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KpVITepMI/I TeCTnpoBaHnA TPONMOHUHA
The Joint ESC-ACCF-AHA-WHF Task Force for Troponin testing in Circulation 2007

lNoBbliWweHHbIe YPOBHU CTh onpeaensroTca Kak pe3ynbraT U3MepeHus,
npeBbIWarLUU YpoBeHb 99-0U nepLeHTUN HopManbHoON pecdepeHTHOU nonynauumn
(BPIN — BepxHum pecpepeHTHbIN npeaen)

v’ An increased value for cardiac troponin is defined as a measurement exceeding the 99th percentile of a
normal reference population (URL = upper reference limit)
Ana kaxporo usmepeHunsa ontumanbHasa TodyHocTb (KB) npu 99-omn nepueHTtunu BPI1
onpeaensetca kKak KB < 10%.

v’ Optimal precision (CV) at the 99th percentil URL for each assay should be defined as CV < 10%.
Bbonee Bbicokasa To4yHoCTb (KB < 10%) no3BonsieT 6onee 4yBCTBUTENbHOE U3MepeHUue

v’ Better precision (CV < 10%) allows for more sensitive assays.
Ucnonb3oBaHue TeCTOB, AJ1A KOTOPbIX He npoBeAeHa He3aBUCUMMas Banngauus
onTumaribHon ToyHocTu (KB < 10%), He pekomeHayeTCA

v/ The use of assays that do not have independent validation of optimal precision (CV < 10%) is not
recommended.
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Ponb cTnl B OKC

Role of Trop | in Acute Coronary Syndrom (ACS)

MmaBHbIe CUMNTOMBI

Cepnevnan
bonb

Pabouun auarHos

KT

TPDONOHUH +

Buoxumusn

Unstable Angin

OKoOHYaTenNnbHbLIN
awarHos

UM ST MM B ST Hecrab. crenokapaus.

RTH, 09..2011



S MITSUBISHI CHEMICAL EUROPE Good Chemistry for Tomorrow
OvHamuka cTnl npn OKC

Timing of Trop | in Acute Coronary Syndrom (ACS)

OcTpas cepaeyvHas 6onb -> OUM

Acute Chest Pain — AMI

= —— . Figure 2
< Froiisns: 2 |'|p06.|'|eMb| : Rule in of acute myocardial infarction (AMI) can be at presentation
Rule-in YcTaHOBUTL (Oh) in patients with unequivocal ST-elevations, at 1h in patients
"R I.IIE"D“t MCK.I'I IOUYUTb with elevations in cardiac troponin (cTn) in the measurement

performed at presentation (tumaround time is around 1h in most
heospitals) and at 7h if the first cTn is normal and the elevation in
cTn becomes apparent only at the second measurement performed
after 6 hours. Rule out requires a normal 2nd cTn level and

{ therefore takes 7 hours. The clinical consequences of the delayed
; rule in and rule out are profound.

T
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— Delay in adequate therapy 3apepKKka ageKkBaTHOM Tepanum
« Morbidity T ( ime is muscle®) Mop6uaHocTs

—+Cost T CTOMMOCTb

— Patient: Anxiety... BecnokoncTBo nauumeHTa

Review article: Current opinion Swiss Med Wkly. 2011;141:w13202 - www.smw.ch
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BbICOKO‘-IyBCTBI/ITe.HbeIe TPOMOHUHLI onpeaenAaAroT HOpMaHbeIVI YPOBEHb TPOMOHUHA

High sensitive Troponin update: hs Tropl assays detect normal levels of troponin
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YyBCTBUTENBLHOCTL U cneuudUYHOCTL onpeaesnieHns cTn
B LLeHTpanbHOM nabopartopuun

Sensitivity and specificity of central lab Trop assays
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BbICOKOYYBCTBUTENbHOE U3MepeHue no3BonsieT bonee 6bIcTpyro anarHocTuky OKC

High sensitive assays allow faster diagnosis of ACS

RTH, 09..2011 Swiss Med Wkly. 2011;141:w13202 - www.smw.ch
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Good Chemistry for Tomorrow

Troponin update : New IFCC listing from 2011

Analytical characteristics of commercial and research cardiac troponin I and T assays declared by the manufacturer.

