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1. What is the brand name of your 
company’s cardiovascular probe, 
reagent, or assay?

Epoc blood analysis system Alere Triage cardiac panel AccuTnI+3 AspirinWorks Lipoprotein(a) (Lp(a)) assay Familial hypercholesterolemia (FH) arrays 
I and II Automated Lipoprotein(a) (Lp(a)) assay

2.  What year was the product first 
released to market? 2006 1997 2013 2007 2013 2014 2001

3. Specify the authorizing agency, 
type, and year of the product’s 
regulatory authorizations.

FDA 510(k), 2006. CE mark, 2001; FDA 510(k), 1997. CE mark, 2013; FDA 510(k), 2013. CE mark, 2006; FDA 510(k), 2007. FDA 510(k), 2013. CE mark and FDA approval pending.
ANVISA, 2014; Canada license, 2007; CE 
mark, 2003; CFDA, 2009; FDA 510(k), 
2001; MFDS, 2014; TGA, 2012.

4. What is the intended use or primary 
function of the product? 

Provides caregivers with real-time, 
lab-quality blood gas, electrolyte, and 
metabolite results. 

Provides meaningful diagnostic 
information to differentiate acute 
myocardial infarction from other
cardiac abnormalities.

The Access AccuTnI+3 reagent is a 
paramagnetic particle, chemiluminescent 
immunoassay for the quantitative 
determination of cardiac troponin I (cTnI) 
levels in human serum and plasma, to 
aid in the diagnosis of myocardial 
infarction.

To test for aspirin effect in apparently 
healthy individuals.

Clinical chemistry assay for 
cardiovascular disease.

Rapid, simple, and accurate microarray 
tests that enable simultaneous detection 
of 40 FH-causing mutations within the 
ApoB, LDLR, and PCSK9 genes.

Immunoturbidimetric assay for the 
quantitative in vitro determination of Lp(a) 
in human serum or plasma, for use on a 
wide range of biochemistry analyzers.

5. What condition or biomarker does 
the product detect?

Analytes: Ca++, Cl-, Crea, Glu, Hct, K+, 
Lac, Na+, pCO2, pH, pO2; calculated 
values: AGapK, BE(b), BE(ecf), cHCO3-, 
cHgb, cSO2, cTCO2, eGFR, eGFR-a.

CK-MB, myoglobin, troponin I. Troponin I. 11-dehydrothromboxane B2

The biomarker detects elevated levels 
of Lp(a), which is a potential risk factor 
in the development of cardiovascular 
disease.

Familial hypercholesterolemia (FH); 40  
mutations within the ApoB, LDLR, and 
PCSK9 genes.

Lp(a), a major independent genetic risk 
factor for premature cardiovascular 
disease.

6. Where is the product used?

T At a community screening event
Q In a hospital or inpatient setting
Q In a physician’s office or outpatient   
    setting
T In a patient’s home or other  
    self-testing                                                           
T Elsewhere
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Q In a physician’s office or outpatient  
    setting
T In a patient’s home or other  
    self-testing                                                           
T Elsewhere
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    setting
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    self-testing                                                           
T Elsewhere

Q At a community screening event
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    setting
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    self-testing                                                           
T Elsewhere
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Q In a physician’s office or outpatient  
    setting
T In a patient’s home or other  
    self-testing                                                           
T Elsewhere

T At a community screening event
Q In a hospital or inpatient setting
T In a physician’s office or outpatient  
    setting
T In a patient’s home or other  
    self-testing                                                          
T Elsewhere

T At a community screening event
Q In a hospital or inpatient setting
T In a physician’s office or outpatient  
    setting
T In a patient’s home or other  
    self-testing                                                           
Q Elsewhere

7. If you answered “elsewhere,” 
explain briefly. In a clinical laboratory.

8. What format or instrument  
technology does the test employ? Electrochemistry. Fluorescent, lateral-flow immunoassay 

system. Uses the Access 2 immunoassay system. Enzyme-linked immunosorbent assay. Immunoturbidimetric assay for clinical 
chemistry analyzers.

A combination of multiplex endpoint 
polymerase chain reaction (PCR) and 
biochip microarray hybridization; chemi-
luminescent target detection is perfomed 
using Randox Biosciences’ Evidence 
Investigator molecular diagnostic 
analyzer. 

Automated biochemistry analyzer.

9. Describe any automation or  
communication options that  
pertain to the product.

n/a Connectivity. Automated chemiluminesecent 
immunoassay analyzer. Manual or instrumentation.

The assay can be performed using 
multiple brands of clinical chemistry 
analyzers.

The array process is semiautomated. 
Multiplex PCR is perfomed using 
standard thermal cycling technology, with 
amplicon discrimination and detection on 
the biochip detected using the Evidence 
Investigator platform, which is supported 
by laboratory information management 
systems.

