Cardiac Troponin Assay Interference Table Designated by Manufacturer: Hemolysis and Biotin

IFCC Committee on Clinical Applications of Cardiac Biomarkers (C-CB) v052022

Hemolysis Biotin
Hemolysis Influence of Influence
Limit (No Hemolysis End User A tan Biotinylat Biotin Used Interferen A tan Highest of Biotin
Company Assay Platform Interference Above the Hemolysis (C:(r:i?pria *fe d Xntig ade in Assay Tt?r e;" Ifje (C:fi?pria *fe Biotin Above the
Up to Stated Threshold Assessment era ody Configuration esho era Concentrati Threshold
Value) (+-) on Tested (+/-)
Abbott High Sensitive 5.0 g/l
Diagnostics, Troponin-| ARCHITECT (500' mg /dL) ND Qualitative <10% No No 290 ug/L <10% 290 pg/L ND
Alere (3P25) g
High Sensitive 5.0 /L
Troponin-| Alinity i (500' mg /dL) ND Qualitative <10% No No 290 pg/L <10% 290 pg/L ND
(8P13)* g
Contemporary 5.0 g/l
Troponin-| ARCHITECT (500' mg /dL) ND Qualitative <10% No No 290 pg/L Undefined 290 pg/L ND
(2K41) US g
. 6.0g/L .
Abbott POC cTnl i-STAT (600 mg/dL) ) No No ND ND ND
Quantitative ¢ <10% @
if using >11.5 ng/L
Beckman Access Dxl, Access 4.09/L ,
Coulter hs-cTnl 2 (400 mg/dL) ND Beckman's e <2.30 ng/L @ No No ND ND ND NA
integrated <11.5 ng/L
platform
0,
<10% @ cTnl * <10% @
o cTnl ~0.50
Quantitative ~0.50 pg/L Lol
if using <0.006 pg/L
cTnl Dxl, Access 5.0g/L , e <0.006 pg/L
ND Beckman’s @~0.05 ug/L No No 290 ug/L 290 ug/L NA
(AccuTnl+3) 2 (500 mg/dL) integrated <0.02 g/l @/10,05
platform - HO
@-0.01 ug/L <0.02 pg/L
@~0.01 po/L
bioMérieux hs-cTnl VIDAS 4.85 glL ND Qualitative +10% Yes Yes 2000 pgiL <10% 2000 pgiL ND
(485 mg/dL) -
Qualitative
ET 700l (Serum/ 2,000,000 2,000,000
Healthcare hs-cTnl* Pylon 3d (700' mg /dL) +) Plasma); +10% Yes Yes pa/L +10% ua/L ND
9 NA (Whole (2 mg/mL) (2 mg/mL)
Blood)
Qualitative
700l (Serum/ 2,000,000
hs-cnT* Pylon 3d (700' mg /dL) “) Plasma); <10% Yes Yes pa/L <10% ND ND
9 NA (Whole (2 mg/mL)

Blood)




hs-cTnl

Lumipulse

5.10 g/L

CLSI EP7-

Fujirebio (Lumipulse) G1200 and (510 mg/dL) ND A2 +10% No No ND NA NA NA
G600l
10 g/L Quantitative
. g (Cyanmethe
LSI Medience hs-cTnl* PATHFAST (1,000 “) moglobin No No 1500 pg/L +20% 1500 pg/L ND
mg/dL) Method)
10 /L Quantitative
. 9 (Cyanmethe
cTnl PATHFAST (1,000 ) moglobin No No 1500 pg/L +20% 1500 pg/L ND
mg/dL) Method)
10 g/l Quantitative
9 (Cyanmethe
cTnl-ll PATHFAST (1,000 -) moglobin No No 1500 pg/L +20% 1500 pg/L ND
mg/dL) Method)
1.0g/L
Ortho- ECI/ECIQ, (100 mg/dL) o
Clinical Troponin |ES 3600, 5600, @ cTnl *+) éﬂg{:f‘ats\% <10% Yes Yes 2.5 ug/L Osjgoﬁ’ @;L
Diagnostics XT 7600 conc. of ' HY
0.006 pg/L
VITROS
ECI/ECIQ
Immunodiag
nostic
Systems,
VITROS
3600
.1+ Immunodiag 6 g/L . Automated/ o Yes o
hs Troponin | nostic (608 mg/dL) -) Quantitative +10% Yes (pre-bound) ND +10% 3510 pg/L ND
Systems,
VITROS
5600
Integrated
System,
VITROS XT
7600 System
Quidel/Alere hs-cTnl Triage 1.98 g/l ND Qualitative <10% No No 3600 pg/L <10% 3600 pgiL NA
(198 mg/dL)
10 g/L
cTnl Triage (1,000 ) Qualitative <10% No No ND NA NA NA
mg/dL)
cTnl SOB* Triage (50%°mgé/'-dL) 0 Qualitative <10% No No ND NA NA NA
cTnl Cardio* Triage (10]60mgg;/LdL) “) Qualitative <10% No No ND NA NA NA
No
. 10 g/L Yes :
Sg‘gomete" Tni* AQT90 FLEX (1000 nte rfNe?ence Qualitative NA (pre- ( relisun 9 '”ti’feu’)egce <10 % 3 pg/Lr** NA*#*
mg/dL) bound) P P

