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SECTION 7: 510(K) SUMMARY  
This summary of 510(k) safety and effectiveness information is submitted in accordance 
with the requirements of SMDA 1990 and 21 CFR §807.92. 

ASSIGNED 510(K) NUMBER 
 
The assigned 510(k) number is k182225.   

APPLICANT AND DATE 
 
Laura J. Duggan, Ph. D., RAC 
Siemens Healthcare Diagnostics Inc. 
500 GBC Drive, M/S 514 
Newark, DE  19714-6101 
Email: laura.j.duggan@siemens-healthineers.com 
Phone: 302-631-7654 
Fax: 302-631-0493 
 
January 24, 2018 

MANUFACTURER 
 
Siemens Healthcare Diagnostics Inc.  
500 GBC Drive 
Newark, DE 19714-6101 
 
Registration Number: 2517506  

REGULATORY INFORMATION 
 
Regulatory Submission for the Dimension Vista High-Sensitivity Troponin I (TNIH) 
Assay 
Device: Immunoassay method, troponin 

subunit 
Regulation 
Description: 

Creatine phosphokinase/creatine 
kinase or isoenzymes test 
system 

Proprietary Name: Dimension Vista High-Sensitivity 
Troponin I (TNIH) Assay 

Regulation 
Number: 

21CFR862.1215 

Classification: Class II 



Product Code: MMI 
Panel: Clinical Chemistry 
Predicate Device: Elecsys Troponin T Gen 5 STAT 

(K162895) 

DEVICE DESCRIPTION 

DIMENSION VISTA HIGH-SENSITIVITY TROPONIN I (TNIH) ASSAY 

The Dimension Vista® TNIH assay is a homogeneous, sandwich chemiluminescent 
immunoassay based on LOCI® technology. The LOCI reagents include two synthetic 
bead reagents and two biotinylated anti-cardiac troponin I monoclonal antibody 
fragments. The first bead reagent (Sensibeads) is coated with streptavidin and contains 
photosensitizer dye. The second bead reagent (Chemibeads) is coated with a third anti-
cardiac troponin I monoclonal antibody and contains chemiluminescent dye. Sample is 
incubated with Chemibeads and biotinylated antibodies to form bead-cardiac troponin I-
biotinylated antibody sandwiches. Sensibeads are added and bind to the biotin to form 
bead-pair immunocomplexes. Illumination of the complex at 680 nm generates singlet 
oxygen from Sensibeads which diffuses into the Chemibeads, triggering a 
chemiluminescent reaction. The resulting signal is measured at 612 nm and is a direct 
function of the cardiac troponin I concentration in the sample 

Lithium heparin plasma specimens may be used. The reagent is stored unopened at 2 – 
8 °C, is stable sealed on system for 30 days and opened on the system for 7 days. 
Calibration is performed every 30 days for a reagent lot. 

INTENDED USE/INDICATIONS FOR USE 

DIMENSION VISTA HIGH-SENSITIVITY TROPONIN I (TNIH) ASSAY 

The Dimension Vista High-Sensitivity Troponin I (TNIH) assay is for in vitro diagnostic 
use in the quantitative measurement of cardiac troponin I in human plasma using the 
Dimension Vista® system. The assay can be used to aid in the diagnosis of acute 
myocardial infarction (AMI). 

SUBSTANTIAL EQUIVALENCE COMPARISON 

Below is a substantial equivalence comparison for the Dimension Vista High-Sensitivity 
Troponin I (TNIH) Assay vs. the Elecsys Troponin T Gen 5 STAT (K162895) device. 



Feature 
Predicate Device:  
Elecsys Troponin T Gen 5 
STAT (K162895) 

New Device: 
DIMENSION VISTA HIGH-
SENSITIVITY TROPONIN I 
(TNIH) ASSAY 

Intended Use : Immunoassay for the in vitro 
quantitative determination of 
cardiac troponin T (cTnT) in 
lithium heparin plasma. 

The High-Sensitivity Troponin 
I (TNIH) assay is for in vitro 
diagnostic use in the 
quantitative measurement of 
cardiac troponin I in human  
plasma using the Dimension 
Vista® system. 

Indications for Use: 
 
 
 
 

The immunoassay is 
intended to aid in the 
diagnosis of myocardial 
infarction. 
 

The assay can be used to aid 
in the diagnosis of acute 
myocardial infarction (AMI). 