Commercially available assays - LoB* LoD+ 992 04 %CYV 0% CV | Risk Epitopes recognised by Detection Antibody
Company! platformiz) azzay (ng/L) {(mg/L) {ug/L) at 90 04 (pe/L) Stratification | Antihodies Iag

Abbott AxSYM ADV 0.02 0.04 I 0.16 Yes C 87-91,41-49; D 24-40 ALP

Abbott ARCHITECT =0.01 0.028 14.0 0.032 Yes C 87-81, 24-40; D 41-45 Acndinium
Abbott1-STAT 0.02 0.08 16.5 0.10 Yes C:41-49, 88-91; D: 28-39,62-78 | ALP

Alere Triage SOB 0.05 NAD NA NA No C:NA.D: 27-40 Fluorophor

Alere Tniage Cardio 3 (1) 001 HNAD 170 NA No NA Fluorophor
Beckman Coulter Access Accu 0.01 0.04 14.0 0.06 Yes C:-41-45: D: 24-40 ALP

bioMerteux Vidas Ultra 001 0.0]%* 277 011 No C:41-49,22-29; D: 87-91, TB® ALP

Mitsubishi Chemical PATHFAST 0.008 0.029 5.0 0014 Neo C:41-49.D: 71-116, 163-209 ALP

Ortho Vitros EC1 ES L1 vy iy U0 [EReEES Yes C:24-40, 41-49; D: 87-91 HRP

Radiometer AQTS(0 FLEX Tunl 0.0095 0.023 17.7 0.039 NA C:41-48,190-156; D»; 137-148 Europium
Radiometer AQT9) FLEX TnT 0.010 0.017 152 0025 NA C:125-131;D- 136-147 Europium
Rezponze Biomedical RAMP 0.03 NAD 18.5 0.21 No C: 85-92: D: 26-38 Fluorophor

Roche Cardiac Reader ¢TnT <005 NAD NA NA No C: 125-131, D:136-147 (Gold particles
Roche E 2010 /eobas e 4117 0.01 NAD NA 0.03 Yes C: 125-131; D:136-147 Ruthernum

E 170 / cobas e 601 / 602 ToT (4™ gen)

Roche E 2010Vcobaz e 411/ 0.005 0.014 10.0 0013 NA C:125-131; D: 136-147 Rutherium

E 170 / cobas e 601 / 602 hs-TnT

Roche E 201 0Veobas e 411 / 0.16 0.16%# NA 03 No C: 8791, 190-196; D: 23-29, 27- | Ruthemum

Roche E 170/cobas e 601 / 602 cTol 43

Stemens Centaur Ultra 0.006 0.04 8.8 0.03 Yes C:41-49. 87-01: D: 27-40) Acridinium
Stemens Dimension RxL 0.04 0.07 200 014 Yes C:27-32; D: 41-56 ALP

Stemens Dimension EXL 0017 0.056 10.0 0.05 Yes C:27-32; D: 41-36 Chemiluminescence
Stemens Immulite 2500 STAT 0.1 0.2 NA 042 No C:87-91; D: 27-40 ALP

Stemens Immulite 1000 Twrbe 0.15 MA NA 0.64 No C:87-91; D: 27-40 ALP

Stemen: Stratus C5 0.03 0.07 10,0 0.06 Yes C:27-32; D: 41-36 ALP

Stemen: VISTA 0.015 0.0435 10.0 0.04 Yes C:27-32: D: 41-36 Chemiluminezcence
Tozoh ST ATA-PACK 0.06 0.06** 835 NA No C:41-49; D: 87-91 ALP

version: December 2010.

