
8. Vor Verwendung des Tests die Testanleitung sorgfältig lesen.
9. Reagenzien verschiedener Chargen nicht mischen.
10. Bei Fragen wenden Sie sich bitte an die Preventis GmbH

Probennahme und Probenvorbereitung
Der PreventID® Syphilis kann durchgeführt werden mit Vollblut (venöses 
Blut oder Blut aus der Fingerbeere), Serum oder Plasma.
Vollblutproben aus der Fingerbeere:
•  Die Hand des Patienten gründlich mit Seife und Wasser waschen oder 

mit einem Alkoholtuch säubern. Trocknen lassen.
•  Massieren Sie die Hand und lassen dabei die Punktionsstelle aus, in-

dem Sie Richtung Fingerspitze des Mittel- oder Ringfi ngers streichen.
•  Mit der sterilen Lanzette punktieren und das erste Blut wegwischen.
•  Nun die Hand vom Handgelenk über die Handfl äche bis zum Finger 

sanft reiben, um einen runden Blutstropfen an der Punktierungsstelle 
zu erzeugen.

  Das Vollblut aus der Fingerbeere mithilfe der Kapillarpipette auftragen:
 -  Berühren Sie mit dem Ende der Kapillare das Blut und lassen Sie sie 

mit ca. 80 µl füllen, dabei Luftblasen vermeiden.
 -  Den Bulbus auf das obere Ende der Kapillarpipette setzen und zusam-

mendrücken, um das gesamte Blut in das Probenauftragsfenster der 
Testkassette zu überführen.

  Das Vollblut aus der Fingerbeere über hängende Tropfen auftragen:
 -  Positionieren Sie den Finger des Patienten so, dass sich der Blutstropfen 

genau oberhalb des Probenauftragsfensters der Testkassette befi ndet.
 -  2 hängende Tropfen dieses Fingerbeerenblutes sollen mittig in das 

Probenauftragsfenster der Testkassette fallen. Oder bewegen Sie den 
Patientenfi nger so, dass der hängende Tropfen die Mitte des Proben-
auftragsfensters berührt. Vermeiden Sie jedoch, dass der Finger direkt 
das Probenauftragsfenster berührt.

Serum- und Plasmaproben:
•  Serum und Plasma so schnell wie möglich aus dem Vollblut gewinnen, 

um Hämolyse zu vermeiden. Nur klare, nicht-hämolysierte Proben für 
den Test einsetzen.

Den Test direkt nach der Probennahme durchführen. Die Proben nicht 
längere Zeit bei Raumtemperatur stehen lassen. Serum- und Plasma-
proben können bis zu 3 Tage bei 2 – 8 °C gelagert werden, für längere 
Zeit die Proben bei mindestens -20 °C einfrieren. Vollblutproben aus der 
Vene sollten innerhalb von 2 Tagen Tagen getestet werden und können 
in diesem Zeitraum bei 2 – 8 °C gelagert werden. Vollblutproben nicht 
einfrieren. Vollblut aus der Fingerbeere sofort testen
Vor dem Testen die Proben auf Raumtemperatur bringen. Eingefrore-
ne Proben müssen vollständig aufgetaut sein und vor dem Testen gut 
durchmischt werden. Mehrere Einfrier-Auftau-Zyklen vermeiden. 
Werden die Proben versendet, so beachten Sie bitte die regionalen Be-
stimmungen für den Transport ätiologischer Agenzien.

Testdurchführung
Vor dem Testen die Testkassette, die Probe, den Pu� er und/oder die Kon-
trollen auf Raumtemperatur bringen (15 – 30°C).
1.  Vor dem Ö¡ nen die Verpackung der Testkassette auf Raumtemperatur 

bringen. Die Testkassette möglichst zeitnah verwenden, sobald sie aus der 
Verpackung entnommen ist.

2.  Die Testkassette auf einer ebenen, sauberen Oberfl äche platzieren 
(Abb. 1).

Serum- oder Plasmaproben: (Abb. 2a)
Die Pipette senkrecht halten und 1 Tropfen Serum oder Plasma (ca. 40 µl) 
in das Probenauftragsfenster geben, dann 1 Tropfen Pu� er hinzufügen 
(ca. 40 µl) und die Stoppuhr starten.
Venöses Volblut: (Abb. 2b)
Die Pipette senkrecht halten und 2 Tropfen Vollblut (ca. 80 µl) in das 
Probenauftragsfenster geben, dann 1 Tropfen Pu� er hinzufügen (ca. 
40 µl) und die Stoppuhr starten. 

KSTISY402GP

Verwendungszweck
Der PreventID® Syphilis ist ein immunchromatographischer Schnelltest 
für den qualitativen Nachweis von Antikörpern (IgG und IgM) gegen 
Treponema pallidum (TP) in Vollblut, Serum oder Plasma zur unterstützen-
den Diagnostik von Syphilis.

Einleitung
Treponema pallidum (TP) ist der Erreger der Geschlechtskrankheit Syphilis. 
TP ist ein Bakterium aus der Gruppe der Spirochäten mit einer äußeren 
Hülle und einer Cytoplasma-Membran [1]. Im Vergleich mit anderen pa-
thogenen Bakterien ist über diesen Organismus relativ wenig bekannt. 
Nach Angaben des Zentrums für Disease Control (CDC) ist die Anzahl 
der Fälle von Syphilis-Infektionen seit 1985 deutlich gestiegen [2]. Einige 
Schlüsselfaktoren, die zu diesem Anstieg beigetragen haben, sind die 
Crack-Kokain-Epidemie und damit einhergehend die hohe Inzidenz 
von Prostitution unter den Drogenkonsumenten [3]. Eine Studie berichtete 
von einem deutlichen epidemiologischen Zusammenhang zwischen Erwerb 
und Übertragung von HIV-Virus und Syphilis [4]. Mehrere klinische Stadien 
und lange Zeiträume für die latenten, asymptomatischen Infektionen sind 
charakteristisch für Syphilis. Primäre Syphilis wird durch das Vorhandensein 
eines Ulcus an der Inokulationsstelle defi niert. Die Antikörper-Antwort auf 
das TP-Bakterium kann 4 bis 7 Tage, nachdem der Ulcus erscheint, nach-
gewiesen werden. Die Infektion bleibt solange nachweisbar, bis der Patient 
eine angemessene Behandlung erhält [5]. Der PreventID® Syphilis verwendet 
eine doppelte Antigen-Kombination von mit Syphilis-Antigen beschichteten 
Partikeln und Syphilis-Antigen, das auf der Membran immobilisiert ist, um 
TP-Antikörper (IgG und IgM) qualitativ und selektiv in Vollblut, Serum oder 
Plasma nachzuweisen.

