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Abstract: The International Federation of Clinical Chem-
istry and Laboratory Medicine (IFCC) formed a Task Force 
on the Application of Cardiac Bio-markers (TF-CB) in 
2008, re-designated in 2018 as a committee (C-CB), to pro-
duce educational materials on cardiac biomarkers. Estab-
lished in June 2017, definitive tables covering the majority 
of high-sensitivity, contemporary and point-of-care (POC) 
cTn assays have been developed by the C-CB and are avail-
able on the IFCC website. These tables provide extensive 
information about assays’ analytical characteristics and 
encompass information on diagnostic discriminants, 
particularly the 99th percentiles, as provided by the 
manufacturers.

Keywords: 99th percentiles; cardiac troponin; education; 
high sensitivity assays; myocardial injury; point-of-care.

The Global Task Force for Fourth Universal Definition of 
Myocardial Infarction (MI) utilizes cardiac troponin (cTn) 
as the standard biomarker for the detection of myocardial 

injury [1]. An increased cTn concentration above the upper 
reference limit (URL) defines myocardial injury, with cTn 
URLs specified as sex-specific 99th percentiles of a normal 
healthy reference population, defined by sex, age, racial 
and ethnic diversity [1–4]. Prior to 2000, the definition 
of MI utilized a different diagnostic discriminant, the 
97.5th percentile of a reference population, for a ‘cardiac 
enzyme’, typically total creatine kinase (CK) or its MB iso-
enzyme (CK-MB) [5].

When first introduced into routine clinical practice, 
cTn assays were evaluated against the WHO diagnostic 
criteria for MI as the diagnostic gold standard. Using 
the WHO criteria as the diagnostic standard resulted in 
a relatively high diagnostic discriminant, typically 10–50 
times the cTn 99th percentile. Shortly after, the redefini-
tion of MI guidelines endorsed the preferred diagnostic 
discriminant as cTn, with a statement that cTn assays 
should ideally have a 10% coefficient of variation (CV) at 
the assay’s 99th percentile URL concentration [6]. Assays 
were considered to be clinically acceptable if they had a 
%CV at the 99th percentile ≤20%, as patients would not 
be misclassified at this concentration [7]. Introduction 
of cTn assays into routine clinical use was accompanied 
by a range of different proposed diagnostic URLs for the 
diagnosis of MI, likely due to the misunderstanding of 
the intent and recommendations within the guidelines. 
Surveys of laboratory practice revealed that there was 
still use of a range of biomarkers other than cTn and a 
great deal of uncertainty as to what diagnostic URL (WHO 
equivalent, 10% or 20% CV concentration, or the 99th 
percentile) was appropriate [8].

The International Federation of Clinical Chemistry 
and Laboratory Medicine (IFCC) formed a Task Force 
on the Application of Cardiac Bio-markers (TF-CB) in 
2008, re-designated in 2018 as a committee (C-CB), to 
produce educational materials on cardiac biomark-
ers [3–5]. Since the 2007  survey [2–4], there has been 
progressive improvement in assay analytical sensitiv-
ity, culminating in the development and global clini-
cal implementation of high-sensitivity (hs) cTn assays 
[2–4]. Subsequent surveys, most recently in 2016, have 
shown that although there has been a shift to cTn as the 

Unauthenticated
Download Date | 1/30/19 10:51 AM

brought to you by COREView metadata, citation and similar papers at core.ac.uk

provided by St George's Online Research Archive

https://core.ac.uk/display/185245219?utm_source=pdf&utm_medium=banner&utm_campaign=pdf-decoration-v1
mailto:apple004@umn.edu
https://doi.org/10.1515/cclm-2018-1211


2      Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays

Ta
bl

e 
1:

 H
ig

h-
se

ns
iti

vi
ty

a  ca
rd

ia
c t

ro
po

ni
n 

I a
nd

 T 
as

sa
y 

an
al

yt
ic

al
 ch

ar
ac

te
ris

tic
s 

de
si

gn
at

ed
 b

y 
m

an
uf

ac
tu

re
r –

 IF
CC

 C
om

m
itt

ee
 o

n 
Cl

in
ic

al
 A

pp
lic

at
io

ns
 o

f C
ar

di
ac

 B
io

-M
ar

ke
rs

 (C
-C

B)
.

Co
m

pa
ny

/
pl

at
fo

rm
/a

ss
ay

 
Lo

B,
 

ng
/L

 
Lo

D,
 

ng
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e

 
Co

nc
 a

t 
20

%
 C

V,
 

ng
/L

 
Co

nc
 a

t 
10

%
 C

V,
 

ng
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
99

th
 

pe
rc

en
til

e 
ov

er
al

l M
/F

, 
ng

/L

 
Sp

ec
im

en
 ty

pe
 

Pe
rc

en
t 

no
rm

al
s 

m
ea

su
re

d 
≥L

oD
 O

ve
ra

ll
M

/F

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
%

 R
CV

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: 
ve

rs
io

n 
da

te

Ab
bo

tt/
AR

CH
IT

EC
T 

i S
ys

te
m

s/
AR

CH
IT

EC
T S

TA
T 

hi
gh

 s
en

si
tiv

e 
tro

po
ni

n-
I; 

co
m

m
er

ci
al

 
0.

7–
1.

3 
1.

1
 

Ov
er

al
l: 

4.
0%

F:
 5

.3
%

M
: 3

.5
%

 
1.

3
 

4.
7

 
Ov

er
al

l
n 

=1
53

1
21

–7
5 

ye
ar

s

F:
 7

64
21

–7
5 

ye
ar

s

M
: 7

66
21

–7
3 

ye
ar

s

 
Ov

er
al

l: 
26

.2
F:

 1
5.

6
M

: 3
4.

2

 
Li

th
iu

m
 h

ep
ar

in
 

(w
ith

/w
ith

ou
t 

se
pa

ra
to

r),
 

K2
 E

DT
A,

 K
3 

ED
TA

, s
er

um
 

(w
ith

/w
ith

ou
t 

se
pa

ra
to

r),
 s

er
um

 
w

ith
 th

ro
m

bi
n-

ba
se

d 
cl

ot
 

ac
tiv

at
or

 
Ov

er
al

l: 
85

%
F:

 7
8%

M
: 9

2%

 
Ro

bu
st

 
NP

 
NP

 
OU

S 
on

ly
: 

G5
-6

63
4/

R0
1 

Ap
ril

 
20

15

Be
ck

m
an

 C
ou

lte
r/

Ac
ce

ss
 2

, D
xI

/
Ac

ce
ss

 h
sT

nI
; 

co
m

m
er

ci
al

 –
 O

US

 
0.

0–
1.

7 
1.

0–
2.

3
 

Ov
er

al
l: 

3.
7%

F:
 4

.2
%

M
: 3

.6
%

 
1.

0–
2.

3
 

5.
6

 
Ov

er
al

l
n 

= 
10

89
21

–9
9 

ye
ar

s
F:

 5
95

M
: 4

94

 
Ov

er
al

l: 
17

.5
F:

 1
1.