Device Technology: 
 

Electrochemiluminescence 
immunoassay 

Homogeneous immunoassay 
 

Sample Type: 
 

Lithium Heparin Plasma 
 

Lithium Heparin plasma 
 

Expected Values: 
 
 
 
 
 
 

99th percentile 
were determined to be: 
▪ 19 ng/L for both  
▪ 14 ng/L for females 
▪ 22 ng/L for males 

99th percentile determined for 
plasma 
58.9 pg/mL overall 
 
female 53.7 pg/mL plasma  
 
male 78.5 pg/mL plasma 
 

Calibration 
Frequency: 
 

after 12 weeks when using 
the same reagent lot 

30 days for any one lot 
 

Analytical Measuring 
Interval: 
 

6-10,000 ng/L 3.0 – 25,000.0 pg/mL [ng/L] 
 

Interferences: 
 

No interference in plasma at: 
 
Hemoglobin – 100 mg/dL 
Bilirubin 25 mg/dL 
Lipemia (Intralipid®) – 1500 
mg/dL 
 

No interferences in plasma at 
approximately 40 pg/mL and 
approximately 1350 pg/mL of 
cardiac troponin I from: 
 
Hemoglobin – 400 mg/dL 
Bilirubin (Unconjugated) – 40 
mg/dL 



Bilirubin (Conjugated) – 30 
md/dL 
Lipemia (Intralipid®) – 3000 
mg/dL 
 

Calibrators: 
 

Elecsys Troponin T Gen 5 
STAT calibrators (CalSet 
Troponin T Gen 5 STAT) 

High-Sensitivity Troponin I 
Calibrator (TNIH Cal), Cat. 
No. KC627 
 

 

SUMMARY OF PERFORMANCE TESTING 
 
Assay performance results for the Dimension Vista High-Sensitivity Troponin I (TNIH) 
assay was determined by processing the appropriate body fluids.  Summary statistics 
for each are provided. The following data represent typical assay performance. All data 
were collected on the Dimension Vista 1500 Analyzer. 

DETECTION LIMIT 
 
The Limit of Blank (LoB) and Limit of Detection (LoD) were evaluated in accordance 
with CLSI EP17-A2 Protocols for Determination of Limits of Detection and Limits of 
Quantitation: Approved Guideline.   
 
Assessment of LoB was the 95th percentile of all values (sorted from lowest to highest), 
using non-parametric approach.  LoB Rank Position = 0.5 +0.95*B, where B=total 
reps=60; Rank = 57.5 
 
The nonparametric approach described in EP17-A2 was followed to determine the Limit 
of Detection. LoD was tested separately for lithium heparin specimens. 
 

Dimension Vista High-Sensitivity Troponin I (TNIH) - Limit of Detection Results 
 

Limit 
 

 
Protocol 

 
Result 

 
LoB 

5 samples with no analyte (calibrator Level 1) 
were tested (N=4) for 3 days, one run per day, 3 
reagent lots 

1.0 pg/mL 

 
LoD 

At least 5 low analyte samples were tested (N=4) 
for 3 days for native lithium heparin plasma, one 
run per day, 3 reagent lots 

0.7 - 1.9 
pg/mL 

 
Results are consistent with a LoB of 1.0 pg/mL and a LoD of 2.0 pg/mL 
 



LOQ 
 
The Limit of Quantitation (LoQ) for plasma was determined as the analyte level with a 
within-lab CV of less than or equal to 20.0%. Testing was completed two times a day 
(n=2) for at least 20 days for a total of 80 replicates with at least 6 native lithium heparin 
plasma pools on one instrument.  
 
LoQ Lot Summary 

Reagent Lot Lot-1 Lot-2 Lot-3 
Lithium Heparin Plasma 20% CV (pg/mL) 1.2 2.4 2.2 

 
The LoQ for Dimension Vista TNIH was determined to be 3.0 pg/mL. 
 

10% CV LIMIT 
 
For lithium heparin plasma the analyte level with a within-lab CV of less than or equal to 
10.0% was determined using CLSI EP5-A3, Evaluation of Precision Performance of 
Quantitative Measurement Methods: Approved Guideline – Third Edition. Testing was 
completed two times a day (n=2) for at least 20 days for a total of 80 replicates with at 
least 6 native lithium heparin plasma pools on one instrument.  
 