Can be used on a wide range of auto-
mated biochemistry analzyers; instrument 
settings are available via the instrument-
specific applications available from 
Randox.

10. What is the typical training time? 30 minutes or less of in-service time. 30 minutes of in-service time. Instrument dependent. 2 hours. Instrument dependent. 1 day for full operator training. No training is required.

11. How much time is required for 
setup and preanalytical processing? 3 minutes.

Approximatley 2 minutes, includes 
removing test device from packaging and 
pipeting sample into assay device. 

Samples should be allowed to clot before 
being centrifuged. 10 minutes to spin. Lab dependent. 1 hour. Requires no preananalytical set up.

12. What is the time to first result 
under optimal conditions? Results in about 30 seconds. 15 to 20 minutes for all assays. 13.25 minutes. 2.5 hours. 10 minutes. Turnaround time of approximately 3 

hours.
Dependent upon the biochemistry 
analyzer on which it is being run. 

13. What is the nature of the results; 
what units or standardized scales 
are used for providing results?

Quantitative; units vary according to 
analyte. 

Quantitative; units dependent on assay 
(eg, BNP, pg/ml; cardiac, ng/ml; D-dimer, 
ng/ml).

Quantitative reported in ng/mL. Qualitative detection of aspirin effect; pg 
11dhTxB2/mg creatinine. Quantitative results; mg/dL.

Qualitative results, using the Evidence 
Investigator dedicated software, which 
displays each mutation and a simple 
+ve/-ve readout.

Quantitative; mg/dL.

14. Describe the capabilities, features, 
or accessories that distinguish this 
product from others on the market. 

Leverages Smartcard technology and 
wireless communication to provide 
caregivers with real-time, lab-quality 
blood gas, electrolyte, and metabolite 
results at the patient bedside; portable, 
customizable, and easily integrated into 
clinical workflow.

A fluorescence immunoassay, to be used 
with the portable Alere Triage MeterPro, 
for quantitative measurements of CK-MB, 
myoglobin, and troponin I as an aid in the 
diagnosis of myocardial infarction (injury).

Evaluated through an extensive 
prospective clinical trial that enrolled 
more than 1,900 subjects, and confirmed 
that the assay provides the clinical 
performance needed for optimal patient 
management.

Random urine sample; aspirin effect 
identified; direct measurement of stabile 
metabolite from COX-1 platelets and 
COX-2 endothelial cells; measurement of 
systemic thromboxane production; 
proficiency testing available.

Supported by liquid calibrators and 
controls.

Quick, with an approximately 3-hour 
turnaround time from blood DNA; simul-
taneously detects FH-causing mutations 
across the three common genes 
implicated in FH; batching flexibility with 
as few as one sample and as many as 
53 in a single imaging run; only 20 ng 
of genomic DNA required; streamlined 
workflow optimized for the molecular 
laboratory.

The assay employs the Denka Seiken 
method, which has been shown to 
display minimal apo(a) size-related bias, 
and offers the best concordance with the 
reference method. 
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1. What is the brand name of your 
company’s cardiovascular probe, 
reagent, or assay?

Epoc blood analysis system Alere Triage cardiac panel AccuTnI+3 AspirinWorks Lipoprotein(a) (Lp(a)) assay Familial hypercholesterolemia (FH) arrays 
I and II Automated Lipoprotein(a) (Lp(a)) assay

2.  What year was the product first 
released to market? 2006 1997 2013 2007 2013 2014 2001

3. Specify the authorizing agency, 
type, and year of the product’s 
regulatory authorizations.

FDA 510(k), 2006. CE mark, 2001; FDA 510(k), 1997. CE mark, 2013; FDA 510(k), 2013. CE mark, 2006; FDA 510(k), 2007. FDA 510(k), 2013. CE mark and FDA approval pending.
ANVISA, 2014; Canada license, 2007; CE 
mark, 2003; CFDA, 2009; FDA 510(k), 
2001; MFDS, 2014; TGA, 2012.

4. What is the intended use or primary 
function of the product? 

Provides caregivers with real-time, 
lab-quality blood gas, electrolyte, and 
metabolite results. 

Provides meaningful diagnostic 
information to differentiate acute 
myocardial infarction from other
cardiac abnormalities.

The Access AccuTnI+3 reagent is a 
paramagnetic particle, chemiluminescent 
immunoassay for the quantitative 
determination of cardiac troponin I (cTnI) 
levels in human serum and plasma, to 
aid in the diagnosis of myocardial 
infarction.

To test for aspirin effect in apparently 
healthy individuals.

Clinical chemistry assay for 
cardiovascular disease.

Rapid, simple, and accurate microarray 
tests that enable simultaneous detection 
of 40 FH-causing mutations within the 
ApoB, LDLR, and PCSK9 genes.

