson RH.
No 0.50 1.6 2.5-25000 2.50 NP 88% Non-parametric . NP 171-190
XP/IXPT (TNIH US) Serum Serum Serum vl 0 p (heparin) D: 29-34 et al, 2019
<C 205 ales
<5.4% Overall Qverall 98%
n = 1990 46.5
22-91y Females
Females 396
n = 1006 Males
Males 58.1
n =984
Plasma Plasma
Overall Overall
n=2010 47.3
22-91y
Eemales
Females 37.0
n=1012 ’ Overall
Males 93%*
Plasma Males m
) <4.0% n =998 ’ Females C: 41-50,
ADVIA Centaur hs-cTnl No 0.50 16 2.5-25000 2.50 <6.0 88%" Non-parametric | SETUM: plasma NP 171-190 OUS (2024) /
CP (TNIH OUS) Serum (heparin) . 1
Serum Serum Nomrall D: 29-34
<3.8% Overall OXg rél” _Malels
. 0,
n=1990 98%
22-91y Females
39.6
Females
n = 1006 Males
Males 8.1
n =984
Plasma Plasma
Overall Overall
n =2010 473
22-91y ’
Females
Females 370
n=1012 Mal Overall
Plasma Males =5y 93%!
) <4.0% n =998 : C: 41-50,
ADVIA Centaur (Thl\TH:TLrJ"S) No 0.50 16 2.5-25000 2.50 NP Serum Females Non-parametric Ser(tr’]r:’gr';ﬁma NP 171-190 US (2024) /
Serum Serum YT ° P D: 29-34!
<3.8% Overall W Males
n=1990 ' 089%!
2291y Females
Females 39.6
n = 1006 Males
Males 58.1
n =984
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. ) ) . goth % normals o Epitopes
Point-of- LoB LoD Measuring %CV at Concentration Concentration Reference ercentile measured Statistic used Calibrator recoanized Country of Other
Company Platform Assay care (ng/L) (ng/L) interval 9oth at 20% CV at 10% CV population Opverall sex > LoD to calculate Specimen type material gy Package Insert: references
i ) = th i i
assay (ng/L) percentile (ng/L) (ng/L) ages, sex (n) (ng/L) Overall, sex 99" percentile antibodies version date
Plasma
Overall Plasma
n=2021 Overall
22-91y 58.9
Females Females
n=1017 53.7 Overall
98.8%
Males Males
. . . ] n = 1004 78.5 Females Serum, plasma D: 41-50
Siemens Dmenson TIZISHCgrl]_IJS No 1.0 2.0 4-25000 <6.0% 3.0 10.0 97.8% Non-parametric (heparin) NP 171-190 OUS (2019) App'ezggd etal,
Healthineers ( ) Serum Serum Mal C:29-34
- ales
Overall Overall 99.8%
n=2014 57.9
22-91y
Females
Females 74.9
n=1013
Males
Males 51.1
n = 1002
Overall Overall Overall
n=2021 “tao 98.8%
22-91y 58.9 Females D: 41-50
Dimension hs-cnl No 1.0 2.0 4-25000 <6.0% 3.0 10.0 Females Females 97.8% Non-parametric Plasma NP 171-190 US (2019) Apple FS.
VISTA (TNIH US) = 53.7 (heparin) . et al, 2020
n=1017 Mal C: 29-34
Males yaes
Males 78.5 99.8%
n = 1004 ’
Plasma Plasma
Overall Overall
n =2020 60.4
22-91y
Females
Females 51.4
n=1017 Males Overall
Males 76.2 73%"
: n = 1003 ’ D: 41-50
Dimension EXL hs-cTnl No 11 2.7 4-25000 <6.0% 4.0 12.0 Females Non-parametric | Se€'um. plasma NP 171-190 OUS (2019) /
(TNIH OuUSs) Serum Serum 59% (heparin) C: 29.34
Overall Overall Males
n = 2014 58.2 86%*
2291y Females
Females 47.8
n=1014 Males
Males 718
n=1001
Qverall Overall Overall
n = 2020 604 73%?
S 22-91y ’ | | | D: 41-50
Dimension EXL sc No 11 2.7 4-25000 <6.0% 40 12.0 Females Females Females Non-parametric Plasma NP 171-190 US (2019) /
(TNIH US) = 51.4 59% (heparin) .
n=1017 C: 29-34
Males l\ga_lezs Males
n = 1003 6. 86%
Overall % Overall Overall
iFlash 3000-C, 2.73% 20-89 years 16.8 93.51%
iFlash 1800-A, Females Males Females . Serum, plasma Recombinant
YHLO iFlash 1200-A. hs-cTnl (OUS) No 0.3 0.6 0.6-50000 3.50% <1.0 <20 I;er:ilezs 185 90.50% Non-parametric (heparin, EDTA) human cTnl NP OUS (2023) /
iFlash 9000-A Males Males Females Males
0, _— 0,
2.57% N =436 111 96.56%
Overall M Overall
4.2% n =654 28.2
e 20-86 yearst : Natural C: 24-40,
) EXI CLIA ) . ) Females 1 Males Overall ) _— Serum, plasma Cardiac 81-100 .
Zybio Inc. System hs-cTnl (China) No 0.8 11 2.1-50000 1.1% 2.1 6.1 I;e;ngl;; 30.3 ~50% Non-parametric (heparin, EDTA)  Troponin I-C-T D: ¢Tn China (2024) /
Males Males Females antigen complex
4.0% Ty 25.3
n=2319

LoB, limit of blank; LoD, limit of detection; NP, not provided; C, capture antibody; D, detection antibody; WW, worldwide; OUS, outside United States. All data have been listed as provided by the manufacturer and should unless otherwise is noted reported in the Package insert or a peer-reviewed publication. Please note that the IFCC has not
performed an independent evaluation demonstrating ‘high sensitivity’ at the IFCC requirements of: a) <10% CV at the 99" percentile and b) = 50% measurable concentrations = LoD for both males AND females in independent evaluations.
HInformation not reported in a Package Insert or a published manuscript. For more information, please contact the manufacturer.
2 Note that less than 300 males and 300 females were used to determine the 99" percentile.
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