pg/L***




No

Radiometer, . 2.0g9/L No o interference <90 . S
POC nT AQT90 FLEX (200 mg/dL)  interference Qualitative NA No No up to 50 <9 % 50 pg/L NA
ug/L***
Eiecfgggisceal No information provided No information provided
Recovery
Recovery within within + 1.4
Serum . ng/L @ <14
Roche ¢TnT-hs and cobas e411, 1.0 a/L indices on i(l)fcnglll‘:'\f:ﬂ;l_? c Ot]?j (;Se d ng/L;
Di . TnT Gen5 e601, e602, 09 ) pre-analytic ’ /L Yes 1ug 1200 pg/L Recovery 3600 pg/L )
iagnostics STAT 801 (100 mg/dL) module: Recovery within Ab, not as within 100 +
N 100 £10 % with a free biotin) e
Qualitative conc. > 14 na/l 10% with a
T 9 conc. 214
ng/L
Mean bias vs.
Roche Roche Mean bias vs. Yes (as reference
. . CARDIAC cobas h 232 2.0g/L : N reference sample: conjugated sample: .
DIagnostics  poc Troponin  POC system | (200 mg/dL) © Qualitative <+15% @ 40- Yes Ab,notas  200HgL <15% 1200 po/t )
T 2000 pg/L free biotin) between 40-
2000 pg/L
High ADVIA
Siemens Sensitivity Centaur® 5g/L . 0 )
Healthineers Troponin | XPIXPT (500 mg/dL) ND Qualitative +10% Yes Yes 3500 pg/L +10% 3500 pg/L ND
(TNIH) # Systems
High
Sensitivity Atellica™ IM 5.0g/L I
Troponin | Analyzer (500 mg/dL) ND Quantitative +10% Yes Yes 3500 pg/L +10% 3500 pg/L ND
(TNIH) #
High . .
e Dimension®
Sensitivity ™ 4.09/L ot 0 9 -
Troponin | ;ﬁlgem (400 mg/dL) ND Quantitative +10% Yes Yes 300 pg/L +10% 1200 pg/L -)
(TNIH) #
High . .
N Dimension
Sensitivity o ® 4.09/L o
Troponin | S\Q:I:m (400 mg/dL) ND Quantitative +10% Yes Yes 300 pg/L +10% 1200 pg/L )
(TNIH) #
ADVIA
Centaur® 5.0g/L I
# 0, 0, A
Tnl-Ultra’ CPIXPIXPT | (500 mg/dL) ND Qualitative +10% Yes Yes 10 pg/L +10% 1500 pg/L -)
Systems
Atellica™ IM 5.0g/L o
# _
Tnl-Ultra Analyzer (500 mg/dL) ND Quantitative +10% Yes Yes 10 pg/L +10% 1500 pg/L -)
Dimension® 50all
TNI# EXL™ 049 /d ND Quantitative +10% Yes Yes 100 pg/L +10% 1200 pg/L )
System (500 mg/dL)
Dimension® 10 g/L
CTNI# RXL™ (1000 ND Quantitative +10% No No ND NA NA NA
System mg/dL)




Dimension

5.0 g/L

CTNI# Vista® (500 mg/dL) ND Quantitative +10% Yes Yes 100 pg/L +10% 1200 pg/L )
System
T g IMMULITE® 50l
roponin- 200012000 | 5> mgg L) ND Qualitative +10% Yes Yes 1500 pg/L +10% 1500 pg/L ND
XPi Systems
IMMULITE®/
H # ®
Troponin-| 'M'Vig'(;(')TE (57%7mgé}-dL) ND Qualitative +10% Yes Yes 1500 pg/L +10% 1500 pgiL ND
Systems
. IMMULITE®
#
Troponin-| Turbo (szlfn gj'al_) <10% Qualitative +10% Yes Yes 1500 pg/L +10% 1500 pg/L ND
System
AlA Series
(AIA-1800,
AIA-2000,
Tosoh SCTTS'SQE égr'f AIA-600II, | 43‘83m9’/"d|_) +10% No No ND NA NA NA
AIA-900, 9
AIA-360,
etc...)
cL 'r?;i_Tp rﬁCK AIA Series 4.4 glb +10% No No ND NA NA NA

ND: Not Determined
NA: Not Applicable

(440 mg/dL)

* Not yet cleared by the FDA for clinical use in the United States
**Acceptance criteria were those defined in the package insert for determining whether interference was considered significant or not
*** Under further investigation

# Disclaimer: The products/features mentioned herein are not commercially available in all countries. Their future availability cannot be guaranteed.