Testprinzip
Der PreventID® Syphilis ist ein Membran-basierter immunologischer Test 
für den Nachweis von TP-Antikörpern (IgG und IgM) in Vollblut, Serum oder 
Plasma. Für diese Testmethode ist ein Syphilis-Antigen in der Testregion im-
mobilisiert. Wird eine Probe im Probenauftragsfenster hinzugegeben, so re-
agiert sie mit den Partikeln im Test, die mit Syphilis-Antigen beschichtet sind. 
Diese Mischung wandert nun chromatographisch weiter im Testlauf und 
reagiert dann mit dem immobilisierten Syphilis-Antigen. Das Test-Format 
mit doppeltem Antigen kann sowohl IgG als auch IgM in den Proben nach-
weisen. Enthält die Probe TP-Antikörper, so bildet sich eine farbige Bande 
in der Testregion, die ein positives Ergebnis anzeigt. Wenn die Probe keine 
TP-Antikörper enthält, entsteht in der Testregion keine farbige Bande und 
das Ergebnis ist negativ. Als Testkontrolle dient immer eine farbige Bande 
im Bereich „C“; diese Kontrollbande zeigt an, dass das richtige Probenvolu-
men hinzugefügt wurde und die Membran durchfeuchtet ist. Der Test enthält 
mit Syphilis-Antigen beschichtete Partikel und eine mit Syphilis-Antigen be-
schichtete Membran.

Materialien
Mitgelieferte Materialien
• Testkassetten (mit Pipetten), einzeln verpackt
• Pu¡ er 
• Testanleitung
Zusätzlich benötigte Materialien: Timer oder Stoppuhr, Probensammelröhr-
chen, Zentrifuge, Lanzette, heparinisierte Kapillarröhrchen und Bulbus

Lagerung und Stabilität
Der Test sollte in der Verpackung bei Raumtemperatur oder im Kühl-
schrank gelagert werden (2 – 30 °C). Die Testkassetten nicht einfrieren. 
Nach Ablauf des Verfallsdatums den Test nicht verwenden. Die Testkas-
sette ist empfi ndlich gegenüber Luftfeuchtigkeit und hohen Temperatu-
ren. Daher soll der Test vor Hitze geschützt und unmittelbar nach dem 
Ö¡ nen der Verpackung benutzt werden.

Vorsichtsmaßnahmen
1.  Nur zur In-vitro-Diagnostik Verwendung durch Fachpersonal. Verfallsda-

tum beachten.
2. Während der Arbeit mit den Proben nicht essen, rauchen oder trinken. 
3. Den Test nicht verwenden, wenn die Verpackung beschädigt ist. 
4.  Alle verwendeten Materialien und Proben als potentiell infektiös be-

handeln und den Vorschriften entsprechend entsorgen. Kontaminier-
te Gegenstände und Oberfl ächen gründlich reinigen.

5.  Während der Arbeit mit den Proben Schutzkleidung, Augenschutz 
und Einmalhandschuhe tragen.

6. Nach Verwendung den Test ordnungsgemäß entsorgen.
7. Feuchtigkeit und Hitze können das Testergebnis beeinfl ussen.

PreventID® Strep A
Testanleitung

Testanleitung (FÜR DEN PROFESSIONELLEN GEBRAUCH)PreventID® Syphilis
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Abb. 1: Testkassette PreventID® Syphilis
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Vollblut aus der Fingerbeere : 
Bei Verwendung des Kapillarröhrchen (Abb. 2c): das Kapillarröhrchen 
befüllen und ca. 80 µl der Vollblutprobe in das Probenauftragsfenster 
der Testkassette geben, dann 1 Tropfen Pu� er hinzufügen (ca. 40 µl) 
und die Stoppuhr starten. 
Bei Verwendung hängender Tropfen (Abb. 2d): 2 hängende Tropfen 
Blut aus der Fingerbeere direkt in das Probenauftragsfenster der Test-
kassette fallen lassen (ca. 80 µl), dann 1 Tropfen Pu� er hinzufügen (ca. 
40 µl) und die Stoppuhr starten. 

3.  Warten Sie, bis sich eine oder zwei farbige Banden bilden. Das Tester-
gebnis nach 5 Minuten ablesen. Den Test nach 20 Minuten nicht mehr 
auswerten.

Testauswertung
Positiv: Es entwickeln sich 2 Banden. Eine farbige Bande 
sollte sich in der Kontrollregion (C) befi nden, die zweite 
farbige Bande sollte in der Testregion (T) sein. 
Wichtig: Die Farbintensität der Testbande bei (T) hängt 
von TP-Antikörper-Konzentration in der Probe ab. Jede 
Nuance einer Bande in der Testregion (T) sollte als posi-
tiv gewertet werden.

Negativ: Es erscheint nur die Kontrollbande (C) im Ergeb-
nisfenster, keine Bande in der Testregion (T). 

Ungültig: Erscheint keine defi nierte, farbige Kontroll-
bande im Ergebnisfenster bei (C), ist der Test ungültig. 
Mögliche Ursachen sind ein ungenügendes Proben-
volumen oder Fehler bei der Testdurchführung. Das 
Procedere überprüfen und den Test mit einer neuen 
Testkassette durchführen. Falls das Problem bestehen 
bleibt, die Verwendung des Tests unverzüglich ein-
stellen und Kontakt zu Preventis aufnehmen.

Testcharakteristika 
Erwartete Werte
Der PreventID® Syphilis wurde mit einem führenden, kommerziell erhält-
lichen TPPA-Syphilis-Test verglichen und zeigte eine Übereinstimmung 
von größer oder gleich 99,8 %.