6
M

: 1
9.

8

 
He

pa
rin

 p
la

sm
a

 
>5

0%
 

No
n-

pa
ra

m
et

ric
 

NP
 

NP
 

OU
S 

B5
26

99
/ 

C1
11

40
Se

pt
 2

01
7

Be
ck

m
an

 C
ou

lte
r/

Ac
ce

ss
 2

, /
Ac

ce
ss

 
hs

Tn
I; 

co
m

m
er

ci
al

 
– 

US
: L

iH
ep

 
pl

as
m

a

 
0.

0–
0.

8 
1.

0–
2.

0
 

Ov
er

al
l: 

3.
7%

F:
 4

.2
%

M
: 3

.6
%

 
0.

9–
2.

3
 

4.
1

 
Ov

er
al

l
n 

= 
10

89
21

–9
9 

ye
ar

s
F:

 5
95

M
: 4

94

 
Ov

er
al

l: 
17

.5
F:

 1
1.

6
M

: 1
9.

8

 
He

pa
rin

 p
la

sm
a

 
>5

0%
 

No
n-

pa
ra

m
et

ric
 

NP
 

NP
 

US
 B

52
69

9/
C0

94
49

Ju
ne

 2
01

8

Be
ck

m
an

 C
ou

lte
r/

Ac
ce

ss
 2

, /
Ac

ce
ss

 
hs

Tn
I; 

co
m

m
er

ci
al

 
– 

US
: S

er
um

 
0.

0–
0.

8 
1.

0–
2.

0
 

Ov
er

al
l: 

6.
0%

F:
 6

.9
%

M
: 5

.8
%

 
0.

9–
2.

3
 

4.
1

 
Ov

er
al

l
n 

= 
10

88
21

–9
9 

ye
ar

s
F:

 5
95

M
: 4

93

 
Ov

er
al

l: 
18

.2
F:

 1
1.

8
M

: 1
9.

7

 
Se

ru
m

 
>5

0%
 

No
n-

pa
ra

m
et

ric
 

NP
 

NP
 

US
 B

52
69

9/
C0

94
49

Ju
ne

 2
01

8

Be
ck

m
an

 C
ou

lte
r/

Dx
I, 

Ac
ce

ss
 h

sT
nI

; 
co

m
m

er
ci

al
 –

 U
S:

 
Li

He
p 

pl
as

m
a

 
0.

0–
1.

7 
1.

5–
2.

3
 

Ov
er

al
l: 

5.
2%

F:
 5

.6
%

M
: 5

.0
%

 
1.

2–
2.

3
 

5.
6

 
Ov

er
al

l
n 

= 
10

88
21

–9
9 

ye
ar

s
F:

 5
93

M
: 4

95

 
Ov

er
al

l: 
17

.9
F:

 1
4.

9
M

: 1
9.

8

 
He

pa
rin

 p
la

sm
a

 
>5

0%
 

No
n-

pa
ra

m
et

ric
 

NP
 

NP
 

US
 B

52
69

9/
C0

94
48

Ju
ne

 2
01

8

Be
ck

m
an

 C
ou

lte
r/

Dx
I, 

Ac
ce

ss
 h

sT
nI

; 
co

m
m

er
ci

al
 –

 U
S:

 
Se

ru
m

 
0.

0–
1.

7 
1.

5–
2.

3
 

Ov
er

al
l: 

6.
2%

F:
 6

.5
%

M
: 6

.1
%

 
1.

2–
2.

3
 

5.
6

 
Ov

er
al

l
n 

= 
10

85
21

–9
9 

ye
ar

s
F:

 5
92

M
: 4

93

 
Ov

er
al

l: 
18

.1
F:

 1
3.

6
M

: 1
9.

8

 
Se

ru
m

 
>5

0%
 

No
n-

pa
ra

m
et

ric
 

NP
 

NP
 

US
 B

52
69

9/
C0

94
48

Ju
ne

 2
01

8

Unauthenticated
Download Date | 1/30/19 10:51 AM



Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays      3

Co
m

pa
ny

/
pl

at
fo

rm
/a

ss
ay

 
Lo

B,
 

ng
/L

 
Lo

D,
 

ng
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e

 
Co

nc
 a

t 
20

%
 C

V,
 

ng
/L

 
Co

nc
 a

t 
10

%
 C

V,
 

ng
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
99

th
 

pe
rc

en
til

e 
ov

er
al

l M
/F

, 
ng

/L

 
Sp

ec
im

en
 ty

pe
 

Pe
rc

en
t 

no
rm

al
s 

m
ea

su
re

d 
≥L

oD
 O

ve
ra

ll
M

/F

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
%

 R
CV

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: 
ve

rs
io

n 
da

te

bi
oM

ér
ie

ux
 V

ID
AS

 
Hi

gh
 S

en
si

tiv
e 

Tr
op

on
in

 I;
 

co
m

m
er

ci
al

 
1.

9
 

3.
2

 
7.

0%
 

4.
9

 
NP

 
Ov

er
al

l
n 

= 
81

5
41

–8
0 

ye
ar

s
F:

 3
68

:
41

–8
0 

ye
ar

s
M

: 4
47

41
–8

0 
ye

ar
s

 
Ov

er
al

l: 
19

F:
 1

1
M

: 2
5

 
Se

ru
m

 o
r h

ep
ar

in
 

pl
as

m
a

 
NP

 
NP

 
NP

 
C:

 4
1–

49
, 

24
–4

0
D:

 8
7–

95

 
Fr

an
ce

De
c 2

3r
d 

20
15

ET
 H

ea
lth

ca
re

 
Py

lo
n 

hs
Tn

I 
as

sa
y;

 re
se

ar
ch

 
0.

8
 

1.
2–

1.
4

 
10

%
 

2
 

10
 

Ov
er

al
l

n 
= 

76
3

15
–9

1 
ye

ar
s

F:
 4

37
M

: 2
81

(A
AC

C 
Un

iv
er

sa
l

Sa
m

pl
e 

Ba
nk

)

 
Ov

er
al

l: 
26

F:
 1

9
M

: 2
8

 
ED

TA
 p

la
sm

a,
 

ED
TA

 w
ho

le
 b

lo
od

, 
se

ru
m

 
Ov

er
al

l: 
90

%
F:

 8
6%

M
: 9

4%

 
NP

 
NP

 
C:

 2
7–

40
D:

 4
1–

49
 

Ch
iN

P,
 2

01
7

Fu
jir

eb
io

 
Lu

m
ip

ul
se

 G
 

G1
20

0 
an

d 
G6

00
II 

hs
Tn

I

 
1.

2
 

2.
1

 
≤4

.6
%

 
NP

 
7.

3
 

Ov
er

al
l 

n 
= 

10
18

, 
18

–9
0 

ye
ar

s
F:

 4
28

M
: 5

90

 
Ov

er
al

l: 
28

.6
F:

 2
2.