10% CV Lot Summary 

Reagent Lot Lot-1 Lot-2 Lot-3 
Lithium Heparin Plasma 10% CV (pg/mL) 2.7 5.7 5.4 

 
The 10% CV limit for Dimension Vista TNIH of 10.0 pg/mL is consistent with the data. 
 

PRECISION STUDIES 
 
Precision testing was performed in accordance with CLSI EP05-A3 Evaluation of 
Precision Performance of Quantitative Measurement Methods: Approved Guideline – 
Third Edition.  Precision was tested n = 2 replicates, two times a day for at least 20 days 
for a total of 80 replicates with controls and plasma pools on one instrument.  Analysis 
of variance (ANOVA) was used to evaluate the data consistent with the 
recommendations of EP05-A3.  The data are summarized in the following table. All 
precision goals were met. 
 

  Repeatability Within-Lab 
Material Mean pg/mL  SDa pg/mL  %CVb SD pg/mL  %CV 
Plasma 1 48.9  1.12 2.3 3.05 6.2 

Plasma 2  157.7 1.55 1.0 2.60 1.6 

QC 8088.5 99.54 1.2 200.36  2.5 
aSD = standard deviation 



b CV = coefficient of variation 

 

LINEARITY STUDY  
 
Linearity was evaluated with 16 lithium heparin plasma samples which spanned the 
assay measuring interval. Each was prepared by mixing high and low concentration 
samples across the measurement interval as described in CLSI Evaluation of the 
Linearity of Quantitative Measurement Procedure (EP06-A).  The high samples and the 
low samples for lithium heparin plasma were native.  At least five replicates were 
measured for each sample. The mean of these replicates was used for the calculations. 
 
The assay was considered linear across the measuring interval if the p values of 
nonlinear terms in the quadratic and cubic fit equations are nonsignificant (p ≤ 0.05). If 
the p-value is > 0.05, then the allowable bias is ≤ 10% or 3 pg/mL, whichever is greater. 
 
The testing confirmed linearity from 3.0 – 25,000.0 pg/mL. 
 

INTERFERENCES 
 
CLSI EP7-A2 was followed for the interference testing.  The interference study was 
conducted using a “paired difference scenario” approach where these compounds were 
spiked into fresh sample pools containing either low or high levels of troponin in lithium 
heparin troponin I pools. All exogeneous compounds were spiked into the troponin 
control pools at two levels. Endogeneous compounds were only tested at elevated 
levels as they are natively found in specimen samples.  
 
Bias is the difference in the results between the control sample (without the interferent) 
and the test sample (contains the interferent) expressed in percent. Bias exceeding 
10% is considered interference. Dilution studies were conducted to determine the level 
at which the spiked substance no longer displayed significant interference.  Dilution 
studies were conducted at two analyte concentrations, if both sample pools show 
significant interference. 
 
No interference was detected at the following analyte concentrations. 
 
Substance Tested  Substance concentration Bias (%) 
Hemoglobin hemolysate (monomer) 400 mg/dL [0.25 mmol/L] <10 
Bilirubin (conjugated) 30 mg/dL [356 µmol/L] <10 
Bilirubin (unconjugated) 40 mg/dL [684 µmol/L] <10 
Lipemia (Intralipid®) 3000 mg/dL [33.9 mmol/L] <10 

 
 