RTH, 09..2011

hs TecTbl — oTBe4YaroT TpGGOBaHVIﬂM peKomeH.qau,Mﬁ Guidelines acceptable high sensitive Troponin assays
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hs-cTh TecTbl: X npousBoANTENN

High sensitive Troponin update : Manufacturers in the market

IFCC listing by manufacturers since 12. 2010 : gaHHble HayuHas ¢ 2010 r

11 npounsBoauTenen Ha 34 aHanuUTU4YecKux nnartdcgpopmax

11 manufacturers on 34 analyser platforms

24 Troponin assays in total Bcero 24 TponoHMHOBLIX TecTa
7 hs-cTn TecTOoB, COOTBETCTBYHOLIUX TPeOOBaHMAMM peKOMeHaaunmn
7 high sensitive Troponin assays according guidelines

3 hs-cTn TecTa, npegHa3Ha4YeHHbIX AN UccriefoBaHUN

3 high sensitive Troponin assays are listed as research assays

Pow kak nngep pbiHka B 2010 r 3aanyctun 5-oe nokosreHne TPONOHUHOBLIX TECTOB
Ha 5 nnatdopmax

Roche Diagnostics as market leader launched their 5th generation Troponin assay on 5 platforms in 2010

... CKOpPO 1 gpyrue nonayTt no aTomy nyTtu

...... others will follow this trend soon

RTH, 09..2011
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hs-cTn: Hay4yHas To4yKka 3peHus

High sensitive Troponin update : Scientific opinions

KoMmmeHTapum y4yeHbix, paboTarowmx no npodrnemam To4HOCTH cTh TecTOB:

Comments from scientists working on Troponin assay performances like Fred Apple, Rob Christianson, Alan Wu and
others :

-«00ObIYHbIe» cTh TecTbl AOMKHbI ObITb 3aMeHeHbl Ha BbICOKO4YYyBCTBUTEJIbHbIE

-regular Troponin assay will be replaced by high sensitive assays

- Bce 6onblue n 6onblue hs-cTh TecToB ByaeT NPUMEHATLCA B byayuiem

- in the future more and more high sensitive assays will be used

-- YNy4lweHHas YyBCTBUTESIbHOCTb cTh TeCTOB No3BonseT ooHapyXxuBatb nauyneHtoB ¢ UM
paHbLle n ObICcTpee

- improved sensitivity of hs Trop assays allows to detect more Ml patients earlier and faster

-hs-cTn TecTbl NO3BONAKOT PpaHHIOK ANArHOCTUKY, NPOrHo3MpoBaHue U cTpaTudmnkaumro
KapauanbHbIX puckoB npu CC3

-high sensitive Trop assays allow an early diagnosis, prognosis and cardiac risk stratification for cardio vascular diseases

-- ansa hs-cTn TectoB Heobxoaumbl nnatdgopmsbl Point-of-Care

- POCT platforms needs high sensitive Trop assays

RTH, 09..2011
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hs-cTh TecTbl: noOYeMy OHM fnyyLle
High sensitive Troponin update: Why they are better ?
Advantages : npeumyuiectBa
- NOBbIWWEeHHasA YyBCTBUTEJIbHOCTbL - higher sensitivity

- bornee BbICOKOE oTpuuUaTenbHOe nNpeaukTuBHoe 3HavyeHue ansa ucknwdveHmna UM

-- higher negative predictive value for exclusion of myocard infarction

CooTBeTCTBYeT TpebOBaHMAM MeXAYHapPOAHbLIX peKoMeHAaummn ana akkpeamtaumm B
rocnuTandax n gnsa TeHaepoB - fullfill international guidelines for hospital accreditation & tenders

lNo3BonsieT 6onee obICTpyro auraHocTuky UM (4yepes 3 4 nocne NnoCcTynsieHUs, CKopee,

yem 4yepe3 6 unm 12 y - allow faster diagnostic decision about Ml (in 3 hours after admisson of patient
rather than 6 or 12 hours )

- MporHo3npoBaHue n cTpaTtuuKkauma pucka npm ctadbunbHbIX 3adboneBaHUAX
KOPOHApPHbIX apTepUNn - prognosis and risk stratification in stable coronary disease
HepoctaTtku Disadvantages
- Hu3kaa cneyudpn4HOCTb Lower specificity
BornbLluoe KoNMM4YecTBO JIOXKHOMOJNIOXUTESIbHbIX pe3yrnibratoB

rth.0s.2gn  Higher wrong positives rate



2 MITSUBISHI CHEMICAL EUROPE

RTH, 09..2011

Acute Disease
Cardiac and Vascular
Acute Aortic dissection
Ceretwovascular acodent
Ischemic Stroke
Intracerebral Hemorrhage
Subarachnosd Hemorrhage
Medical ICU Patients
Gastromtestinal bleedng