4
M

: 3
2.

9
Se

ru
m

 
ov

er
al

l: 
26

.9
F:

 2
1.

4
M

: 2
9.

4
Li

 h
ep

ar
in

 
pl

as
m

a 
Ov

er
al

l: 
29

.6
F:

 2
7.

8
M

: 3
2.

8

 
Re

d 
to

p 
se

ru
m

, 
se

ru
m

 s
ep

ar
at

or
 

tu
be

, r
ap

id
 

cl
ot

tin
g 

tu
be

s;
 

di
so

di
um

 E
DT

Aa , 
di

po
ta

ss
iu

m
 

ED
TA

a , l
ith

iu
m

 
he

pa
rin

, s
od

iu
m

 
he

pa
rin

, s
od

iu
m

 
ci

tra
te

, P
ST

 w
ith

 
lit

hi
um

 h
ep

ar
in

 
Ov

er
al

l: 
68

.3
%

Se
ru

m
: 

68
.1

%
Li

 h
ep

ar
in

 
pl

as
m

a:
 

65
.0

%

 
Ro

bu
st

 
NP

 
NP

 
En

gl
is

h
FR

I0
03

0,
 Fe

b 
20

17
 V

er
.0

1

LS
I M

ed
ie

nc
e 

(fo
rm

er
ly

 
M

its
ub

is
hi

) 
PA

TH
FA

ST
 cT

nI
; 

co
m

m
er

ci
al

 
NP

 
1

 
<6

%
 

2
 

3.
1

 
Ov

er
al

l
n 

= 
47

4
18

–8
6 

ye
ar

s
F:

 2
36

M
: 2

38

 
Ov

er
al

l: 
15

.4
8

M
: 1

6.
91

F:
 1

1.
46

 
W

ho
le

 b
lo

od
, 

pl
as

m
a

 
Ov

er
al

l: 
76

.3
%

 
No

n-
pa

ra
m

et
ric

 
NP

 
C:

 4
1–

49
D:

 7
1–

11
6,

 
16

3–
20

9

 
W

W
 e

xc
ep

t 
US

 a
nd

 
Ja

pa
n:

 V
er

.6
, 

20
17

.1
0

Ta
bl

e 
1 

(c
on

tin
ue

d)

Unauthenticated
Download Date | 1/30/19 10:51 AM



4      Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays

Co
m

pa
ny

/
pl

at
fo

rm
/a

ss
ay

 
Lo

B,
 

ng
/L

 
Lo

D,
 

ng
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e

 
Co

nc
 a

t 
20

%
 C

V,
 

ng
/L

 
Co

nc
 a

t 
10

%
 C

V,
 

ng
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
99

th
 

pe
rc

en
til

e 
ov

er
al

l M
/F

, 
ng

/L

 
Sp

ec
im

en
 ty

pe
 

Pe
rc

en
t 

no
rm

al
s 

m
ea

su
re

d 
≥L

oD
 O

ve
ra

ll
M

/F

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
%

 R
CV

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: 
ve

rs
io

n 
da

te

LS
I M

ed
ie

nc
e 

(fo
rm

er
 

M
its

ub
is

hi
) 

PA
TH

FA
ST

 
hs

-c
Tn

I/
PA

TH
FA

ST
 

cT
nI

-II

 
1.

23
 

2.
33

 
6.

1
 

4
 

15
 

Ov
er

al
l

n 
= 

73
4

Ag
e 

>1
8

F:
 3

52
M

: 3
82

 
Ov

er
al

l: 
27

.9
F:

 2
0.

3
M

: 2
9.

7

 
W

ho
le

 b
lo

od
,

pl
as

m
a

 
To

ta
l: 

66
.3

%
F:

 5
2.

8%
M

: 7
8.

8%

 
No

n-
pa

ra
m

et
ric

 
ND

 
C:

41
–4

9
D:

 7
1–

11
6,

 
16

3–
20

9

 
hs

-c
Tn

I: 
W

W
 

ex
ce

pt
 U

S 
an

d 
Ja

pa
n

Ve
r.1

, M
ay

 
20

18
cT

nI
-II

: U
S,

 
ve

r.4
 M

ar
 

20
15

Or
th

o/
VI

TR
OS

/
Im

m
un

od
ia

gn
os

tic
 

hs
 Tr

op
on

in
 I 

pr
el

im
 d

at
a;

 
re

se
ar

ch

 
0.

3
 

1.
0

 
<1

0%
 

1.
7

 
4.

3
 

Ov
er

al
l

n 
= 

48
0

16
–8

8 
ye

ar
s

F:
 2

36
M

: 2
44

 
Ov

er
al

l: 
21

F:
 9

M
: 2

6

 
Se

ru
m

; l
ith

iu
m

 
he

pa
rin

 p
la

sm
a

 
NP

 
No

n-
pa

ra
m

et
ric

 
NP

 
C:

 8
7–

91
D:

 2
4–

40
, 

41
–4

9

 
In

 
de

ve
lo

pm
en

t

Ro
ch

e/
co

ba
s 

e6
01

, e
60

2,
 

E1
70

/c
Tn

T-
hs

 
18

-m
in

; 
co

m
m

er
ci

al

 
1.

36
; 

(2
.1

6 
fo

r 
e4

11
)

 
2.

05
; 

(4
.7

2 
fo

r 
e4

11
)

 
<1

0%
 

2.
20

 
4.

49
 

Ov
er

al
l

n 
= 

53
3

20
–7

1 
ye

ar
s

F:
 4

9.
7%

 
Ov

er
al

l:1
4

F:
 9

M
: 1

6

 
Se

ru
m

, p
la

sm
a:

 
ED

TA
, h

ep
ar

in
 

Ov
er

al
l: 

71
.5

%
 

NP
 

NP
 

C:
 

12
5–

13
1

D:
 

13
6–

14
7

 
EU

 
(u

pc
om

in
g 

PI
 

ve
rs

io
n)

Ro
ch

e/
co

ba
s 

e6
01

, e
60

2,
 

E1
70

/c
Tn

T-
hs

 
ST

AT
; c

om
m

er
ci

al

 
2.

26
; 

2.
57

 fo
r 

e4
11

 
2.

85
; 

4.
88

 fo
r 

e4
11

 
<1

0%
 

2.
81

 
5.

03
 

Ov
er

al
l

n 
= 

53
3

20
–7

1 
ye

ar
s

F:
 4

9.
7%

 
Ov

er
al

l: 
14

F:
 9

M
: 1

6

 
Se

ru
m

, p
la

sm
a:

 
ED

TA
, h

ep
ar

in
 

Ov
er

al
l: 

58
.9

%
 

NP
 

NP
 

C:
 

12
5–

13
1

D:
 

13
6–

14
7

 
EU

 
(u

pc
om

in
g 

PI
 

ve
rs

io
n)

Ro
ch

e/
co

ba
s 

e8
01

/ c
Tn

T-
hs

 
18

-m
in

 a
nd

 S
TA

T;
 

co
m

m
er

ci
al

 
2.