Sensitivität und Spezifi tät
Der PreventID® Syphilis identifi zierte die Proben eines Performance-Panels 
korrekt und zum Vergleich mit einem führenden, kommerziell erhältlichen 
TPPA-Syphilis-Test wurden auch klinische Proben getestet. Die Ergebnisse 
zeigen, dass die relative Sensitivität von PreventID® Syphilis  > 99,9 % und 
die relative Spezifi tät 99,7 % beträgt.

TPPA

PreventID®

Syphilis

Ergebnisse Postiv Negativ Gesamtergebnis

Positiv 200 1 201

Negativ 0 319 319

Gesamtergebnis 200 320 520

Relative Sensitivität: >99,9 % (95 % KI*: 99,4 %  –  100 %) 
Relative Spezifi tät:  99,7 % (95 % KI*: 98,3 %  –  100 %)
Relative Genauigkeit:  99,8 % (95 %KI*: 98,9 %  –  100 %) *Konfi denzintervall

PreventID® Strep A
Testanleitung

Präzision
Intra-Assay: Um die Genauigkeit innerhalb einer Versuchsreihe zu testen 
(Wiederholbarkeit), wurden 10 Replikate von 4 Proben getestet: eine 
negative, eine schwach positive, eine mittelstark positive und eine stark 
positive Probe. Die negative, schwach positive, mittel positive und stark 
positive Probe wurde jeweils zu > 99 % als solche erkannt.
Inter-Assay: Um die Genauigkeit verschiedener Versuchsreihen zu testen 
(Reproduzierbarkeit), wurden 10 unabhängige Tests der gleichen 4 Pro-
ben getestet: eine negative, eine schwach positive, eine mittelstark posi-
tive und eine hoch positive Probe. Über einen Zeitraum von drei Tagen 
wurden drei verschiedene Chargen des PreventID® Syphilis verwendet, 
um diese negativen, schwach positiven, mittelstark positiven und hoch 
positiven Proben zu testen. Die Proben wurde jeweils zu  > 99 % korrekt 
erkannt.
Kreuzreaktivität  
Der PreventID® Syphilis wurde in Proben getestet, die positiv sind für  
HAMA, RF, HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, HCV,HIV, H. Pylori, 
MONO, CMV, Rubella und TOXO. Die Ergebnisse zeigten keine Kreuz-
reaktivität.
Interferierende Substanzen
Folgende Substanzen, die eventuell den Test stören, wurden Syphilis 
negativen und Syphilis positiven Proben hinzugefügt:
Paracetamol: 20 mg/dl    Ko¡ ein: 20 mg/dl
Acetylsalicylsäure: 20 mg/d   Gentisinsäure: 20 mg/dl
Ascorbinsäure: 2g/dl    Albumin: 2 g/dl
Kreatin: 200 mg/dl    Hämoglobin 1.1 mg/dl
Bilirubin: 1g/dl    Oxalsäure: 600mg/dl
In den angegebenen Konzentrationen zeigte keine der getesteten Sub-
stanzen Interferenzen mit dem Test.

Qualitätskontrolle
Der Test enthält eine interne Prozess-Kontrolle. Die farbige Kontrollbande 
bei (C) ist eine interne positive Prozess-Kontrolle. Sie zeigt an, dass genü-
gend Probenvolumen aufgetragen wurde, die Membranfeuchte und die 
Testdurchführung korrekt sind. 
In diesem Test werden keine Kontroll-Standards mitgeliefert. Einer guten 
Laborpraxis entsprechend ist es empfehlenswert, positive und negative 
Kontrollen zu testen, um das Testverfahren und eine ordnungsgemäße 
Testdurchführung zu bestätigen.

Grenzen des Tests
1.  Der PreventID® Syphilis ist nur zur Verwendung als In-vitro-Diagnostikum 

konzipiert. Der Test wird für den Nachweis von TP-Antikörper in Vollblut, 
Serum und Plasma eingesetzt. Der Test ist ein qualitativer Test und kann 
nicht die Quantität der TP-Antikörper noch deren Anstieg in einer Probe 
bestimmen.

2.  Der PreventID® Syphilis zeigt ausschließlich die Anwesenheit von TP-Anti-
körpern in einer Probe an und sollte nicht als einziges Kriterium für die 
Diagnose „Syphilis-Infektion“ herangezogen werden.

3.  Wie bei allen diagnostischen Verfahren müssen sämtliche Ergebnisse 
gemeinsam mit den anderen verfügbaren Informationen aus der Klinik 
interpretiert werden.

4.  Sollte das Testergebnis negativ ausfallen und die klinischen Symptome 
weiterhin bestehen, sollte mit anderen Testverfahren erneut getestet 
werden. Ein negatives Ergebnis schließt eine mögliche TP-Infektion 
nicht völlig aus.
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  Cardiac Troponin I Rapid Test Cassette
(Whole Blood /Serum/Plasma) 

Package Insert
REF CTI-402 English

A rapid test for the diagnosis of myocardial infarction (MI) to detect cardiac Troponin I(cTnI) qualitatively 
in whole blood, serum or plasma. For professional in vitro diagnostic use only.
【INTENDED USE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic 
immunoassay for the qualitative detection of human cardiac Troponin I in whole blood, serum or plasma 
as an aid in the diagnosis of myocardial infarction (MI).
【SUMMARY】
Cardiac Troponin I (cTnI) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa. 1

Troponin I is part of a three subunit complex comprising of Troponin T and Troponin C. Along with 
tropomyosin, this structural complex forms the main component that regulates the calcium sensitive 
ATPase activity of actomyosin in striated skeletal and cardiac muscle. 2 After cardiac injury occurs, 
Troponin I is released into the blood 4-6 hours after the onset of pain. The release pattern of cTnI is 
similar to CK-MB, but while CK-MB levels return to normal after 72 hours, Troponin I remains elevated 
for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of 
cTnI measurements for the identification of myocardial damage has been demonstrated in conditions 
such as the perioperative period, after marathon runs, and blunt chest trauma. 3 cTnI release has also 
been documented in cardiac conditions other than acute myocardial infarction  (AMI)  such as 
unstable angina, congestive heart failure, and ischemic  damage  due  to coronary  artery  
bypass surgery. 4 Because of its high specificity and sensitivity in the myocardial tissue, Troponin I has 
recently become the most preferred biomarker for myocardial infarction. 5