Immunoturbidimetric assay for the 
quantitative in vitro determination of Lp(a) 
in human serum or plasma, for use on a 
wide range of biochemistry analyzers.

5. What condition or biomarker does 
the product detect?

Analytes: Ca++, Cl-, Crea, Glu, Hct, K+, 
Lac, Na+, pCO2, pH, pO2; calculated 
values: AGapK, BE(b), BE(ecf), cHCO3-, 
cHgb, cSO2, cTCO2, eGFR, eGFR-a.

CK-MB, myoglobin, troponin I. Troponin I. 11-dehydrothromboxane B2

The biomarker detects elevated levels 
of Lp(a), which is a potential risk factor 
in the development of cardiovascular 
disease.

Familial hypercholesterolemia (FH); 40  
mutations within the ApoB, LDLR, and 
PCSK9 genes.

Lp(a), a major independent genetic risk 
factor for premature cardiovascular 
disease.

6. Where is the product used?

T At a community screening event
Q In a hospital or inpatient setting
Q In a physician’s office or outpatient   
    setting
T In a patient’s home or other  
    self-testing                                                           
T Elsewhere
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    self-testing                                                          
T Elsewhere

T At a community screening event
Q In a hospital or inpatient setting
T In a physician’s office or outpatient  
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    self-testing                                                           
Q Elsewhere

7. If you answered “elsewhere,” 
explain briefly. In a clinical laboratory.

8. What format or instrument  
technology does the test employ? Electrochemistry. Fluorescent, lateral-flow immunoassay 

system. Uses the Access 2 immunoassay system. Enzyme-linked immunosorbent assay. Immunoturbidimetric assay for clinical 
chemistry analyzers.

A combination of multiplex endpoint 
polymerase chain reaction (PCR) and 
biochip microarray hybridization; chemi-
luminescent target detection is perfomed 
using Randox Biosciences’ Evidence 
Investigator molecular diagnostic 
analyzer. 

Automated biochemistry analyzer.

9. Describe any automation or  
communication options that  
pertain to the product.

n/a Connectivity. Automated chemiluminesecent 
immunoassay analyzer. Manual or instrumentation.

The assay can be performed using 
multiple brands of clinical chemistry 
analyzers.

The array process is semiautomated. 
Multiplex PCR is perfomed using 
standard thermal cycling technology, with 
amplicon discrimination and detection on 
the biochip detected using the Evidence 
Investigator platform, which is supported 
by laboratory information management 
systems.

Can be used on a wide range of auto-
mated biochemistry analzyers; instrument 
settings are available via the instrument-
specific applications available from 
Randox.

10. What is the typical training time? 30 minutes or less of in-service time. 30 minutes of in-service time. Instrument dependent. 2 hours. Instrument dependent. 1 day for full operator training. No training is required.

11. How much time is required for 
setup and preanalytical processing? 3 minutes.

Approximatley 2 minutes, includes 
removing test device from packaging and 
pipeting sample into assay device. 

Samples should be allowed to clot before 
being centrifuged. 10 minutes to spin. Lab dependent. 1 hour. Requires no preananalytical set up.

12. What is the time to first result 
under optimal conditions? Results in about 30 seconds. 15 to 20 minutes for all assays. 13.25 minutes. 2.5 hours. 10 minutes. Turnaround time of approximately 3 

hours.
Dependent upon the biochemistry 
analyzer on which it is being run. 

13. What is the nature of the results; 
what units or standardized scales 
are used for providing results?

Quantitative; units vary according to 
analyte. 

Quantitative; units dependent on assay 
(eg, BNP, pg/ml; cardiac, ng/ml; D-dimer, 
ng/ml).

Quantitative reported in ng/mL. Qualitative detection of aspirin effect; pg 
11dhTxB2/mg creatinine. Quantitative results; mg/dL.

Qualitative results, using the Evidence 
Investigator dedicated software, which 
displays each mutation and a simple 
+ve/-ve readout.

Quantitative; mg/dL.

14. Describe the capabilities, features, 
or accessories that distinguish this 
product from others on the market. 

Leverages Smartcard technology and 
wireless communication to provide 
caregivers with real-time, lab-quality 
blood gas, electrolyte, and metabolite 
results at the patient bedside; portable, 
customizable, and easily integrated into 
clinical workflow.

A fluorescence immunoassay, to be used 
with the portable Alere Triage MeterPro, 
for quantitative measurements of CK-MB, 
myoglobin, and troponin I as an aid in the 
diagnosis of myocardial infarction (injury).

Evaluated through an extensive 
prospective clinical trial that enrolled 
more than 1,900 subjects, and confirmed 
that the assay provides the clinical 
performance needed for optimal patient 
management.