5
 

3
 

<1
0%

 
6

 
18

-m
in

: 
3.

83
 

ST
AT

: 
5.

48

 
Ov

er
al

l
n 

= 
53

3
20

–7
1 

ye
ar

s
F:

 4
9.

7%

 
Ov

er
al

l: 
14

F:
 9

M
: 1

6

 
Se

ru
m

, p
la

sm
a:

 
ED

TA
, h

ep
ar

in
 

Ov
er

al
l: 

57
.4

%
 

NP
 

NP
 

C:
 

12
5–

13
1

D:
 

13
6–

14
7

 
EU

, v
2

Ro
ch

e/
co

ba
s 

e6
01

, e
60

2,
 

E1
70

/T
nT

 G
en

 5
 

ST
AT

^ sp
ec

ifi
ed

 va
lu

e;
^^

in
cl

ud
in

g 
e4

11
 

da
ta

; c
om

m
er

ci
al

 
2.

5^ ; 
3 

fo
r 

e4
11

 
3^ ; 5

 fo
r 

e4
11

 
<1

0%
 

6^^
 

11
^^

 
Ov

er
al

l
n 

= 
13

01
21

–8
9 

ye
ar

s
F:

 5
0.

4%

 
Ov

er
al

l: 
19

F:
 1

4
M

: 2
2

 
Pl

as
m

a 
he

pa
rin

 
Ov

er
al

l: 
55

.1
%

 
NP

 
NP

 
C:

 
12

5–
13

1
D:

 
13

6–
14

7

 
US

A,
 v1

Ta
bl

e 
1 

(c
on

tin
ue

d)

Unauthenticated
Download Date | 1/30/19 10:51 AM



Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays      5

Co
m

pa
ny

/
pl

at
fo

rm
/a

ss
ay

 
Lo

B,
 

ng
/L

 
Lo

D,
 

ng
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e

 
Co

nc
 a

t 
20

%
 C

V,
 

ng
/L

 
Co

nc
 a

t 
10

%
 C

V,
 

ng
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
99

th
 

pe
rc

en
til

e 
ov

er
al

l M
/F

, 
ng

/L

 
Sp

ec
im

en
 ty

pe
 

Pe
rc

en
t 

no
rm

al
s 

m
ea

su
re

d 
≥L

oD
 O

ve
ra

ll
M

/F

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
%

 R
CV

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: 
ve

rs
io

n 
da

te

Si
em

en
s 

AT
EL

LI
CA

 
hi

gh
-s

en
si

tiv
ity

 
Tn

I (
Tn

IH
), 

US
 a

nd
 

OU
S;

 co
m

m
er

ci
al

 
0.

50
 

1.
6

 
<4

.0
%

 
2.

50
 

<6
.0

 
Ov

er
al

l
n 

= 
20

01
22

–9
1 

ye
ar

s
F:

 1
00

7
M

: 9
94

 
Ov

er
al

l: 
45

.4
F:

 3
8.

6
M

: 5
3.

5

 
Li

 h
ep

ar
in

 s
er

um
 

Ov
er

al
l: 

75
%

F:
 6

2%
M

: 8
9%

 
No

n-
pa

ra
m

et
ric

 
NP

 
C:

 4
1–

50
, 

17
1–

19
0

D:
 2

9–
34

 
CE

-m
ar

ke
d

M
ar

ch
 2

01
7

FD
A 

51
0k

Ju
ly

 2
01

8

Si
em

en
s 

AD
VI

A 
Ce

nt
au

r X
P/

XP
T 

hi
gh

-s
en

si
tiv

ity
 

Tn
I (

TN
IH

), 
US

 a
nd

 
OU

S;
 co

m
m

er
ci

al

 
0.

50
 

1.
6

 
<4

.9
%

 
2.

50
 

<6
.0

 
Ov

er
al

l
n 

= 
19

90
22

–9
1 

ye
ar

s
F:

 1
00

6
M

: 9
84

 
Ov

er
al

l: 
46

.5
F:

 3
9.

6
M

: 5
8.

0

 
Li

 h
ep

ar
in

 s
er

um
 

Ov
er

al
l: 

63
%

F:
 N

P
M

: N
P

 
No

n-
pa

ra
m

et
ric

 
NP

 
C:

 4
1–

50
, 

17
1–

19
0

D:
 2

9–
34

 
CE

-m
ar

ke
d

M
ar

ch
 2

01
7

FD
A 

51
0k

Ju
ly

 2
01

8

Si
em

en
s 

di
m

en
si

on
 V

IS
TA

 
hi

gh
-s

en
si

tiv
ity

 
Tn

I (
TN

IH
), 

OU
S;

 
co

m
m

er
ci

al

 
1.

0
 

2.
0

 
<5

.0
%

 
3.

0
 

10
.0

 
Ov

er
al

l
n 

= 
20

14
22

–9
1 

ye
ar

s
F:

 1
01

3
M

: 1
00

1

 
Ov

er
al

l: 
57

.9
F:

 5
1.

1
M

: 7
4.

9

 
Li

 h
ep

ar
in

 s
er

um
 

Ov
er

al
l: 

81
.8

%
F:

 N
P

M
: N

P

 
No

n-
pa

ra
m

et
ric

 
NP

 
D:

 4
1–

50
17

1–
19

0
C:

 2
9–

34

 
CE

-m
ar

ke
d 

20
17

Si
em

en
s 

di
m

en
si

on
 E

xL
 

hi
gh

-s
en

si
tiv

ity
 

Tn
I (

TN
IH

), 
OU

S;
 

co
m

m
er

ci
al

 
1.

1
 

2.
7

 
<5

.0
%

 
4.

0
 

12
.0

 
Ov

er
al

l
n 

= 
20

14
22

–9
1 

ye
ar

s
F:

 1
01

3
M

: 1
00

1

 
Ov

er
al

l: 
58

.2
F:

 4
7.

8
M

: 7
1.

8

 
Li

 h
ep

rin
 s

er
um

 
Ov

er
al

l: 
51

.5
%

F:
 N

P
M

: N
P

 
No

n-
pa

ra
m

et
ric

 
NP

 
D:

 4
1–

50
17

1–
19

0
C:

 2
9–

34

 
CE

-m
ar

ke
d 

20
17

Si
ng

ul
ex

 C
la

rit
y 

cT
nI

; c
om

m
er

ci
al

 
0.

02
 

0.
08

 
2.

39
%

 
0.

14
 

0.
53

 
Ov

er
al

l
n 

= 
53

6
18

–8
4 

ye
ar

s
F:

 2
62

M
: 2

74

 
Ov

er
al

l: 
8.