The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple test that utilizes 
a combination of anti-cTnI antibody coated particles and capture reagent to detect cTnI in whole blood, 
serum or plasma. The minimum detection level is 0.5ng/mL.
【PRINCIPLE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, membrane 
based immunoassay for the detection of cardiac Troponin I(cTnI) in whole blood, serum or plasma. In 
this test procedure, capture reagent is immobilized in the test line region of the test. After specimen is 
added to the specimen area of the cassette, it reacts with anti-cTnI antibody coated colloid gold 
particles in the test. This mixture migrates chromatographically along the length of the test and interacts 
with the immobilized capture reagent. The test format can detect cardiac Troponin I(cTnI) in 
specimens. If the specimen contains cardiac Troponin I(cTnI), a colored line will appear in the test line 
region, indicating a positive result. If the specimen does not contain cardiac Troponin I(cTnI), a colored 
line will not appear in this region, indicating a negative result. To serve as a procedural control, a 
colored line will always appear in the control line region, indicating that proper volume of specimen has 
been added and membrane wicking has occurred.
【REAGENTS】
The test contains anti-cTnI antibody coated colloid gold particles and capture reagent coated on the 
membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Do not use test if pouch is damaged.
• Handle all specimens as if they contain infectious agents. Observe established precautions against 

microbiological hazards throughout all procedures and follow the standard procedures for proper 
disposal of specimens.

• Wear protective clothing such as laboratory coats, disposable gloves and eye protection when 
specimens are assayed.

• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The 
test is stable through the expiration date printed on the sealed pouch. The test must remain in the 
sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】

• The Caridiac Troponin I (Whole Blood/Serum/Plasma) can be performed using whole blood (from 
venipuncture or fingerstick), serum or plasma.

• To collect Fingerstick Whole Blood specimens:
• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
• Massage the hand without touching the puncture site by rubbing down the hand towards the 

fingertip of the middle or ring finger.
• Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
• Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture 

site.
• Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:

• Touch the end of the capillary tube to the blood until filled to approximately 75µL. Avoid 
air bubbles.

• Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the 
whole blood to the specimen area of the test cassette.

• Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
• Position the patient’s finger so that the drop of blood is just above the specimen area of the 

test cassette.
• Allow 3 hanging drops of fingerstick whole blood to fall into the center of the specimen area 

on the test cassette, or move the patient’s finger so that the hanging drop touches the center
of the specimen area. Avoid touching the finger directly to the specimen area.

• Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear non-
hemolyzed specimens.

• Testing should be performed immediately after the specimens have been collected. Do not leave 
the specimens at room temperature for prolonged periods. Serum and plasma specimens may be 
stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C. 

Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 1 day 
of collection. Do not freeze whole blood specimens. Whole blood collected by fingerstick should be 
tested immediately.

• Bring specimens to room temperature prior to testing. Frozen specimens must be completely 
thawed and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.

• If specimens are to be shipped, they should be packed in compliance with local regulations covering 
the transportation of etiologic agents.

【MATERIALS】
Materials provided

• Test Cassettes • Droppers • Buffer • Package insert

Materials required but not provided
• Specimen collection 

Containers
• Centrifuge • Timer

For fingerstick whole blood 
• Lancets • Heparinized capillary tubes and dispensing bulb 

【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C) prior 
to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed 

pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.

For Serum or Plasma specimen: 
• Hold the dropper vertically and transfer 2 drops of serum or plasma (approximately 50 µL) to 

the specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Venipuncture Whole Blood specimen: 
• Hold the dropper vertically and transfer 3 drops of whole blood (approximately 75 µL) to the 

specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Fingerstick Whole Blood specimen: 
• To use a capillary tube: Fill the capillary tube and transfer approximately 75 µL of fingerstick 

whole blood specimen to the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

• To use hanging drops: Allow 3 hanging drops of fingerstick whole blood specimen
(approximately 75 µL) to fall into the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

3. Wait for the colored line(s) to appear. Read results at 10 minutes.  Do not interpret the result after 
20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)

POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another 
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of 
cardiac Troponin I(cTnI) present in the specimen. Therefore, any shade of color in the test line region 
(T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line 
region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural 
techniques are the most likely reasons for control line failure. Review the procedure and repeat the 
test with a new test. If the problem persists, discontinue using the test kit immediately and contact your 
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region(C) is 
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane 
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative 
controls be tested as a good laboratory practice to confirm the test procedure and to verify proper test 
performance.
【LIMITATIONS】
1. The Cardiac Troponin I Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use 

only. This test should be used for the detection of Troponin I in whole blood, serum or plasma 
specimens only. Neither the quantitative value nor the rate of increase in cTnI can be determined 
by this qualitative test.

2. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the 
qualitative level of cTnI in the specimen and should not be used as the sole criteria for the diagnosis 
of myocardial infarction.

3. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot detect less than 
0.5ng/mL of cTnI in pecimens. A negative result at any time does not preclude the possibility of 
myocardial infarction.

4. As with all diagnostic tests, all results must be interpreted together with other clinical information 
available to the physician.

5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF) 
may affect expected results. Even if the test results are positive, further clinical evaluation should 
be considered with other clinical information available to the physician.

6. There is a slight possibility that some whole blood specimens with very high viscosity or which have 
been stored for more than 1 day may not run properly on the test cassette. Repeat the test with a 
serum or plasma specimen from the same patient using a new test cassette.

【EXPECTED VALUES】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a 
leading commercial cTnI EIA test, demonstrating an overall accuracy of 99.1%.
【PERFORMANCE CHARACTERISTICS】

Sensitivity and Specificity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with a 
leading commercial cTnI EIA test using clinical specimens. The results show that the sensitivity of the 
Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is 99.4% and the specificity is 
99.0% relative to the leading EIA test.