Respiratory

Other Acute Causes of Troponin Elevation
Kawasaki disease

Apical ballooning syndrome
TP

Rhabdomyolysis

Birth Complications in Infonts

Extreme Low Birth Weight

Preterm Delivery

Acute Complications of
Inherited Disorders

Elevated Troponin in Patients without ACS or Heart Failure

Chronic Disease
ESRD

Cardiac infiltrative disorders
Amyloidosis

Sarcoidosis
Hemochromatosis
Scleroderma
Hypertension

Diabetes
Hypothyroidism
latrogenic

Invasive Procedures
Heart Transplantation
Congenital defect repair
Radio Frequency Catheter Ablation
Lung Resection

ERCP

Non-Invasive Procedures
Cardioversion
Lithotripsy
Pharmacologic sources
Chemotherapy

Other Medications
Myocardial Injury
Blunt Chest Injury
Endurance athletes
Envenomation

Snake

Jellyfish

Good Chemistry for Tomorrow

MoBbiweHuKe TPONMOHUHa NpUn oTCyTCTBUN OKC nnn cep.qequﬁ Hea4OCTAaTO4YHOCTHU
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hs-cTnl PATHFAST: HoBble aHanUTU4Yeckne xapakTepucTuku

PATHFAST high sensitive Troponin update : New performance data

Imprecision Profile of PATHFAST cTnl

Serum samples from MRT examined healthy volunteers, N=119
CV values are based on 3-fold determination of each serum sample
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hs-cTnl PATHFAST: HoBble aHanMTU4YecCKne XxapakTepucTuku
PATHFAST high sensitive Troponin update : New performance data

Imprecision Profile of PATHFAST cTnl according to NCCLS
at0.001925, 0.003130, 0.008288, 0.015315 and 0.019656 ng/m
(mean values of 21 serial determinations)

KB (%) 25

CV (%) -
20

15

10

N Tekywasn 99%nepueHTUnNb

Current 99% percentile

0 : : :
0,000 \ 0,005 0,010 0,015 0.020 0,025
Excellent 10 % CV value
at 0.002 ng/ml
OtnnyHoe 3Ha4vyeHune 10% KB
RTH, 09..2011 npu 0,002 Hr/mn

cTnl (ng/ml)
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hs-cTnl PATHFAST: HOoBble aHanUTU4YecKne xapakTepucTuku
PATHFAST high sensitive Troponin update : Clinical data

NMpumeHeHune Tnl tecta PATHFAST ansa BoisBneHna UM y naumeHToOB,
noctynuewunx B OHT ¢ cumntomamun OKC,

Use of the PATHFAST Troponin | assay for detection of myocardial infarction in patients presenting with
symptoms suggestive of acute coronary syndromes at the emergency room

Spanuth E , lvandic B, Giannitsis E ,Heidelberg, Germany, 2010

Llenb uccnedoeaHus: onpenennuTb ANarHOCTUYECKYH TOYHOCTb KONTMYEeCTBEHHOro
Point-of-Care Tnl tecta PATHFAST gnsa paHHero BbiaBneHua UM b ST
y naumeHToB, noctynuBwux B OHT ¢ ocTtpon cepaevyHom 60nbio

Aim of the study
To evaluate the diagnostic performance of the quantitative point - of -
care (POC) assay PATHFASTE cTnl (Mitsubishi, Japan) for early
detection of non-5T segement myocardial infarction (NSTEMI) In
patients presenting with acute chest pain at the emergency room.

Poster shown at DGCK congress in Sep. 2010
RTH, 09..2011
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hs-cTnl PATHFAST: ctatucrtuka
PATHFAST high sensitive Troponin update : Basic statistics

CneundunyHOCTb, YyBCTBUTENIbHOCTb, NOrPaHUYHbIA YPOBEHb

ROC curve, AUC, Specificity , Sensitivity and cut off values FN = false negative

MorpaHnyHbIN ypoBeHb Cut off

FP = false positive
MonoxurtenbHbIe

nauueHTbI
ositive patients

JIOXXKHO MONOXMT.