67
F:

 8
.7

6
M

: 9
.2

3

 
ED

TA
 p

la
sm

a
 

Ov
er

al
l: 

99
%

F:
 9

9%
M

: 1
00

%

 
No

n-
pa

ra
m

et
ric

 
NP

 
C:

 4
1–

49
, 

24
–4

0
D:

 
19

0–
19

6,
 

86
–9

0

 
Eu

ro
pe

an
 

Un
io

n.
Ve

rs
io

n 
1

Lo
B,

 li
m

it 
of

 b
la

nk
; L

oD
, l

im
it 

of
 d

et
ec

tio
n;

 N
P,

 n
ot

 p
ro

vi
de

d;
 C

, c
ap

tu
re

 a
nt

ib
od

y;
 D

, d
et

ec
tio

n 
an

tib
od

y;
 M

, m
al

e;
 F,

 fe
m

al
e;

 C
on

c,
 co

nc
en

tra
tio

n;
 W

W
, w

or
ld

w
id

e;
 O

US
, o

ut
si

de
 th

e 
Un

ite
d 

St
at

es
; R

CV
, r

ef
er

en
ce

 ch
an

ge
 va

lu
e;

 n
, n

um
be

r. 
Al

l d
at

a 
ha

ve
 b

ee
n 

lis
te

d 
as

 p
ro

vi
de

d 
by

 th
e 

m
an

uf
ac

tu
re

r. 
a Pl

ea
se

 n
ot

e 
m

an
uf

ac
tu

re
rs

 m
ay

 h
av

e 
su

bm
itt

ed
 a

ss
ay

s 
th

ey
 cl

ai
m

 to
 b

e 
‘h

ig
h 

se
ns

iti
vi

ty
’ t

ha
t d

o 
no

t m
ee

t t
he

 IF
CC

 re
qu

ire
m

en
ts

 o
f: 

a)
 ≤

10
%

 C
V 

at
 th

e 
99

th
 p

er
ce

nt
ile

 a
nd

 b
) ≥

50
%

 m
ea

su
ra

bl
e 

co
nc

en
tra

tio
ns

 ≥
LO

D 
fo

r b
ot

h 
m

al
es

 a
nd

 fe
m

al
e 

se
pa

ra
te

ly
.

Ta
bl

e 
1 

(c
on

tin
ue

d)

Unauthenticated
Download Date | 1/30/19 10:51 AM



6      Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays

Ta
bl

e 
2:

 C
on

te
m

po
ra

ry
 ca

rd
ia

c t
ro

po
ni

n 
I a

nd
 T 

as
sa

y 
an

al
yt

ic
al

 ch
ar

ac
te

ris
tic

s 
de

si
gn

at
ed

 b
y 

m
an

uf
ac

tu
re

r –
 IF

CC
 C

om
m

itt
ee

 o
n 

Cl
in

ic
al

 A
pp

lic
at

io
ns

 o
f C

ar
di

ac
 B

io
-M

ar
ke

rs
 (C

-C
B)

.

Co
m

pa
ny

/p
la

tfo
rm

/
as

sa
y

 
Lo

B,
 

μg
/L

 
Lo

D,
 

μg
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e 
Co

nc
 

at
 2

0%
 

CV
, 

μg
/L

 
Co

nc
 

at
 1

0%
 

CV
, 

μg
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
Sp

ec
im

en
 

ty
pe

 
99

th
 

pe
rc

en
til

e,
 

μg
/L

 
Pe

rc
en

t 
no

rm
al

s 
m

ea
su

re
d 

≥L
oD

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: 
ve

rs
io

n 
da

te

Ab
bo

tt/
AR

CH
IT

EC
T 

i 
sy

st
em

s/
AR

CH
IT

EC
T 

ST
AT

 Tr
op

on
in

-I

 
≤0

.0
1 

0.
00

9 
14

%
 

NP
 

0.
03

2
 

Ov
er

al
l n

 =
 4

49
18

–6
3 

ye
ar

s
F:

 2
25

18
–6

2 
ye

ar
s

M
: 2

24
18

–6
3 

ye
ar

s

 
Se

ru
m

, 
he

pa
rin

 
pl

as
m

a

 
Ov

er
al

l: 
0.

02
8

F:
 0

.0
13

M
: 0

.0
33

 
2%

 
Ro

bu
st

 
C:

 8
7–

91
, 

24
–4

0
D:

 4
1–

49

 
US

 o
nl

y:
 

G1
-0

46
7/

R1
1,

 re
vi

se
d 

Ju
ne

 2
01

5

Be
ck

m
an

/A
cc

es
s 

2/
Ac

cu
Tn

I +
 3

, U
S

 
<0

.0
1 

0.
01

 
20

%
 

0.
02

 
0.

04
 

Ov
er

al
l n

 =
 5

27
18

–9
4 

ye
ar

s
59

.8
%

 Fe
m

al
e

 
Li

th
iu

m
 

he
pa

rin
 

pl
as

m
a

 
0.

02
 

NP
 

No
n-

pa
ra

m
et

ric
 

C:
 4

1–
49

D:
 2

4–
40

 
US

 B
16

31
5

20
13

Be
ck

m
an

/D
xI

/
Ac

cu
Tn

I +
 3

, U
S

 
<0

.0
1 

0.
01

 
20

%
 

0.
03

 
0.

04
 

Ov
er

al
l n

 =
 5

27
18

–9
4 

ye
ar

s
59

.8
%

 Fe
m

al
e

 
Li

th
iu

m
 

he
pa

rin
 

pl
as

m
a

 
<0

.0
3

 
NP

 
No

n-
pa

ra
m

et
ric

 
C:

 4
1–

49
 

D:
 2

4–
40

 
US

 B
16

31
6

20
13

Be
ck

m
an

/A
cc

es
s 

2/
Ac

cu
Tn

I +
 3

, O
US

 
<0

.0
1 

0.
01

 
10

%
 

0.
02

 
0.

04
 

Ov
er

al
l n

 =
 9

98
 >

40
 ye

ar
s

56
.6

%
 Fe

m
al

e

 
Se

ru
m

 
0.

04
 

NP
 

No
n-

pa
ra

m
et

ric
 

C:
 4

1–
49

 
D:

 2
4–

40
 

OU
S 

A9
04

35
20

13

Be
ck

m
an

/D
xI

/
Ac

cu
Tn

I +
 3

, O
US

 
<0

.0
1 

0.
01

 
10

%
 

0.
02

 
0.

04
 

Ov
er

al
l n

 =
 9

98
 >

40
 ye

ar
s

56
.6

%
 Fe

m
al

e

 
Se

ru
m

 
0.

04
 

NP
 

No
n-

pa
ra

m
et

ric
 

C:
 4

1–
49

 
D:

 2
4–

40
 

OU
S 

B0
04

95
20

13

Or
th

o/
VI

TR
OS

/
Im

m
un

od
ia

gn
os

tic
 

tro
po

ni
n 

I E
S

 
0.

00
7 

0.
01

2 
10

%
 

0.
01

2
 

0.
03

4
 

>1
0,

00
0

 
Se

ru
m

, 
pl

as
m

a 
(L

i 
he

pa
rin

, 
ED

TA
)

 
0.