Method EIA Total 
ResultCardiac Troponin I Rapid 

Test Cassette (Whole 
Blood/Serum/Plasma)

Results Positive Negative
Positive 172 5 177
Negative 1 472 473

Total Result 173 477 650
Relative sensitivity: 172/173=99.4% (95%CI*: 96.8%~99.9%); 
Relative specificity: 472/477=99.0% (95%CI*: 97.6%~99.7%); 
Accuracy: (172+472)/(172+1+5+472)=99.1%(95%CI*: 98.0%~99.7%).          *Confidence 
Intervals

Precision
Intra-Assay

Within-run precision has been determined by using 15 replicates of five specimens: a negative, cTnI 
1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive. The 
negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 15 independent assays on the same five specimens: 
a negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive specimens. Three different lots of the Cardiac Troponin I Rapid Test Cassette (Whole 
Blood/Serum/Plasma) have been tested over a 3-day period using negative, cTnI 1.0ng/mL positive, 
cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive specimens. The specimens 
were correctly identified >99% of the time.

Cross-reactivity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by 
10,000ng/mL Skeletal Troponin I, 2,000ng/mL Troponin T, 20,000ng/mL Cardiac Myosin, HBsAg, 
HBsAb, HBeAg, HBeAb, HBcAb, syphilis, anti-HIV, anti-H.pylori, MONO, anti-CMV, anti-Rubella and 
anti-Toxoplasmosis positive specimens. The results showed no cross-reactivity. 

Interfering Substances
The following potentially interfering substances were added to cTnI negative and positive specimens.
Acetaminophen:  20 mg/dL                                 Caffeine: 20 mg/dL
Acetylsalicylic Acid:  20 mg/dL                            Gentisic Acid: 20 mg/dL
Ascorbic Acid:  20mg/dL                                      Albumin: 10,500mg/dL
Creatin: 200 mg/dL                                              Hemoglobin 1,000 mg/dL
Bilirubin: 1,000mg/dL                                          Oxalic Acid: 600mg/dL
Cholesterol: 800mg/dL                                        Triglycerides: 1,600mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Adams,et al. Biochemical markers of myocardial injury, Immunoassay Circulation 88:750-763, 1993.
2. Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules bound to the 

cardiac thin filament. J.Biol.Chem. 266:966, 1991.
3. Adams, et al. Diagnosis of Perioperative myocardial infarction with measurements of cardiac 

troponin I. N.Eng.J.Med 330:670, 1994. 
4. Hossein-Nia M, et al. Cardiac troponin I release in heart transplantation. Ann. Thorac. Surg. 61: 227, 

1996.
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A rapid test for the diagnosis of myocardial infarction (MI) to detect cardiac Troponin I(cTnI) qualitatively 
in whole blood, serum or plasma. For professional in vitro diagnostic use only.
【INTENDED USE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic 
immunoassay for the qualitative detection of human cardiac Troponin I in whole blood, serum or plasma 
as an aid in the diagnosis of myocardial infarction (MI).
【SUMMARY】
Cardiac Troponin I (cTnI) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa. 1

Troponin I is part of a three subunit complex comprising of Troponin T and Troponin C. Along with 
tropomyosin, this structural complex forms the main component that regulates the calcium sensitive 
ATPase activity of actomyosin in striated skeletal and cardiac muscle. 2 After cardiac injury occurs, 
Troponin I is released into the blood 4-6 hours after the onset of pain. The release pattern of cTnI is 
similar to CK-MB, but while CK-MB levels return to normal after 72 hours, Troponin I remains elevated 
for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of 
cTnI measurements for the identification of myocardial damage has been demonstrated in conditions 
such as the perioperative period, after marathon runs, and blunt chest trauma. 3 cTnI release has also 
been documented in cardiac conditions other than acute myocardial infarction  (AMI)  such as 
unstable angina, congestive heart failure, and ischemic  damage  due  to coronary  artery  
bypass surgery. 4 Because of its high specificity and sensitivity in the myocardial tissue, Troponin I has 
recently become the most preferred biomarker for myocardial infarction. 5

The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple test that utilizes 
a combination of anti-cTnI antibody coated particles and capture reagent to detect cTnI in whole blood, 
serum or plasma. The minimum detection level is 0.5ng/mL.
【PRINCIPLE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, membrane 
based immunoassay for the detection of cardiac Troponin I(cTnI) in whole blood, serum or plasma. In 
this test procedure, capture reagent is immobilized in the test line region of the test. After specimen is 
added to the specimen area of the cassette, it reacts with anti-cTnI antibody coated colloid gold 
particles in the test. This mixture migrates chromatographically along the length of the test and interacts 
with the immobilized capture reagent. The test format can detect cardiac Troponin I(cTnI) in 
specimens. If the specimen contains cardiac Troponin I(cTnI), a colored line will appear in the test line 
region, indicating a positive result. If the specimen does not contain cardiac Troponin I(cTnI), a colored 
line will not appear in this region, indicating a negative result. To serve as a procedural control, a 
colored line will always appear in the control line region, indicating that proper volume of specimen has 
been added and membrane wicking has occurred.
【REAGENTS】
The test contains anti-cTnI antibody coated colloid gold particles and capture reagent coated on the 
membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Do not use test if pouch is damaged.
• Handle all specimens as if they contain infectious agents. Observe established precautions against 

microbiological hazards throughout all procedures and follow the standard procedures for proper 
disposal of specimens.

• Wear protective clothing such as laboratory coats, disposable gloves and eye protection when 
specimens are assayed.

• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The 
test is stable through the expiration date printed on the sealed pouch. The test must remain in the 
sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】

• The Caridiac Troponin I (Whole Blood/Serum/Plasma) can be performed using whole blood (from 
venipuncture or fingerstick), serum or plasma.

• To collect Fingerstick Whole Blood specimens:
• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
• Massage the hand without touching the puncture site by rubbing down the hand towards the 

fingertip of the middle or ring finger.
• Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
• Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture 

site.
• Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:

• Touch the end of the capillary tube to the blood until filled to approximately 75µL. Avoid 
air bubbles.

• Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the 
whole blood to the specimen area of the test cassette.

• Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
• Position the patient’s finger so that the drop of blood is just above the specimen area of the 

test cassette.
• Allow 3 hanging drops of fingerstick whole blood to fall into the center of the specimen area 

on the test cassette, or move the patient’s finger so that the hanging drop touches the center
of the specimen area. Avoid touching the finger directly to the specimen area.

• Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear non-
hemolyzed specimens.

• Testing should be performed immediately after the specimens have been collected. Do not leave 
the specimens at room temperature for prolonged periods. Serum and plasma specimens may be 
stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C. 

Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 1 day 
of collection. Do not freeze whole blood specimens. Whole blood collected by fingerstick should be 
tested immediately.

• Bring specimens to room temperature prior to testing. Frozen specimens must be completely 
thawed and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.

• If specimens are to be shipped, they should be packed in compliance with local regulations covering 
the transportation of etiologic agents.

【MATERIALS】
Materials provided

• Test Cassettes • Droppers • Buffer • Package insert

Materials required but not provided
• Specimen collection 

Containers
• Centrifuge • Timer

For fingerstick whole blood 
• Lancets • Heparinized capillary tubes and dispensing bulb 

【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C) prior 
to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed 

pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.

For Serum or Plasma specimen: 
• Hold the dropper vertically and transfer 2 drops of serum or plasma (approximately 50 µL) to 

the specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Venipuncture Whole Blood specimen: 
• Hold the dropper vertically and transfer 3 drops of whole blood (approximately 75 µL) to the 

specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Fingerstick Whole Blood specimen: 
• To use a capillary tube: Fill the capillary tube and transfer approximately 75 µL of fingerstick 

whole blood specimen to the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

• To use hanging drops: Allow 3 hanging drops of fingerstick whole blood specimen
(approximately 75 µL) to fall into the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

3. Wait for the colored line(s) to appear. Read results at 10 minutes.  Do not interpret the result after 
20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)

POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another 
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of 
cardiac Troponin I(cTnI) present in the specimen. Therefore, any shade of color in the test line region 
(T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line 
region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural 
techniques are the most likely reasons for control line failure. Review the procedure and repeat the 
test with a new test. If the problem persists, discontinue using the test kit immediately and contact your 
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region(C) is 
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane 
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative 
controls be tested as a good laboratory practice to confirm the test procedure and to verify proper test 
performance.
【LIMITATIONS】
1. The Cardiac Troponin I Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use 

only. This test should be used for the detection of Troponin I in whole blood, serum or plasma 
specimens only. Neither the quantitative value nor the rate of increase in cTnI can be determined 
by this qualitative test.

2. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the 
qualitative level of cTnI in the specimen and should not be used as the sole criteria for the diagnosis 
of myocardial infarction.

3. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot detect less than 
0.5ng/mL of cTnI in pecimens. A negative result at any time does not preclude the possibility of 
myocardial infarction.

4. As with all diagnostic tests, all results must be interpreted together with other clinical information 
available to the physician.

5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF) 
may affect expected results. Even if the test results are positive, further clinical evaluation should 
be considered with other clinical information available to the physician.

6. There is a slight possibility that some whole blood specimens with very high viscosity or which have 
been stored for more than 1 day may not run properly on the test cassette. Repeat the test with a 
serum or plasma specimen from the same patient using a new test cassette.

【EXPECTED VALUES】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a 
leading commercial cTnI EIA test, demonstrating an overall accuracy of 99.1%.
【PERFORMANCE CHARACTERISTICS】

Sensitivity and Specificity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with a 
leading commercial cTnI EIA test using clinical specimens. The results show that the sensitivity of the 
Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is 99.4% and the specificity is 
99.0% relative to the leading EIA test.

Method EIA Total 
ResultCardiac Troponin I Rapid 

Test Cassette (Whole 
Blood/Serum/Plasma)

Results Positive Negative
Positive 172 5 177
Negative 1 472 473

Total Result 173 477 650
Relative sensitivity: 172/173=99.4% (95%CI*: 96.8%~99.9%); 
Relative specificity: 472/477=99.0% (95%CI*: 97.6%~99.7%); 
Accuracy: (172+472)/(172+1+5+472)=99.1%(95%CI*: 98.0%~99.7%).          *Confidence 
Intervals

Precision
Intra-Assay

Within-run precision has been determined by using 15 replicates of five specimens: a negative, cTnI 
1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive. The 
negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 15 independent assays on the same five specimens: 
a negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive specimens. Three different lots of the Cardiac Troponin I Rapid Test Cassette (Whole 
Blood/Serum/Plasma) have been tested over a 3-day period using negative, cTnI 1.0ng/mL positive, 
cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive specimens. The specimens 
were correctly identified >99% of the time.

Cross-reactivity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by 
10,000ng/mL Skeletal Troponin I, 2,000ng/mL Troponin T, 20,000ng/mL Cardiac Myosin, HBsAg, 
HBsAb, HBeAg, HBeAb, HBcAb, syphilis, anti-HIV, anti-H.pylori, MONO, anti-CMV, anti-Rubella and 
anti-Toxoplasmosis positive specimens. The results showed no cross-reactivity. 

Interfering Substances
The following potentially interfering substances were added to cTnI negative and positive specimens.
Acetaminophen:  20 mg/dL                                 Caffeine: 20 mg/dL
Acetylsalicylic Acid:  20 mg/dL                            Gentisic Acid: 20 mg/dL
Ascorbic Acid:  20mg/dL                                      Albumin: 10,500mg/dL
Creatin: 200 mg/dL                                              Hemoglobin 1,000 mg/dL
Bilirubin: 1,000mg/dL                                          Oxalic Acid: 600mg/dL
Cholesterol: 800mg/dL                                        Triglycerides: 1,600mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Adams,et al. Biochemical markers of myocardial injury, Immunoassay Circulation 88:750-763, 1993.
2. Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules bound to the 

cardiac thin filament. J.Biol.Chem. 266:966, 1991.
3. Adams, et al. Diagnosis of Perioperative myocardial infarction with measurements of cardiac 

troponin I. N.Eng.J.Med 330:670, 1994. 
4. Hossein-Nia M, et al. Cardiac troponin I release in heart transplantation. Ann. Thorac. Surg. 61: 227, 