3p0poBbie

Healthy peop TP = true positive

Monoxwur.

TN = true negative

_ /,_/ OTtpuuar.

— No hop C-tcrm A0 |
— TAP « ProscaSMM 4
ProteaSMAL 4

Troe positive rake

AUC = Area under the curve

RTH, 09..2011
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hs-cTnl PATHFAST: knnHn4yeckoe 3Ha4yeHue
PATHFAST high sensitive Troponin update : Clinical data

192 naumeHTa, TeCTUPOBaHME NMPU NOCTYNIEeHUU, Yepe3 3 u 6 4

Result from clinical study at chest pain unit in Heidelberg, Germany : 192 patients for myocard infarction tested at admission
(0Oh), 3 h and 6 h after admission

quCTBMTeanOCTb
100 |-
80 |
B AUC = Area under ROC curve
2 60}
S - Nyywee Bo3MoxHoe 3HayeHue = 1,00
(9% a0k Best value possible =1.00
. oh 0,91 Xyawee 3HavyeHue = 1,00
201 5 Worst value possible = 0.500
[| ~ owr o2
0 22 2 | AT B . 2 Jrtleggint . g tegy Jitguntogls o 1
0] 20 40 60 80 100
100-cneunuyHOCTb 100-Specificity

CpaBHeHue ROC kpuBbIX: -0 4, - 3 4, -6y

Comparison of ROC curves for PATHFAST Tnl ad admission (blue line), 3 hours (brown line) and 6 hours (orange line) after admission

RTH, 09..2011
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hs-cTnl PATHFAST: knuHnyeckoe 3Ha4yeHue
PATHFAST high sensitive Troponin update : Clinical data

192 naumeHTa, TeCTUpOBaHUE NMpPU NOCTYNJIeHNU, Yyepea 3 N6 Y

Result from clinical study at chest pain unit in Heidelberg, Germany : 192 patients for myocard infarction
tested

AUC

Yepe3 3 4 3 hours after admission 0.96 96 % OWUM nornoXXuUT. AMI positive at 3 hours

‘-Iepe3 64 6 hours after admission 0.95 95 % OUM nonoxurt. ami positive at 6 hours

v

NMocne 6 4 naumeHToB ¢ ONM He OOHapyxeHo

No more AMI patients found after 6 hours

C nomouwibio Tecta PATHFAST cTnl anarHos OUM saBnsietcs
rapaHTVIpOBaHHbIM ‘lepe3 3 Y Wwith PATHFAST ¢ Tnl assay AMI diagnosis is secure after 3 hours

RTH, 09..2011
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hs-cTn PATHFAST: cpaBHeHue ¢ Roche (hsTNT) and Siemens (Tnl Ultra) —
LeHTpanbHasa naboparopus
PATHFAST high sensitive Troponin update : Comparison with central lab assays from Roche (hsTNT) and Siemens (Tnl Ultra)

Tab. 3: Comparison of AUC values from ROC analysis for PATHFAST cTnl,
cTnT HS and Tnl Ultra

PATHFAST cTnl TnT HS Tnl Ultra®)
Mpu noctynneHum Admision 0.91 0.92 0.96
Yepes 3 y 3 hours 0.97 0.96 0.96
Yepes 6 u 6 hours Qﬁ “‘-97)999
PasHuua 0-3 4 Difference 0.82 0.83 0.85

0 -3 hours
*} adapted from Keller et al. Sensitive troponin | assay in early diagnosis of acute
myocardial infarction. N Engl J Med 2009;361:868-77

hs-cTh PATHFAST umeeTt To4HOCTb, cxoaHyto ¢ TakoBon ana HS TnT & Tnl Ultra
PATHFAST hs TNI shows similar clinical performance than HS TnT & Tnl Ultra

RTH, 09..2011
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hs-cTnl PATHFAST: ctatuctuka
PATHFAST high sensitive Troponin | update : Basic statistics
Mpumep: BblYMCNEeHNEe NONOXUTENbHbIX U OTpULaTeNbHbIX NPeAUKTUBHbLIX 3HAYEeHUN