03
4

 
4%

 
No

n-
pa

ra
m

et
ric

 
C:

 2
4–

40
 

41
–4

9
D:

 8
7–

91

 
US

A:
 V

er
si

on
 

7;
 2

01
6-

01
-

06

Ph
ili

ps
 e

le
ct

ro
ni

cs
Th

e 
Ne

th
er

la
nd

sB
V/

M
in

ic
ar

e 
I-2

0/
M

in
ic

ar
e 

cT
nI

 
0.

00
8 

0.
01

8 
18

.6
%

 
0.

03
8

 
NP

 
Ov

er
al

l n
 =

 7
50

18
–8

6 
ye

ar
s

F:
 3

77
M

: 3
73

 
Li

-h
ep

ar
in

w
ho

le
 b

lo
od

, 
ca

pi
lla

ry
 

w
ho

le
 b

lo
od

, 
Li

-h
ep

ar
in

 
pl

as
m

a

 
0.

04
3

 
5.

1%
 fo

r 
ca

pi
lla

ry
 

No
n-

pa
ra

m
et

ric
 

C:
 4

1–
49

D:
 2

0–
10

0,
 

cT
nC

 M
Ab

 
IF

U 
cT

nI
 

EN
 Is

su
e 

#5
12

23
0

12
92

2*
20

17
-

03 Do
c.

t v
3.

0
Ra

di
om

et
er

 A
QT

90
 

FL
EX

 Tn
I

 
NP

 
0.

00
9 

12
.3

%
 

NP
 

0.
02

7
 

Ov
er

al
l n

 =
 2

31
F:

 1
06

M
: 1

28

 
ED

TA
 a

nd
 

he
pa

rin
iz

ed
 

w
ho

le
 b

lo
od

 
an

d 
pl

as
m

a

 
0.

02
3

 
NP

 
No

n-
pa

ra
m

et
ric

 
C:

 4
1–

49
, 

19
0–

19
6

D:
 

13
7–

14
9

 
99

0-
87

2
OU

S
20

16
08

X

Ra
di

om
et

er
 A

QT
90

 
FL

EX
 Tn

T
 

NP
 

0.
00

8 
15

.2
%

 
NP

 
0.

02
6

 
Ov

er
al

l n
 =

 2
60

F:
 1

32
M

: 1
28

 
ED

TA
 a

nd
 

he
pa

rin
iz

ed
 

w
ho

le
 b

lo
od

 
an

d 
pl

as
m

a

 
0.

01
7

 
NP

 
No

n-
pa

ra
m

et
ric

 
C:

 
12

5–
13

1
D:

 
13

6–
14

7

 
99

5-
63

9
OU

S
20

16
08

H

Unauthenticated
Download Date | 1/30/19 10:51 AM



Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays      7

Co
m

pa
ny

/p
la

tfo
rm

/
as

sa
y

 
Lo

B,
 

μg
/L

 
Lo

D,
 

μg
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e 
Co

nc
 

at
 2

0%
 

CV
, 

μg
/L

 
Co

nc
 

at
 1

0%
 

CV
, 

μg
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
Sp

ec
im

en
 

ty
pe

 
99

th
 

pe
rc

en
til

e,
 

μg
/L

 
Pe

rc
en

t 
no

rm
al

s 
m

ea
su

re
d 

≥L
oD

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: 
ve

rs
io

n 
da

te

Ro
ch

e 
co

ba
s e

41
1*

/
Ro

ch
e 

E1
70

/c
ob

as
 

e6
01

/6
02

/c
ob

as
 

e8
01

 cT
nI

 (1
8 

m
in

 
an

d 
ST

AT
)

*S
TA

T 
on

ly

 
0.

1
 

0.
16

 
NP

 
NP

 
0.

30
 

Ov
er

al
l n

 =
 8

39
20

–7
9 

ye
ar

s
 

Se
ru

m
, 

pl
as

m
a 

(E
DT

A/
he

pa
rin

)

 
0.

16
 

1.
0%

 
NP

 
C:

 8
7–

91
, 

19
0–

19
6

D:
 2

3–
29

, 
27

–4
3

 
EU

Ro
ch

e 
co

ba
s e

41
1*

/
Ro

ch
e 

E1
70

/c
ob

as
 

e6
01

/6
02

 cT
nI

 
(1

8 
m

in
 a

nd
 S

TA
T)

*S
TA

T 
on

ly

 
<0

.3
0 

<0
.3

0 
NP

 
NP

 
0.

30
 

Ov
er

al
l n

 =
 8

39
20

–7
9 

ye
ar

s
 

Se
ru

m
, 

pl
as

m
a 

(E
DT

A/
he

pa
rin

)

 
<0

.3
 

1.
0%

 
NP

 
C:

 8
7–

91
, 

19
0–

19
6

D:
 2

3–
29

, 
27

–4
3

 
US

Ro
ch

e 
co

ba
s 

e4
11

/
Ro

ch
e 

E1
70

/c
ob

as
 

e6
01

/6
02

 cT
nT

 
(1

8 
m

in
 S

TA
T)

 
NP

 
0.

01
0 

NP
 

NP
 

0.
03

 
Ov

er
al

l 
n 

= 
19

51
 

Se
ru

m
, 

pl
as

m
a 

(E
DT

A,
 

he
pa

rin
, 

ci
tra

te
)

 
<0

.0
10

 
NP

 
NP

 
C:

 
12

5–
13

1
D:

13
6–

14
7 

US

Si
em

en
s

At
el

lic
a

 Tn
I-U

ltr
a

 
0.

00
7 

0.
01

5 
<1

0%
 

0.
01

5
 

<0
.0

20
 

Ov
er

al
l 

n 
= 

19
74

22
–9

1 
ye

ar
s

F:
 9

93
M

: 9
81

 
Se

ru
m

, 
pl

as
m

a 
(E

DT
A,

 
Li

-h
ep

ar
in

)

 
0.

02
0

 
NP

 
NP

 
C:

 4
1–

49
, 

87
–8

9
D:

 2
7–

40

 
CE

 
10

99
54

28
_

EN
 R

ev
. 0

1,
 

20
17

-0
5

Si
em

en
s

AD
VI

A 
Ce

nt
au

r 
Sy

st
em

s
Tn

I-U
ltr

a

 
0.

00
6 

NP
 

<8
%

 
0.

01
7

 
0.

03
 

Ov
er

al
l n

 =
 6

48
17

–9
1 

ye
ar

s
 

Se
ru

m
, 

pl
as

m
a 

(E
DT

A,
 

Li
-h

ep
ar

in
)

 
0.

04
0

 
NP

 
NP

 
C:

 4
1–

49
, 

87
–8

9
D:

 2
7–

40

 
CE 10

62
99

01
_

EN
 R

ev
. L

,
20

14
-0

8
Si

em
en

s
Di

m
en

si
on

 V
is

ta
 

Sy
st

em
s

LO
CI

 cT
nI

 
0.