Random urine sample; aspirin effect 
identified; direct measurement of stabile 
metabolite from COX-1 platelets and 
COX-2 endothelial cells; measurement of 
systemic thromboxane production; 
proficiency testing available.

Supported by liquid calibrators and 
controls.

Quick, with an approximately 3-hour 
turnaround time from blood DNA; simul-
taneously detects FH-causing mutations 
across the three common genes 
implicated in FH; batching flexibility with 
as few as one sample and as many as 
53 in a single imaging run; only 20 ng 
of genomic DNA required; streamlined 
workflow optimized for the molecular 
laboratory.

The assay employs the Denka Seiken 
method, which has been shown to 
display minimal apo(a) size-related bias, 
and offers the best concordance with the 
reference method. 
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1. What is the brand name of your 
company’s cardiovascular probe, 
reagent, or assay?

CoaguChek XS Plus  CoaguChek XS Pro Stratus CS Acute Care diagnostic system

2.  What year was the product first 
released to market? 2007 2010 1998

3. Specify the authorizing agency, 
type, and year of the product’s  
regulatory authorizations.

FDA 510(k), 2007. FDA 510(k), 2010. CE mark, 1998; FDA 510(k), 1998.

4. What is the intended use or primary 
function of the product? Ongoing monitoring of warfarin therapy. Ongoing monitoring of warfarin therapy.

The system is for use by healthcare 
professionals in clinical laboratory and 
point-of-care settings, to measure body 
fluid analytes for in vitro diagnostic use.

5. What condition or biomarker does 
the product detect?

Anti-coagulation, prothrombin ratio/inter-
national normalized ratio (PT/INR) testing.

Anti-coagulation, prothrombin ratio/inter-
national normalized ratio (PT/INR) testing.

Guideline-acceptable ơhCG, CardioPhase 
hsCRP, CK-MB mass, D-dimer, 
myoglobin, NT-proBNP, and troponin I. 

6. Where is the product used?

T At a community screening event
Q In a hospital or inpatient setting
Q In a physician’s office or outpatient  
    setting
Q In a patient’s home or other  
    self-testing                                                           
T Elsewhere

T At a community screening event
Q In a hospital or inpatient setting
Q In a physician’s office or outpatient  
    setting
Q In a patient’s home or other  
    self-testing                                                           
T Elsewhere

T At a community screening event
Q In a hospital or inpatient setting
T In a physician’s office or outpatient  
    setting
T In a patient’s home or other  
    self-testing                                                           
T Elsewhere

7. If you answered “elsewhere,” 
explain briefly.

8. What format or instrument  
technology does the test employ? Handheld meter. Handheld meter. Immunofluorescent assay analyzer.

9. Describe any automation or  
communication options that  
pertain to the product.

Several information technology 
connectivity options, including Cobas IT 
1000, POCT1A, Rals Plus, and Telcor.

Several information technology 
connectivity options, including Cobas IT 
1000, POCT1A, Rals Plus, and Telcor.

Onboard centrifuge; no sample 
preparation.

10. What is the typical training time? 1 to 2 hours. 1 to 2 hours. 30 minutes.

11. How much time is required for 
setup and preanalytical processing? Meter warms up in less than 1 minute. Meter warms up in less than 1 minute. Less than 1 minute.

12. What is the time to first result 
under optimal conditions? About 1 minute. About 1 minute. 14 minutes.

13. What is the nature of the results; 
what units or standardized scales 
are used for providing results?

Quantitative; PT/INR results show on 
screen.

Quantitative; PT/INR results show on 
screen.

Quantitative; ơhCG, 0.5–1250 IU/L (mIU/
mL); CK-MB, 0.3–150 µg/L (ng/mL); 
D-dimer, 6–5000 µg/L (ng/mL) FEU; 
hsCRP, 0.1–50 mg/L; myoglobin, 1–900 
µg/L (ng/mL); NT-proBNP, 15–20,000 pg/
mL; troponin I, 0.03–50 µg/L (30–50,000 
ng/L).

14. Describe the capabilities, features, 
or accessories that distinguish this 
product from others on the market. 

The Coaguchek portfolio offers 97% 
correlation to the lab, heparin insensitivity 
within a specified range, and ease of use.  
Additionally, the entire portfolio uses a 
single test strip for standardization of test 
results regardless of where the test is 
performed.

The Coaguchek portfolio offers 97% 
correlation to the lab, heparin insensitivity 
within a specified range, and ease of use.  
Additionally, the entire portfolio uses a 
single test strip for standardization of test 
results regardless of where the test is 
performed.

Guideline-acceptable troponin I; D-dimer 
pulmonary exclusion, in conjunction 
with non-high pretest probability model; 
onboard centrifuge; no biohazard 
exposure; no sample preparation 
required.
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