Example : Positive and negative predictive value calculation

Patients with bowel cancerPatients with bowel
cancer(confirmed by endoscopy)

Positive Negative
FOB-Test Positive True Positive False Positive — Positive predictive value
outcome (TP) =20 (FP) =180 (PPV)=TP /(TP + FP)
=20/(20 + 180)
=20/200
=10%
Negative False Negative True Negative — Negative predictive value
(FN) =10 (TN) =1820 (NPV)=TN/ (FN + TN)
=1820/(10 + 1820)
=1820/1830
= 99.5%
! !
Sensitivity Specificity .
=TP /(TP + FN) =TN/(FP + TN) ‘ ed\a"‘
=20/(20 +10) =1820/ (180 + 1820) \N\‘&\Q
=20/30 =1820 /2000 ?‘Oﬁ‘

=~ 66.67% =91%

RTH, 09..2011
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hs-cTnl PATHFAST: lNorpaHn4yHble YypOBHU — YyBCTBUTENbHOCTb U cNeuuPUYHOCTb

PATHFAST cTNI : Cut off comparison with sensitivity and specificty

RTH, 09..2011

Good Chemistry for Tomorrow

ROC ananus ansa gnarHoctukn UM B ST yepe3 3 4 nocne noctynneHus

Tab. 4: ROC analysis for diagnosis of NSTEMI 3 hours after admission

Variable
Classification variable

PATHFAST cTnl 3 hours after admission

NSTEMI

38,5

Disease prevalence (%) _

Area under the ROC curve (AUC) 0,96
Standard error 0,0167 :
95% Confidence interval 0,922 t0 0,984 !
Significance level P (Area=0.5) 0,0001
Criterion values and coordinates of the ROC curve

Criterion |  Sensitivity | 95% Cl | Specificity | 95%Cl| +R| -AR| +Pv| -PV|
>0,008 9420 858-984 84,55  76,4-907 6,0 0,069 793 959
>0,009 9420  858-984 8545 77,5-914 648 0068 802 959
>0,01 9420  858-984 8727  796-929 740 0066 823 96,0
>0,011 9420 858-984 88,18  80,6-935 797 0066 833 96,0
>0,012 9420  858-984 89,09  817-942 864 0065 844 96,1
>0,014 9420  858-984 G000 ©B28N049 042 0Oo6d B58 GO
>0,015 9420  858-984 9182  850-962 1151 0063 878 962
>0,016 9420  858-984 9364 873-974 1480 0062 903 96,3
>0,018 9420 858-984 9455 885-980 1727 0061 915 963
>0,02 * 9275  839-976 96,36  90,9-990 2551 0075 941 955
>0,022 91,30  820-967 96,36  90,9-990 2511 009 940 946

- llyywinn norpaHnyHbin ypoBeHb ansa UM — 0,020 Hr/mn

Cut off for best clinical use in myocard infarction stays with 0,020ng/ml
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Good Chemistry for Tomorrow

hs-cTnl PATHFAS: cpaBHeH/e npeANKTUBHbIX 3Ha4Y€HUN C UBMEPEHUAMMU B
LeHTpanbHOU naboparopumn
PATHFAST high sensitive Troponin | update : Comparison of predicitive values with central lab assays

Comparison of predictive values

MorpaHn4HbIN

PATHFAST hs cTNI

Roche Hs TnT

ypoBeHb Hr/mn Cutoff 2 0.02 ng/ml 0,02 Hr/mn  Cutoff 2 14 pg/i 0,014
NPV (%) PPV (%) NPV (%) PPV (%)
At admission 86.1 93.4 91.6 72.3
After 3 hours 94.6 96.0
After 6 hours 93.6 90.3 97.0 71.4

OTp.NpeAuk. Monox..npeauk.
3HavYeHune % 3Hav1.%

5,6% NMOXHO MNOJIOXWUT.

5.6 % wrong positives

\

27% NOXXHO MOJIOXMUT.