 
Low or Therapeutic Concentration High or Toxic Concentration 

Potential Interferent Conventional Units SI Units Conventional Units SI Units 



Abciximab  0.4 mg/dL NA 4.0 mg/dL NA 
Acetaminophen 2.0 mg/dL 133 μmol/L 20.0 mg/dL 1324 μmol/L 
Acetylsalicylic acid  26.1 mg/dL 1.45 mmol/L 65.2 mg/dL 3.62 mmol/L 
Allopurinol  1.3 mg/dL 91.9 μmol/L 4.0 mg/dL 294 μmol/L 
Amiodarone  0.2 mg/dL 2.6 μmol/L 0.6 mg/dL 8.92 μmol/L 
Ampicillin  1.1 mg/dL 29.1 μmol/L 5.6 mg/dL 152 μmol/L 
Ascorbic acid  1.2 mg/dL 68.5 μmol/L 6.0 mg/dL 342 μmol/L 
Atenolol  0.1 mg/dL 4.1 μmol/L 1.0 mg/dL 37.6 μmol/L 
Biotin 10 ng/mL 0.04 μmol/L 300 ng/mL 1.2 μmol/L 
Caffeine  1.3 mg/dL 64.4 μmol/L 6.0 mg/dL 308 μmol/L 
Captopril  0.1 mg/dL 4.6 μmol/L 0.5 mg/dL 23 μmol/L 
Cefoxitin  12.63 mg/dL 281 μmol/L 69.5 mg/dL 1546 μmol/L 
Cholesterol NA** NA 300 mg/dL 7.8 mmol/L 
Cinnarizine  0.0285 mg/dL 0.8 µmol/L 2.5 mg/dL 67.8 µmol/L 
Clopidogrel  0.32 mg/dL 9.9 µmol/L 7.5 mg/dL 233 µmol/L 
Cocaine  0.05 mg/dL 1.6 µmol/L 1.0 mg/dL 33 µmol/L 
Dextran 40 15 g/L 375 µmol/L 45 g/L 1125 µmol/L 
Digitoxin  17 ng/mL 22.2 nmol/L 60 ng/mL 78.4 nmol/L 
Digoxin  1.4 ng/mL 1.8 nmol/L 6.1 ng/mL 7.8 nmol/L 
Diltiazem  0.025 mg/dL 0.55 μmol/L 0.68 mg/dL 15 μmol/L 
Disopyramide  0.45 mg/dL 10.4 μmol/L 1.3 mg/dL 29.5 μmol/L 
Dopamine  0.04 mg/dL 1.96 μmol/L 0.11 mg/dL 5.87 μmol/L 
Doxycycline  1.1 mg/dL 22.5 μmol/L 3.2 mg/dL 67.5 μmol/L 
Erythromycin  1.1 mg/dL 15 μmol/L 6.0 mg/dL 81.6 μmol/L 
Furosemide  2.0 mg/dL 60.4 μmol/L 6.0 mg/dL 181 μmol/L 
Ibuprofen  4.0 mg/dL 194.3 μmol/L 50 mg/dL 2425 μmol/L 
Isosorbide dinitrate  50.1 ng/mL 212 nmol/L 150.2 ng/mL 636 nmol/L 
Lisinopril  0.01 mg/dL 0.25 μmol/L 0.33 mg/dL 0.74 μmol/L 
Low MW Heparin 0.85 U/mL NA 2.0 U/mL NA 
Lovastatin  17.2 ng/mL 42.4 nmol/L 80 ng/mL 197.8 nmol/L 
Methotrexate  50 mg/dL 1.1 mmol/L 91 mg/dL 2 mmol/L 
Methyldopa 0.48 mg/dL 20.1 µmol/L 1.69 mg/dL 70.9 µmol/L 
Methylprednisolone  1.65 mg/dL 44 µmol/L 4.0 mg/dL 106.8 µmol/L 
Mexiletine  0.15 mg/dL 7 µmol/L 0.48 mg/dL 22.3 µmol/L 
Nicotine  0.004 mg/dL 0.2 µmol/L 0.10 mg/dL 6.2 µmol/L 
Nifedipine  0.013 mg/dL 361.3 nmol/L 0.04 mg/dL 1156.1 nmol/L 
Nitrofurantoin  0.20 mg/dL 8.4 µmol/L 0.40 mg/dL 16.8 µmol/L 
Nitroglycerine  7.5 ng/mL 33 nmol/L 16 ng/mL 704.5 nmol/L 
Phenobarbital  2.5 mg/dL 107.8 µmol/L 10.0 mg/dL 431.5 µmol/L 
Phenytoin  1.36 mg/dL 49.6 µmol/L 5.43 mg/dL 198 µmol/L 
Primidone  1.1 mg/dL 48.2 µmol/L 4.0 mg/dL 183.5 µmol/L 
Propranolol  0.06 mg/dL 1.93 µmol/L 0.23 mg/dL 7.71 µmol/L 
Protein, Albumin NA** NA 6 g/dL 60 g/L 
Protein, Gamma Globulin 2.5 g/dL NA NA NA 
Protein, Total NA** NA 12 g/dL NA 

Quinidine  0.38 mg/dL 11.7 µmol/L 1.2 mg/dL 37 µmol/L 
Rheumatoid Factor 750 IU/mL NA 1500 IU/mL NA 



Simvastatin  0.004 ug/mL 0.01 µmol/L 32 ug/mL 76.5 µmol/L 
Theophylline  1.25 mg/dL 69.4 µmol/L 4.0 mg/dL 222.2 µmol/L 

