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The i-STAT hs-TnI cartridge with the i-STAT 1 System is intended for use in the in vitro 

quantification of cardiac troponin I (cTnI) in whole blood or plasma samples in point of 

care or clinical laboratory settings. The i-STAT hs-TnI cartridge with the i-STAT 1 System 

is intended to be used as an aid in the diagnosis of myocardial infarction (MI).

INTENDED USE 

i-STAT hs-TnI Cartridge
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• A multicenter, prospective study was conducted 
at 28 clinical sites to evaluate the clinical 
performance of the i-STAT hs-TnI cartridge 
with the i-STAT 1 System.*

• Venous whole blood and plasma specimens 
were collected with lithium heparin 
anticoagulant from subjects presenting to the 
emergency department (ED) with signs and 
symptoms suggestive of acute coronary 
syndrome (ACS). 

Largest POC high-sensitivity Troponin Assay Study to 
date*

i-STAT hs-TnI Cartridgei-STAT 1 Wireless Analyzer

*Note: i-STAT clinical study included 3,585 patients, Siemens included 1,089 and Quidel included 422
Sources:
• i-STAT hs-TnI Instructions for Use (US)
• Siemens Healthineers Atellica VTLi hs-cTnI Instructions for Use (OUS)
• Quidel TriageTrue High Sensitivity Troponin I Instructions for Use (OUS)
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Clinical Performance Data
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i -STAT hs-TnI CARTRIDGE WITH THE i -STAT 1 SYSTEM
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CL INICAL  PERFORMANCE |  WHOLE BLOOD

Sex-Specific Cut-off Analysis (Female: 13 ng/L | Male: 28 ng/L)

*All timepoints are relative to ED presentation.

SEX TIME POINT 
(HOURS)* N MI NON-MI SENSITIVITY (%) SPECIFICITY(%) PPV(%) NPV(%)

FEMALE

0 to 1 1870 129 1741 91.47 83.23 28.78 99.25

>1 to 3 1799 119 1680 96.64 82.14 27.71 99.71

>3 to 6 724 70 654 97.14 77.83 31.92 99.61

>6 60 16 44 100.00 54.55 44.44 100.00

MALE

0 to 1 1090 130 960 79.23 84.17 40.39 96.77

>1 to 3 1025 118 907 90.68 83.90 42.29 98.58

>3 to 6 439 69 370 94.20 82.97 50.78 98.71

>6 47 12 35 91.67 57.14 42.31 95.24
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CL INICAL  PERFORMANCE |  WHOLE BLOOD

Overall Cut-off Analysis: (OVERALL: 21 ng/L)

SEX TIME POINT 
(HOURS)* N MI NON-MI SENSITIVITY (%) SPECIFICITY(%) PPV(%) NPV(%)

FEMALE

0 to 1 1870 129 1741 86.05 89.37 37.50 98.86

>1 to 3 1799 119 1680 92.44 89.70 38.87 99.41

>3 to 6 724 70 654 95.71 85.78 41.88 99.47

>6 60 16 44 93.75 65.91 50.00 96.67

MALE

0 to 1 1090 130 960 83.08 78.33 34.18 97.16

>1 to 3 1025 118 907 92.37 77.95 35.28 98.74

>3 to 6 439 69 370 95.65 74.32 40.99 98.92

>6 47 12 35 91.67 54.29 40.74 95.00

*All timepoints are relative to ED presentation.
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Dr. Cullen is a researcher and practicing emergency medicine physician in 
Australia. Not all products discussed in this presentation are available for use in 
the United States. 

The views expressed in this presentation belong to the speaker alone and do not 
necessarily reflect the views of Abbott or other organizations named in the 
speaker.

The i-STAT hs-TnI cartridge has not been evaluated or cleared by the FDA for 
use in any accelerated diagnostic protocol. The i-STAT hs-TnI cartridge is not 
cleared for use on i-STAT Alinity in the United States, but Dr. Cullen’s study was 
done in Australia, where the i-STAT hs-TnI cartridge is cleared for use on the   
i-STAT Alinity. The i-STAT hs-TnI cartridge is only cleared for use on i-STAT 1 
in the United States.

For U.S. audience only
For complete product information                                              
visit globalpointofcare.abbott
APOC-25002638.1
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Healthineers, Quidel/Ortho Diagnostics, 
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Institutional grant support: Abbott 
Diagnostics, Siemens Healthineers, 
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Roche.
IP/Patent: None
Stocks/Bonds: None

The views expressed here are solely my own 
and do not reflect the opinions or positions of 
any affiliated employer, organization or entity.



Learning 
Objectives

• Describe the clinical value of using point-
of-care high-sensitivity troponin-I (hs-TnI) 
assays in the early assessment of 
patients with suspected acute myocardial 
infarction in rural institutions

• Identify key challenges in transitioning 
from contemporary troponin to high-
sensitivity troponin assays

• Discuss how the implementation of hs-
TnI testing at presentation can improve 
ED workflows and support timely clinical 
decision-making

• Discuss approaches to integrating hs-TnI
point-of-care testing into existing chest 
pain pathways and protocols 



The views expressed in this 
presentation belong to the 
speaker alone and do not 

necessarily reflect the views of 
Abbott or other organizations 

named in the speaker.











Patient 
Morbidity and 

Mortality









Rapid risk stratification 
strategies



Matthew T H Lowry et al. Heart
2021;107:1912-1919

High STEACS



2023 E S C Guidelines for the 
management of acute coronary 

syndromes, EHJ (2023) 00, 1-107; 
https://doi.org/10.1093/eurheartj/e

had191

0/1and 
0/2h

strategies

The i-STAT hs-TnI cartridge 
has not been evaluated or 
cleared by the FDA for use 
in any accelerated 
diagnostic protocol. 