27 % wrong positives

NMorpaHnyHbin ypoBeHb 0,014 Hr/mn Roche hsTnT gaet 27% nNoOXHO NONMOXUTENbHbIX Pe3yfibTaToB
Cut off of 0.014 ng/ml from Roche hs TnT produces 27 % more wrong positive results

RTH, 09..2011
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hs-cTnl PATHFAST: BbiBOAbI N3 KNUHUYECKUX UccrneaoBaHuUm

PATHFAST high sensitive Troponin | update : Conclusion from clinical studies

BbiBoa: 3TK hakTbl cBMAeTenbCcTBYHOT, YTO Point-of-Care hs-cTnl PATHFAST
TecT moxeT obecneunts B OHT nonyyeHue B TeyeHue 18 MUH pe3ynbTaToB
U3MepeHUs B LUeJSibHOU KPOBU, YTO MOXET YNy4YLUTb PaHHIOK ANArHOCTUKY
OUM mn coxpaHuTb AparoueHHoe BpeMs, HeobxoanMmoe AN NOCTaHOBKU TOYHOrIO
AuarHo3a y HeoTNIOXHbIX MaLuueHTOB C OCTPON cepaeyHoOn 60osbIo

Conclusion

The findings suggested that the POC assay PATHFAST cTnl
which can provide the test results within 18 min from whole
blood samples in the ER may be able to improve the early
diagnosis of acute myocardial infarction and save precious
time until a definite diagnosis is established in emergency
patients with acute chest pain.
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hs-cTnl PATHFAST: pe3ynbraTt yepe3 18 MUHyT

Good Chemistry for Tomorrow

PATHFAST high sensitive Troponin | update timing : result in 18 minutes

Bpemsa namepeHua cTn B LeHTpanbLHOU naboparopuu

Total turn around time for ¢Tnlin central laboratory
1,05%

in 30 min

41,58%

results required 90 minutes or longer.

23,68%

in 90 min |

33,68%
FIGURE 3. Total TAT for cTnl in the central laboratory. Most

Ons 6onblwmnHcTBa TecToB Heobxoanmo 90 MUH nu GonbLue

Quantitative POC Troponin | Point of Care * Volume 9, Number 1, March 2010
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hs-cTnl PATHFAST: pe3ynbrat yepes 18 MUHYT

PATHFAST high sensitive Troponin | update timing : result in 18 minutes

B3aTue npooObI
MNMepenaya npoOLI
LeHTpudyrmposaHume
AgMUHUCTPpUpoOBaHMe

AHanus

NMoaTBepxaeHne
pe3ynbraTtoB

Bpemsa, Heo6xoaumoe Ans BbINOSIHEHUA Pa3fIUYHbIX
ctagum cTn TeCTOB B LieHTpanbHOU nabopartopumn

TABLE 3. Time Required for Different Tasks That Are Needed
to Analyze Troponin | in the Central Laboratory

Different Jobs in Laboratory Time, minute % Total Time
Sampling in ED 5.25 MuH 7 %
Sending blood to central laboratory 24.75 33
Centrifugation of blood 15.00 20
Administrative work before 2.2 3
analysis

Analysis 24.75 33
Confirmation of results 3.00 4

Quantitative POC Troponin | Point of Care * Volume 9, Number 1, March 2010
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hs-cTnl PATHFAST: BbiBOAbLI

PATHFAST high sensitive Troponin update : Conclusions

Pe3ynbraTbl HOBbIX UccriegoBaHuUn: Conclusion from new studies :

- OT/IYHAA TOYHOCTb NMPU HU3KUX YPOBHAX C PYHKUMOHANBbHOU TOYHOCTLIO 0,002 Hr/mn

-excellent precision at low end with functional sensitivity of 0,002 ng/ml

- 99% nepueHTUNb BepxHero pecgepeHTHOro ypoBHsA cHmxeHa Ao 0,014 Hr/mn

-99 % percentile of the upper reference level is down to 0,014 ng/ml

- norpaHu4HbIn ypoBeHb ans UM coorBetcTByeT 0,020 Hr/Mn

- cut off for best clinical use in myocard infarction stays with 0,020ng/ml
- norpaHnyHbin ypoBeHb PATHFAST - 0,020 Hr/Mmn gaeT TaKyro XXe Unm nyywyo cneumpmnyHocTb
U TOYHOCTb B cpaBHeHUU cTn Tectamu Roche n Siemens