Tissue plasminogen activator 
(TPA)  0.52 µg/mL NA 2.3 µg/mL NA 
Thyroxine  0.23 mg/dL 0.3 µmol/L 0.6 mg/dL 0.8 µmol/L 
Triglyceride  500 mg/dL NA 1000 mg/dL NA 
Trimethoprim  1.25 mg/dL 43.1 µmol/L 4.0 mg/dL 138.3 µmol/L 
Verapamil  0.035 mg/dL 0.8 µmol/L 0.22 mg/dL 4.4 µmol/L 
Warfarin  0.20 mg/dL 6.6 µmol/L 1.0 mg/dL 32.5 µmol/L 
**Testing at low concentrations was not appropriate for these endogenous substances. 
 

ANALYTICAL SPECIFICITY 
 
Cross-reactivity was determined following the governing standard CLSI document 
EP07-A2: Interference Testing in Clinical Chemistry; Approved Guideline—Second 
Edition.Cross-reactivity was tested at cTnI concentration of range of 20-60 pg/mL in 
native lithium heparin pools as well as in the absence of cTnI. The cross-reactants were 
tested at a single concentration near the upper limit of its physiological concentration. 
TNIH assay results from the spiked samples were compared with those of unspiked 
control samples. Percent cross-reactivity is calculated as: 
 

% Cross-reactivity =  [measured analyte] - [control analyte] x 100 
  [cross-reactant] 

 
 
Cross-reactant Amount ng/mL [µg/L] Cross-reactivity ( %) 
Cardiac Troponin T 1000 0.003 
Skeletal Troponin I 1000 0.001 
Tropomyosin 1000 ND 

Actin 1000 ND 

Troponin C 1000 ND 

Myosin Light Chain 1000 ND 

Myoglobin 1000 ND 
CK-MB 1000 ND 

*ND= Not detectable 
  

HIGH DOSE HOOK EFFECT 
 
The high dose hook effect of the TNIH assay was assessed. Normal human lithium 
heparin plasma were spiked with calibrator antigen. A dilution series was created and 
tested. No hook effect was found at 1,000,000 pg/mL troponin on the Dimension Vista 
TNIH assay. 
 



DILUTION RECOVERY 
 
Dilution recovery was evaluated for plasma at 1:2 and 1:5 dilutions using CTNI SDIL as 
diluent. Native human plasma samples were pooled to obtain at least three unique 
patient samples with TNIH levels ≥75% of the measuring interval and at least two 
samples above the measuring interval. For samples above the assay measuring interval 
the expected or neat value was determined using a 1:2 dilution in normal human 
plasma. Testing supported use of the diluent for over-range samples. 
 

CALIBRATION STABILITY 
 
The calibration stability for the TNIH assay on the Dimension Vista was determined by 
reading the recovery of the calibrators, commercial QC, a low patient pool and a high 
pool over time. The p-value of the regression slope was determined. Passing results 
were a p-value greater than or equal to 0.05 or drift less than or equal to the LoQ or less 
than or equal to10% for values up to 20,000 pg/mL and less than or equal to 13% for 
values greater than 20,000 pg/mL. Calibration interval was measured to be 30 days. 
 

OPEN WELL STABILITY 
 
The open well stability for the TNIH assay on the Dimension Vista was determined by 
reading the recovery of the calibrators and a low patient pool.  On the first day of the 
study reagent packs were opened on the system and analyte was measured over the 
desired time interval. The p-value of the regression slope was determined. Passing 
results were a p-value greater than or equal to 0.05 or drift less than or equal to the LoQ 
or less than or equal to10% for values up to 20,000 pg/mL and less than or equal to 
13% for values greater than 20,000 pg/mL. The stability of the reagents opened 
onboard the instrument was 7 days per well set. 
 

SAMPLE STABILITY  
 
Separated samples are stable for 8 hours at room temperature and for 24 hours when 
stored at 2-8 °C. Samples can be frozen at or below -20 °C for up to 40 days in a non-
frost free freezer and at or below -70 °C for up to 1 year. A linear regression analysis of 
the observed Troponin % Bias value (Y-axis) versus time (X-axis) was completed for 
each matrix. The acceptance criteria were the lower bound of the one-sided 95% 
confidence interval of the regression line is ≤-10% and all individual data points had a 
bias of ≤ -20% when compared to time zero. 