01
5 

NP
 

<1
0%

 
NP

 
<0

.0
4

 
Ov

er
al

l n
 =

 1
99

 
Se

ru
m

, 
Li

-h
ep

ar
in

 
pl

as
m

a

 
0.

04
5

 
NP

 
NP

 
C:

 2
7–

32
D:

 4
1–

56
 

CE 20
15

-0
3-

27
 E

 P
N 

78
14

21
.0

01
Si

em
en

s
Di

m
en

si
on

 E
XL

 
Sy

st
em

s
 LO

CI
 cT

nI

 
0.

01
0 

0.
01

7 
<1

0%
 

NP
 

0.
05

 
Ov

er
al

l n
 =

 2
41

 
Se

ru
m

, 
pl

as
m

a 
(E

DT
A,

 
Li

-h
ep

ar
in

)

 
0.

05
6

 
NP

 
NP

 
C:

 2
7–

32
D:

 4
1–

56
 

CE 20
15

-0
2-

09
 D

 P
N 

74
16

21
.0

01
To

so
h 

AI
A 

cT
nI

 3
rd

 G
en

 
0.

00
8 

0.
02

 
<2

0%
 

0.
01

 
0.

03
5

 
Ov

er
al

l n
 =

 3
43

 
As

ia
n

 
Se

ru
m

, 
pl

as
m

a 
(E

DT
A/

he
pa

rin
)

 
0.

04
 

NP
 

NP
 

NP
 

EU
 re

v.
cT

NI
-

01
11

11

Lo
B,

 li
m

it 
of

 b
la

nk
; L

oD
, l

im
it 

of
 d

et
ec

tio
n;

 N
P,

 n
ot

 p
ro

vi
de

d;
 C

, c
ap

tu
re

 a
nt

ib
od

y;
 D

, d
et

ec
tio

n 
an

tib
od

y;
 M

, m
al

e;
 F,

 fe
m

al
e;

 C
on

c,
 co

nc
en

tra
tio

n;
 W

W
, w

or
ld

w
id

e;
 O

US
, o

ut
si

de
 U

ni
te

d 
St

at
es

; 
n,

 n
um

be
r. 

Al
l d

at
a 

ha
ve

 b
ee

n 
lis

te
d 

as
 p

ro
vi

de
d 

by
 th

e 
m

an
uf

ac
tu

re
r, 

ex
ce

pt
 To

so
h 

as
sa

y 
th

at
 w

as
 a

bs
tra

ct
ed

 fr
om

 p
ac

ka
ge

 in
se

rt 
du

e 
to

 la
ck

 o
f c

or
re

sp
on

de
nc

e 
fro

m
 m

an
uf

ac
tu

re
r.

Ta
bl

e 
2 

(c
on

tin
ue

d)

Unauthenticated
Download Date | 1/30/19 10:51 AM



8      Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays

Ta
bl

e 
3:

 P
oi

nt
-o

f-c
ar

e 
ca

rd
ia

c t
ro

po
ni

n 
I a

nd
 T 

as
sa

y 
an

al
yt

ic
al

 ch
ar

ac
te

ris
tic

s 
de

si
gn

at
ed

 b
y 

m
an

uf
ac

tu
re

r –
 IF

CC
 C

om
m

itt
ee

 o
n 

Cl
in

ic
al

 A
pp

lic
at

io
ns

 o
f C

ar
di

ac
 B

io
-M

ar
ke

rs
 (C

-C
B)

.

Co
m

pa
ny

/
pl

at
fo

rm
/

as
sa

y

 
Lo

B,
 

μg
/L

 
Lo

D,
 

μg
/L

 
%

 C
V 

at
 9

9t
h 

pe
rc

en
til

e 
Co

nc
 a

t 
20

%
 C

V,
 

μg
/L

 
Co

nc
 a

t 
10

%
 C

V,
 

μg
/L

 
Re

fe
re

nc
e 

po
pu

la
tio

n 
n,

 
Ag

e,
 S

ex

 
Sp

ec
im

en
 ty

pe
 

99
th

 
pe

rc
en

til
e,

 
μg

/L

 
Pe

rc
en

t 
no

rm
al

s 
m

ea
su

re
d 

≥L
oD

 
St

at
is

tic
 

us
ed

 to
 

ca
lc

 9
9t

h 
pe

rc
en

til
e

 
Ep

ito
pe

s 
re

co
gn

iz
ed

 
by

 
an

tib
od

ie
s

 
Co

un
tr

y 
of

 
pa

ck
ag

e 
in

se
rt

: v
er

si
on

 
da

te

Ab
bo

tt 
i-S

TA
T

 
0.

02
 

NP
 

16
.5

%
 

0.
07

 
0.

1
 

Ov
er

al
l n

 =
 1

62
 

So
di

um
 

an
d 

lit
hi

um
 

he
pa

rin
iz

ed
 w

ho
le

 
bl

oo
d 

an
d 

pl
as

m
a

 
Ov

er
al

l: 
0.

08
 

NP
 

NP
 

NP
 

US
: R

ev
. D

at
e:

 
01

-Ju
l-1

3

LS
I M

ed
ie

nc
e 

(fo
rm

er
ly

 
M

its
ub

is
hi

) 
PA

TH
FA

ST
 cT

nI
; 

co
m

m
er

ci
al

 
NP

 
1

 
<6

%
 

2
 

3.
1

 
Ov

er
al

l n
 =

 4
74

18
–8

6 
ye

ar
s

F:
 2

36
M

: 2
38

 
Ov

er
al

l: 
15

.4
8

M
: 1

6.
91

F:
 1

1.
46

 
W

ho
le

 
bl

oo
d,

 
pl

as
m

a

 
Ov

er
al

l: 
76

.3
%

 
No

n-
pa

ra
m

et
ric

 
C:

 4
1–

49
,

D:
 7

1–
11

6,
 

16
3–

20
9

 
W

W
 e

xc
ep

t U
S 

an
d 

Ja
pa

n:
Ve

r.6
,2

01
7.

10

LS
I M

ed
ie

nc
e 

(fo
rm

er
 

M
its

ub
is

hi
)

PA
TH

FA
ST

 
hs

-c
Tn

I
/P

AT
HF

AS
T 

cT
nI

-II

 
1.

23
 

2.
33

 
6.

1
 

4
 

15
 

Ov
er

al
l n

 =
 7

34
Ag

e 
>1

8
F:

 3
52

M
: 3

82

 
Ov

er
al

l: 
27

.9
F:

 2
0.

3
M

: 2
9.

7

 
W

ho
le

 
bl

oo
d,

 
pl

as
m

a

 
To

ta
l: 

66
.3

%
F:

 5
2.

8%
M

: 7
8.