-with 0,020ng/ml cut off value PATHFAST cTNI assays shows equal or better performance in specificity and
precision compared to Roche and Siemens assays

-hs-cTnl PATHFAST cornacHo cnucky IFCC nmeetcamblie ny4iwine XxapakTepUCTUKM KakK
Point-of-Care aHanu3aartop,

-PATHFAST cTNI shows best performance for POCT analyser in IFCC listing
- hs-cTnl PATHFAST oTBeuvaeT TpeboBaHUAM peKOMeHAaUuUUn no namepeHuro cTn
- PATHFAST cTNI is guidelines acceptable
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PekomeHaauum no ganarHoctuke UM n namepeHuro cTn

RTH, 09..2011

Troponin and MI-related Guidelines

Key professional organizations have published guidelines on the use and
interpretation of cardiac biomarkers in ACS, including:

» ACC/AHA 2007 Guidelines for the Management of Patients with Unstable Angina/Non-ST-
Elevation Myocardial Infarction, J Am Coll Cardiol 2007;50:e1-157.

* Clinical Policy: Critical Issues in the Evaluation and Management of Adult Patients with
Non-S5T-Segment Elevation Acute Coronary Syndromes, Annals of Emergency Medicine
20006; 48:270-301.

* NACB Laboratory Medicine Practice Guidelines for Utilization of Biochemical Markers in
Acute Coronary Syndromes and Heart Failure, Clin Chem 2007;53:2086-2096.

» Universal Definition of Myocardial Infarction, J Am Coll Cardiol 2007;50:2173-2195.

= hitp://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/TipsandArticlesonDeviceSafet
y/ucmi09362.hin

» http://www.ifcc.org/index.asp?cat=Scientific_Activities&scat=Troponin_Assay_Analy
tical Characteristics&rif=4&dove=1
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PATHFAST IMMUNO ANALYSER

...the critical care immunology analyzer for biomarkers
manufactured on the basis of an outstanding engineering experience

and excellent and well known reagent quality of Mitsubishi
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PATHFAST IMMUNO ANALYSER

2- Select cartridges Bui6epu kaptpumim

rmos.2m - 3- Put into rack Bcraew ux B Tpek 4- Fill in patient sample Buecu npo6y
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PATHFAST IMMUNO ANALYSER

5- enter rack 6- enter pipettes 7- enter patient data

BcTaBb Tpek B npubdop BHecu nuneTku BHecu nHdopmaumio o nauymeHTe
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PATHFAST IMMUNO ANALYSER : Assay principle

Magnetic Particles
MarHuTHble yacTtulbl

Chemiluminescence
XeMUNIoOMUHUCLIEHLUA

Whole Blood
or Plasma x.
O

X

PMT

sl v\

AHanuT

© Analyte

X Contaminant
KoHTamMmuHaHT

Calculator

Kanbkynstop

XeMUnMUCLEHTHbIN

Good Chemistry for Tomorrow

UmMmmyHHasa peakuus

5 MuH
5 1 Immuno
© reaction
. . 5 min
Os ’
X x
@
NMuneTtupoBaHue
BBepXx/BHU3
Pipette
up/down x X
MaruuT >__<‘
Magnhet — >

UsmepeHue
3MMCCUU CBeTa

Measure
Light Emission

OH3umaTu4yeckas p-uma 1 MuH
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cybcTpar

Chemilumiscent
Substrate

Enzyme
Reaction
1 min
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OgHoBpemMeHHOe TeCTupoBaHue B
LesibHOU KpOBU

' Simultaneous testing with whole blood

0 hsTropl hsTnl

0 CKMB KKMB

0 Myoglobine Mnorno6uH
0 NTproBNP NTproBNP
0 hsCRP hs CPb

0 D-Dimer O-pumep

0

Presepsin [lpecencuH

8- push start: results in 17 minutes
RTH, 09..2011 Haxmu Ha «cTtapT»: pesynbraT Yyepe3 17 MuH
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MHoroneTHun onbIT B AUAarHOCTUKE
Many years experience in diagnostics
DIACON & Mitsubishi Chemical Europe

QUALITY KauecTtBO

SERVICE CepBuc INFORMATION UHdopmauus

www.pathfast.eu
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