EXPECTED VALUES 
 



Llithium heparin plasma specimens were collected from apparently healthy individuals 
from the United States who ranged in age from 22–91 years of age. Each specimen 
was frozen, thawed and assayed once. The 99th percentile values were determined 
using the non-parametric statistical method described in  
CLSI Guidance EP28-A3c. Sample type, gender, and age had no statistically significant 
effect on the 99th percentile.  
The combined gender and the more commonly used sample type of lithium heparin 
plasma were used to determine the overall observed 99th percentile of 58.9 
pg/mL [ng/L]. Two female subjects had troponin values of approximately 400 pg/mL and  
4700 pg/mL, and were considered to be outliers. These results were not included in the 
99th  percentile determination. 

The 99th percentile values determined for lithium heparin plasma (female, male, and 
combined), are shown in the following table. The 90% confidence intervals demonstrate 
that there is no statistical basis for using separate 99th percentile values based on 
gender or sample type. 

Sample Type Gender n 99th Percentile 
pg/mL [ng/L] 

90% CIb 
pg/mL [ng/L] 

Lithium Heparin 
Plasma  

Female 1017 53.7 37.7 – 115.7 

Male 1004 78.5 41.4 – 114.5 

Combined 2021 58.9 42.2 – 82.3 
 
b confidence interval 

 

CLINICAL PERFORMANCE 
 
A prospective study was performed to assess diagnostic accuracy for approximately 
2500 subjects in lithium heparin plasma sample types to evaluate clinical performance. 
Specimens were collected at 29 emergency departments across the United States, from 
subjects presenting with symptoms consistent with acute coronary syndrome (ACS). 
All subject diagnoses were adjudicated by panels of certified cardiologists and 
emergency physicians according to the Third Universal Definition Of Myocardial 
Infarction - consensus guideline endorsed by the European Society of Cardiology 
(ESC), the American College of Cardiology Foundation (ACCF), the American Heart 
Association (AHA), and the World Heart Federation (WHF). The observed AMI 
prevalence in this study was 13.0 %. 
The clinical concordance study evaluated clinical sensitivity, clinical specificity, positive 
predictive value (PPV) and negative predictive value (NPV) of the Dimension Vista 
TNIH assay in terms of its correlation to the the diagnosis of AMI. The results were 
analyzed using the serial sampling time points collected during the emergency 
department visit. A positive is defined as a sample exceeding the 99th percentile cutoff 
at the particular time point. The results are presented using serial timed intervals 



analyzed according to the time of presentation to the emergency department. The 
pooled gender results based on time of presentation to the emergency department, 
calculated using the overall 99th percentile of 58.9 pg/mL, are summarized in Table 1.  
 
Table1:  Pooled gender results based on time from presentation to the emergency department  

  Sensitivity Specificity 
Positive Predictive 

Value 
Negative Predictive 

Value 

Time since 
presentation 

(hours) 
n % 95% CI n % 95% CI n % 95% CI n % 95% CI 

0 - <1.5 138 79.0% 71.4- 85.0 969 92.5% 90.6- 94.0 182 59.9% 52.6- 66.7 925 96.9% 95.5- 97.8 

≥ 1.5 - < 2.5 238 89.9% 85.4- 93.1 1646 91.2% 89.7- 92.5 359 59.6% 54.5- 64.6 1525 98.4% 97.7- 98.9 

≥ 2.5 - < 3.5 199 90.5% 85.6- 93.8 1377 90.6% 89.0- 92.1 309 58.3% 52.7- 63.6 1267 98.5% 97.7- 99.0 

≥ 3.5 - < 4.5 146 93.2% 87.9- 96.2 1097 90.9% 89.0- 92.4 236 57.6% 51.2- 63.8 1007 99.0% 98.2- 99.5 

≥ 4.5 - < 6 69 94.2% 86.0- 97.7 467 88.9% 85.7- 91.4 117 55.6% 46.5- 64.2 419 99.0% 97.6- 99.6 

≥ 6 - < 9 191 92.7% 88.1- 95.6 913 87.4% 85.1- 89.4 292 60.6% 54.9- 66.0 812 98.3% 97.1- 99.0 

≥ 9 - 24 216 93.1% 88.9- 95.7 837 85.5% 83.0- 87.8 322 62.4% 57.0- 67.5 731 97.9% 96.6- 98.8 