2023 E S C Guidelines for the management of acute coronary syndromes, EHJ (2023) 00, 1-107; https://doi.org/10.1093/eurheartj/ehad191

















TITLE SLIDE WITH TROP ASSAYS GENERAL







HS POC platforms





CENTRIFUGE







2023 E S C Guidelines for the management of acute coronary syndromes, 
EHJ (2023) 00, 1-107; https://doi.org/10.1093/eurheartj/ehad191



Platform
LoD

(ng/L)

10%CV

(ng/L)
URL Male

URL

female

Detectable % healthy

reference population

Time to

results

Clinical 
performance 

studies

i-STAT Alinity 
(Abbott) 1.6 (whole blood) 6.9 28 13 >50% ~15min yes

TriageTrue 
(Quidel/Ortho)

1.6 (plasma)

1.9 (whole blood)

8.4 (plasma),

6.2 (whole blood)
25.7 14.4 >=50% <20min yes

Atellica VTLi 
(Siemens)

1.2 (plasma)

1.6 (whole blood)

6.7 (plasma)

8.9 (whole blood)
27 18 >=80% ~8min yes

Pathfast
(LSI Medience) 2.3 15 30 21 >52% <17min yes

SpinChip 

(SpinChip Diagnostics)
1. (plasma)

2. (whole blood)
3.7 36.9 27.3 >62% ~10min yes

Pylon

(ET Healthcare)
1.2-1.4

10 (whole blood)

5 (plasma)
27 21 >89% <20min no

HS
PO
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T

O
F

CARE
ASSAYS
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*

*Greenslade JH, et al relates to off-label use of the i-STAT hs-tnI cartridge. For on-label use please see the i-STAT hs-TnI cartridge IFU 
available at https://www.globalpointofcare.abbott/content/dam/ardx/globalpointofcare/apoc/support/i-stat-1/cti-ifu/english-uk/ifu/798049-
01A.pdf



Primary Objective:

• Directly compare the diagnostic accuracy of POC-hs-cTnI-TriageTrue versus two

central laboratory assays (Roche Elecsys hs-cTnT and Abbott Architect hs-cTnI)

Secondary Objective:

• The derivation and validation of a POC-hs-cTnI-TriageTrue specific 0/1-h algorithm



The diagnostic accuracy
of TriageTrue was high.

Comparable to that 
provided by the Roche 

Elecsys hs-cTnT and 
Abbott Architect hs-cTnI 

assays

Boeddinghaus J, et al. J Am Coll Cardiol. 2020 Mar 17;75(10):1111-24



0-hour (presentation) samples



0-hour (presentation) samples



0/1 hour 
algorithm

Results were 
comparable to 
Roche Elecsys hs-
cTnT and Abbott 
Architect hs-cTnI

Boeddinghaus J, et al. J Am Coll Cardiol. 2020 Mar 17;75(10):1111-24. Validation cohort



Safety of early 
discharge from ED









Primary Objective:
• Derive and validate a 2-h POC hs-cTnI 

strategy for assessment of patients 

with suspected AMI.

SAMIE and SEIGE cohorts

POC-hs-cTnI Siemens Atellica VTLi









For consideration

Sample type 

Intended users

Real world experience





Icare-FASTER trial





Mean reduction 
in LoS of
32 mins.

21.4 fewer 
patient-hours

each day
(1196 hours over

8 weeks)









































Practical aspects















High-Sensitivity
Cardiac Troponin

Assays:
From Implementation
to Resource Utilization
and Cost Effectiveness

Lee et al. JALM 2024







Questions?

Thank you for listening.


	Clinical evaluation with i-STAT hs-TnI to aid in the diagnosis of Myocardial Infarction (MI)
	i-STAT hs-TnI Cartridge
	Largest POC high-sensitivity Troponin Assay Study to date*
	Clinical Performance Data
	Sex-Specific Cut-off Analysis (Female: 13 ng/L | Male: 28 ng/L)�
	Overall Cut-off Analysis: (OVERALL: 21 ng/L)�
	Slide Number 7
	Slide Number 8
	Representative roles: National Heart Foundation, International Federation of Clinical Chemistry, ACVC Cardiac Biomarker Committee.
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Patient Morbidity and Mortality
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Rapid risk stratification strategies
	High STEACS
	0/1 and 0/2h
strategies
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	TITLE SLIDE WITH TROP ASSAYS GENERAL
	Slide Number 32
	Slide Number 33
	HS POC platforms
	Slide Number 35
	CENTRIFUGE
	Slide Number 37
	Slide Number 38
	Slide Number 39
	Slide Number 40
	Slide Number 41
	Slide Number 42
	Slide Number 43
	The diagnostic accuracy
of TriageTrue was high.
	0-hour (presentation) samples
	0-hour (presentation) samples
	0/1 hour algorithm
	Safety of early discharge from ED
	Slide Number 49
	Slide Number 50
	Slide Number 51
	Primary Objective:
	Slide Number 53
	Slide Number 54
	Slide Number 55
	Slide Number 56
	Slide Number 57
	Icare-FASTER trial
	Slide Number 59
	Slide Number 60
	Slide Number 61
	Slide Number 62
	Slide Number 63
	Slide Number 64
	Slide Number 65
	Slide Number 66
	Slide Number 67
	Slide Number 68
	Slide Number 69
	Slide Number 70
	Slide Number 71
	Slide Number 72
	Slide Number 73
	Slide Number 74
	Slide Number 75
	Slide Number 76
	Slide Number 77
	Slide Number 78
	Slide Number 79
	Practical aspects
	Slide Number 81
	Slide Number 82
	Slide Number 83
	Slide Number 84
	Slide Number 85
	Slide Number 86
	Slide Number 87
	Slide Number 88
	Slide Number 89
	Questions?