8%

 
No

n-
pa

ra
m

et
ric

 
C:

41
–4

9,
D:

 7
1–

11
6,

 
16

3–
20

9

 
hs

-c
Tn

I: 
W

W
 

ex
ce

pt
 U

S 
an

d 
Ja

pa
n

Ve
r.1

, M
ay

 
20

18
cT

nI
-II

: U
S,

 
ve

r.4
 M

ar
 

20
15

Ph
ili

ps
 

el
ec

tro
ni

cs
Th

e 
Ne

th
er

la
nd

s 
BV

/M
in

ic
ar

e 
I-2

0/
M

in
ic

ar
e 

cT
nI

 
0.

00
85

 
0.

01
8 

18
.6

%
 

0.
03

8
 

NP
 

Ov
er

al
l n

 =
 7

50
18

–8
6 

ye
ar

s
F:

 3
77

M
: 3

73

 
Li

-h
ep

ar
in

 w
ho

le
 

bl
oo

d,
 ca

pi
lla

ry
 

w
ho

le
 b

lo
od

 a
nd

 
pl

as
m

a

 
Ov

er
al

l: 
0.

04
3

 
Ov

er
al

l: 
5.

1%
 fo

r 
ca

pi
lla

ry

 
No

n-
pa

ra
m

et
ric

 
C:

 4
1–

49
D:

 2
0–

10
0 

an
ti 

cT
nC

 
M

Ab

 
IF

U 
cT

nI
 E

N
Is

su
e 

#5
12

23
00

12
92

2*
20

17
-

03 Do
cu

m
en

t 
ve

rs
io

n 
3.

0
Qu

id
el

/A
le

re
 

Tr
ia

ge
 C

ar
di

ac
 

Pa
ne

l

 
NP

 
0.

05
0 

NP
 

16
.3

%
 a

t 
0.

12
0

 
NP

 
Ov

er
al

l n
 =

 3
23

F:
 1

68
M

: 1
55

 
ED

TA
 w

ho
le

 b
lo

od
 

or
 p

la
sm

a
 

NP
 

NP
 

NP
 

NP
 

US
A,

 2
01

4,
 

re
v.

 D

Qu
id

el
/A

le
re

 
Tr

ia
ge

 S
OB

 
NP

 
0.

05
0 

NP
 

16
.3

%
 a

t 
0.

12
0

 
NP

 
Ov

er
al

l n
 =

 3
23

F:
 1

68
M

: 1
55

 
ED

TA
 w

ho
le

 b
lo

od
 

or
 p

la
sm

a
 

NP
 

NP
 

NP
 

NP
 

US
A,

 2
01

4,
 

re
v.

 D

Qu
id

el
/A

le
re

 
Tr

ia
ge

 C
ar

di
o

 
0.

00
2

 
0.

01
 

NP
 

0.
02

0
 

0.
04

0
 

Ov
er

al
l n

 =
 9

89
 

ED
TA

 w
ho

le
 b

lo
od

 
or

 p
la

sm
a

 
Ov

er
al

l: 
0.

02
0

 
Ov

er
al

l: 
11

.8
%

 
No

n-
pa

ra
m

et
ric

 
NP

 
US

A,
 2

01
4,

 
re

v.
 D

Ra
di

om
et

er
 

AQ
T9

0 
FL

EX
 Tn

I 
NP

 
0.

00
9 

12
.3

%
 

NP
 

0.
02

7
 

Ov
er

al
l n

 =
 2

31
F:

 1
06

M
: 1

28

 
ED

TA
 a

nd
 

he
pa

rin
iz

ed
 w

ho
le

 
bl

oo
d 

an
d 

pl
as

m
a

 
Ov

er
al

l: 
0.

02
3

 
NP

 
No

n-
pa

ra
m

et
ric

 
C:

 4
1–

49
, 

19
0–

19
6

D:
13

7–
14

9 
99

0-
87

2
In

te
rN

Pt
io

NP
l

20
16

08
X

Ra
di

om
et

er
 

AQ
T9

0 
FL

EX
 

Tn
T

 
NP

 
0.

00
8 

15
.2

%
 

NP
 

0.
02

6
 

Ov
er

al
l n

 =
 2

60
F:

 1
32

M
: 1

28

 
ED

TA
 a

nd
 

he
pa

rin
iz

ed
 w

ho
le

 
bl

oo
d 

an
d 

pl
as

m
a

 
Ov

er
al

l: 
0.

01
7

 
NP

 
No

n-
pa

ra
m

et
ric

 
C:

12
5–

13
1

D:
13

6–
14

7 
99

0-
87

2
In

te
rN

Pt
io

NP
l

20
16

08
H

Unauthenticated
Download Date | 1/30/19 10:51 AM



Collinson et al.: High sensitivity, contemporary and POC cardiac troponin assays      9

preferred and primary biomarker, there remains a lack 
of a consistent approach to the interpretation of cTn 
measurements [9]. Although the IFCC C-CB has defined 
the analytical characteristics to define ‘high sensitivity’, 
there also continues to be confusion as to what defines 
an hs-cTn assay and how to optimally use hs-cTn assays 
clinically.

The current environment is partly due to both the 
rapid pace in assay development and to the legacy of 
the varied range of diagnostic URLs for MI. The IFCC 
C-CB seeks to address the broader educational needs of 
the laboratory and clinical community and to provide 
authoritative, explanatory reference documents for 
global widespread use. The C-CB has academic, clini-
cal and industry membership and works collaboratively 
with other clinical and laboratory medicine groups, 
such as the European Federation of Laboratory Medi-
cine (EFLM) and the Academy of the American Associa-
tion of Clinical Chemists (AACC). To date, several peer 
reviewed manuscripts have been produced to explain 
the concept of hs-cTn assays [2, 3]. The top eight analyti-
cal and top three clinical key components for the imple-
mentation of hs-cTn assays have been summarized as 
educational aids on a poster and a mouse pad and are 
currently available for distribution (poster) from by the 
IFCC if desired.

Established in June 2017, definitive tables covering 
the majority of high-sensitivity (Table 1), contemporary 
(Table 2) and point-of-care (POC) (Table 3) cTn assays 
have been developed by the C-CB and are available on 
the IFCC website [10–12]. These tables provide extensive 
information about assays’ analytical characteristics and 
encompass information on diagnostic discriminants, par-
ticularly the 99th percentiles, as provided by the manu-
facturers. In addition, a table that addresses the effects of 
hemolysis and biotin on cTn assays has been published 
[13] and posted to the IFCC website [14]. All tables will be 
updated on a quarterly basis. Further, tables summarizing 
analytical characteristics of natriuretic peptides (NP) [15] 
and effects of hemolysis and biotin on NP assays [16] are 
also found on the website. An educational document for 
NPs, paralleling the cTn document, is under development 
by the C-CB.

A series of industry sponsored workshops are being 
planned at major congresses, and started with the 2018 
AACC annual meeting in Chicago. Most importantly, the 
C-CB wishes to encourage educational feedback from the 
laboratory and clinical communities on what they and 
their clinical colleagues find challenging in routine clini-
cal use of cardiac biomarkers, specifically high sensitivity 
cTn assays.Co
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