≥ 24 64 93.8% 85.0- 97.5 254 85.8% 81.0- 89.6 96 62.5% 52.5- 71.5 222 98.2% 95.5- 99.3 

 
Results for females based on time of presentation to the emergency department, 
calculated using the female-specific 99th percentile of 53.7 pg/mL for plasma are 
summarized in Table 2. 
Table 2: Results for females based on time from presentation to the emergency department 

                          Sensitivity                    Specificity Positive Predictive 
Value 

Negative Predictive 
Value 

Time since 
presentation 

(hours) 
n % 95% CI n % 95% CI n % 95% CI n % 95% CI 

0 - <1.5  42 83.3% 69.4- 91.7 409 94.4% 91.7- 96.2 58 60.3% 47.5- 71.9 393 98.2% 96.4- 99.1 
≥ 1.5 - < 2.5  77 89.6% 80.8- 94.6 727 92.3% 90.1- 94.0 125 55.2% 46.5- 63.6 679 98.8% 97.7- 99.4 
≥ 2.5 - < 3.5  71 94.4% 86.4- 97.8 624 92.6% 90.3- 94.4 113 59.3% 50.1- 67.9 582 99.3% 98.2- 99.7 
≥ 3.5 - < 4.5 50 94.0% 83.8- 97.9 489 91.4% 88.6- 93.6 89 52.8% 42.5- 62.8 450 99.3% 98.1- 99.8 
≥ 4.5 - < 6 27 96.3% 81.7- 99.3 243 86.0% 81.1- 89.8 60 43.3% 31.6- 55.9 210 99.5% 97.4- 99.9 
≥ 6 - < 9 67 94.0% 85.6- 97.7 379 88.1% 84.5- 91.0 108 58.3% 48.9- 67.2 338 98.8% 97.0- 99.5 
≥ 9 - 24  72 93.1% 84.8- 97.0 345 89.0% 85.2- 91.9 105 63.8% 54.3- 72.4 312 98.4% 96.3- 99.3 
≥ 24  28 96.4% 82.3- 99.4 111 83.8% 75.8- 89.5 45 60.0% 45.5- 73.0 94 98.9% 94.2- 99.8 

 
Results for males based on time of presentation to the emergency department, 
calculated using the male-specific 99th percentile of 78.5 pg/mL for plasma are 
summarized in Table 3. 
  



 
Table 3: Results for males based on time from presentation to the emergency department 

                          Sensitivity                    Specificity Positive Predictive 
Value 

Negative Predictive 
Value 

Time since 
presentation 

(hours) 
n % 95% CI n % 95% CI n % 95% CI n % 95% CI 

0 - <1.5  96 74.0% 64.4- 81.7 560 92.5% 90.0- 94.4 113 62.8% 53.6- 71.2 543 95.4% 93.3- 96.9 
≥ 1.5 - < 2.5  161 84.5% 78.1- 89.3 919 91.8% 89.9- 93.4 211 64.5% 57.8- 70.6 869 97.1% 95.8- 98.0 
≥ 2.5 - < 3.5  128 85.2% 78.0- 90.3 753 90.4% 88.1- 92.3 181 60.2% 52.9- 67.1 700 97.3% 95.8- 98.3 
≥ 3.5 - < 4.5 96 86.5% 78.2- 91.9 608 92.4% 90.1- 94.3 129 64.3% 55.8- 72.1 575 97.7% 96.2- 98.7 
≥ 4.5 - < 6 42 88.1% 75.0- 94.8 224 92.0% 87.7- 94.9 55 67.3% 54.1- 78.2 211 97.6% 94.6- 99.0 
≥ 6 - < 9 124 87.9% 81.0- 92.5 534 90.6% 87.9- 92.8 159 68.6% 61.0- 75.3 499 97.0% 95.1- 98.2 
≥ 9 - 24  144 90.3% 84.3- 94.1 492 87.2% 84.0- 89.9 193 67.4% 60.5- 73.6 443 96.8% 94.8- 98.1 
≥ 24  36 88.9% 74.7- 95.6 143 91.6% 85.9- 95.1 44 72.7% 58.2- 83.7 135 97.0% 92.6- 98.8 

 

 
 

CONCLUSION 
 
The Dimension Vista High-Sensitivity Troponin I (TNIH) Assay is substantially 
equivalent to the Elecsys Troponin T Gen 5 STAT (K162895) in principle and 
performance based on the similarity of device designs and function demonstrated 
through performance attributes presented. 
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