1996.
5. Alpert JS, et al. Myocardial Infarction Redefined, Joint  European Society of Cardiology American 

College of Cardiology: J. Am. Coll. Cardio., 36(3):959, 2000
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  Cardiac Troponin I Rapid Test Cassette
(Whole Blood /Serum/Plasma) 

Package Insert
REF CTI-402 English

A rapid test for the diagnosis of myocardial infarction (MI) to detect cardiac Troponin I(cTnI) qualitatively 
in whole blood, serum or plasma. For professional in vitro diagnostic use only.
【INTENDED USE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic 
immunoassay for the qualitative detection of human cardiac Troponin I in whole blood, serum or plasma 
as an aid in the diagnosis of myocardial infarction (MI).
【SUMMARY】
Cardiac Troponin I (cTnI) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa. 1

Troponin I is part of a three subunit complex comprising of Troponin T and Troponin C. Along with 
tropomyosin, this structural complex forms the main component that regulates the calcium sensitive 
ATPase activity of actomyosin in striated skeletal and cardiac muscle. 2 After cardiac injury occurs, 
Troponin I is released into the blood 4-6 hours after the onset of pain. The release pattern of cTnI is 
similar to CK-MB, but while CK-MB levels return to normal after 72 hours, Troponin I remains elevated 
for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of 
cTnI measurements for the identification of myocardial damage has been demonstrated in conditions 
such as the perioperative period, after marathon runs, and blunt chest trauma. 3 cTnI release has also 
been documented in cardiac conditions other than acute myocardial infarction  (AMI)  such as 
unstable angina, congestive heart failure, and ischemic  damage  due  to coronary  artery  
bypass surgery. 4 Because of its high specificity and sensitivity in the myocardial tissue, Troponin I has 
recently become the most preferred biomarker for myocardial infarction. 5

The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple test that utilizes 
a combination of anti-cTnI antibody coated particles and capture reagent to detect cTnI in whole blood, 
serum or plasma. The minimum detection level is 0.5ng/mL.
【PRINCIPLE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, membrane 
based immunoassay for the detection of cardiac Troponin I(cTnI) in whole blood, serum or plasma. In 
this test procedure, capture reagent is immobilized in the test line region of the test. After specimen is 
added to the specimen area of the cassette, it reacts with anti-cTnI antibody coated colloid gold 
particles in the test. This mixture migrates chromatographically along the length of the test and interacts 
with the immobilized capture reagent. The test format can detect cardiac Troponin I(cTnI) in 
specimens. If the specimen contains cardiac Troponin I(cTnI), a colored line will appear in the test line 
region, indicating a positive result. If the specimen does not contain cardiac Troponin I(cTnI), a colored 
line will not appear in this region, indicating a negative result. To serve as a procedural control, a 
colored line will always appear in the control line region, indicating that proper volume of specimen has 
been added and membrane wicking has occurred.
【REAGENTS】
The test contains anti-cTnI antibody coated colloid gold particles and capture reagent coated on the 
membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Do not use test if pouch is damaged.
• Handle all specimens as if they contain infectious agents. Observe established precautions against 

microbiological hazards throughout all procedures and follow the standard procedures for proper 
disposal of specimens.

• Wear protective clothing such as laboratory coats, disposable gloves and eye protection when 
specimens are assayed.

• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The 
test is stable through the expiration date printed on the sealed pouch. The test must remain in the 
sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】

• The Caridiac Troponin I (Whole Blood/Serum/Plasma) can be performed using whole blood (from 
venipuncture or fingerstick), serum or plasma.

• To collect Fingerstick Whole Blood specimens:
• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
• Massage the hand without touching the puncture site by rubbing down the hand towards the 

fingertip of the middle or ring finger.
• Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
• Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture 

site.
• Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:

• Touch the end of the capillary tube to the blood until filled to approximately 75µL. Avoid 
air bubbles.

• Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the 
whole blood to the specimen area of the test cassette.

• Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
• Position the patient’s finger so that the drop of blood is just above the specimen area of the 

test cassette.
• Allow 3 hanging drops of fingerstick whole blood to fall into the center of the specimen area 

on the test cassette, or move the patient’s finger so that the hanging drop touches the center
of the specimen area. Avoid touching the finger directly to the specimen area.

• Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear non-
hemolyzed specimens.

• Testing should be performed immediately after the specimens have been collected. Do not leave 
the specimens at room temperature for prolonged periods. Serum and plasma specimens may be 
stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C. 

Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 1 day 
of collection. Do not freeze whole blood specimens. Whole blood collected by fingerstick should be 
tested immediately.

• Bring specimens to room temperature prior to testing. Frozen specimens must be completely 
thawed and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.

• If specimens are to be shipped, they should be packed in compliance with local regulations covering 
the transportation of etiologic agents.

【MATERIALS】
Materials provided

• Test Cassettes • Droppers • Buffer • Package insert

Materials required but not provided
• Specimen collection 

Containers
• Centrifuge • Timer

For fingerstick whole blood 
• Lancets • Heparinized capillary tubes and dispensing bulb 

【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C) prior 
to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed 

pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.

For Serum or Plasma specimen: 
• Hold the dropper vertically and transfer 2 drops of serum or plasma (approximately 50 µL) to 

the specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Venipuncture Whole Blood specimen: 
• Hold the dropper vertically and transfer 3 drops of whole blood (approximately 75 µL) to the 

specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Fingerstick Whole Blood specimen: 
• To use a capillary tube: Fill the capillary tube and transfer approximately 75 µL of fingerstick 

whole blood specimen to the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

• To use hanging drops: Allow 3 hanging drops of fingerstick whole blood specimen
(approximately 75 µL) to fall into the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

3. Wait for the colored line(s) to appear. Read results at 10 minutes.  Do not interpret the result after 
20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)

POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another 
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of 
cardiac Troponin I(cTnI) present in the specimen. Therefore, any shade of color in the test line region 
(T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line 
region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural 
techniques are the most likely reasons for control line failure. Review the procedure and repeat the 
test with a new test. If the problem persists, discontinue using the test kit immediately and contact your 
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region(C) is 
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane 
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative 
controls be tested as a good laboratory practice to confirm the test procedure and to verify proper test 
performance.
【LIMITATIONS】
1. The Cardiac Troponin I Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use 

only. This test should be used for the detection of Troponin I in whole blood, serum or plasma 
specimens only. Neither the quantitative value nor the rate of increase in cTnI can be determined 
by this qualitative test.

2. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the 
qualitative level of cTnI in the specimen and should not be used as the sole criteria for the diagnosis 
of myocardial infarction.

3. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot detect less than 
0.5ng/mL of cTnI in pecimens. A negative result at any time does not preclude the possibility of 
myocardial infarction.

4. As with all diagnostic tests, all results must be interpreted together with other clinical information 
available to the physician.

5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF) 
may affect expected results. Even if the test results are positive, further clinical evaluation should 
be considered with other clinical information available to the physician.

6. There is a slight possibility that some whole blood specimens with very high viscosity or which have 
been stored for more than 1 day may not run properly on the test cassette. Repeat the test with a 
serum or plasma specimen from the same patient using a new test cassette.

【EXPECTED VALUES】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a 
leading commercial cTnI EIA test, demonstrating an overall accuracy of 99.1%.
【PERFORMANCE CHARACTERISTICS】

Sensitivity and Specificity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with a 
leading commercial cTnI EIA test using clinical specimens. The results show that the sensitivity of the 
Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is 99.4% and the specificity is 
99.0% relative to the leading EIA test.

Method EIA Total 
ResultCardiac Troponin I Rapid 

Test Cassette (Whole 
Blood/Serum/Plasma)

Results Positive Negative
Positive 172 5 177
Negative 1 472 473

Total Result 173 477 650
Relative sensitivity: 172/173=99.4% (95%CI*: 96.8%~99.9%); 
Relative specificity: 472/477=99.0% (95%CI*: 97.6%~99.7%); 
Accuracy: (172+472)/(172+1+5+472)=99.1%(95%CI*: 98.0%~99.7%).          *Confidence 
Intervals

Precision
Intra-Assay

Within-run precision has been determined by using 15 replicates of five specimens: a negative, cTnI 
1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive. The 
negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 15 independent assays on the same five specimens: 
a negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive specimens. Three different lots of the Cardiac Troponin I Rapid Test Cassette (Whole 
Blood/Serum/Plasma) have been tested over a 3-day period using negative, cTnI 1.0ng/mL positive, 
cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive specimens. The specimens 
were correctly identified >99% of the time.

Cross-reactivity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by 
10,000ng/mL Skeletal Troponin I, 2,000ng/mL Troponin T, 20,000ng/mL Cardiac Myosin, HBsAg, 
HBsAb, HBeAg, HBeAb, HBcAb, syphilis, anti-HIV, anti-H.pylori, MONO, anti-CMV, anti-Rubella and 
anti-Toxoplasmosis positive specimens. The results showed no cross-reactivity. 

Interfering Substances
The following potentially interfering substances were added to cTnI negative and positive specimens.
Acetaminophen:  20 mg/dL                                 Caffeine: 20 mg/dL
Acetylsalicylic Acid:  20 mg/dL                            Gentisic Acid: 20 mg/dL
Ascorbic Acid:  20mg/dL                                      Albumin: 10,500mg/dL
Creatin: 200 mg/dL                                              Hemoglobin 1,000 mg/dL
Bilirubin: 1,000mg/dL                                          Oxalic Acid: 600mg/dL
Cholesterol: 800mg/dL                                        Triglycerides: 1,600mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Adams,et al. Biochemical markers of myocardial injury, Immunoassay Circulation 88:750-763, 1993.
2. Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules bound to the 

cardiac thin filament. J.Biol.Chem. 266:966, 1991.
3. Adams, et al. Diagnosis of Perioperative myocardial infarction with measurements of cardiac 

troponin I. N.Eng.J.Med 330:670, 1994. 
4. Hossein-Nia M, et al. Cardiac troponin I release in heart transplantation. Ann. Thorac. Surg. 61: 227, 

1996.
5. Alpert JS, et al. Myocardial Infarction Redefined, Joint  European Society of Cardiology American 

College of Cardiology: J. Am. Coll. Cardio., 36(3):959, 2000
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 In
 

th
is

 te
st

 p
ro

ce
du

re
, c

ap
tu

re
 re

ag
en

t i
s 

im
m

ob
iliz

ed
 in

 th
e 

te
st
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ne

 re
gi

on
 o

f t
he

 te
st

. A
fte

r s
pe

ci
m

en
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ad

de
d 

to
 t

he
 s

pe
ci

m
en
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re

a 
of
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 c
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se
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it 
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nt
i-c
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I 
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tib

od
y 
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ed
 c
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lo

id
 g
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d 
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cl
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e 
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s 

m
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tu
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 m
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te
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ch

ro
m
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ph

ic
al

ly
 a

lo
ng

 th
e 
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ng
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 o

f t
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st

 a
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te

ra
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s 
w
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he
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m
m

ob
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ed
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 r

ea
ge

nt
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e 

te
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m
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 c
an

 d
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on
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en
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e 
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 c
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d 

lin
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w
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po
si
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 c
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 c
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e 
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t a
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g 
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du
ra

l c
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tro
l, 

a 
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lo
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w
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 re
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at
in
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 p

ro
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 m
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r e
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, d
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 d
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 c
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ro
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w
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 p
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r p
ro

pe
r 

di
sp
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W
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 c
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d 
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en
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Th
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 d
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ar
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in
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 c
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S
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 p
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ra
te
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Th
e 

te
st

 is
 s

ta
bl
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 p
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 p
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 D
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.
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 C
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 c
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 c
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 F
in

ge
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W
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le
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od
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ci
m

en
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•
W
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h 

th
e 

pa
tie

nt
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d 
w
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p 
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d 

w
ar

m
 w

at
er
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r c

le
an

 w
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w
ab

. A
llo
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 d
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e 
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 b
y 
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w
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e 
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e 
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.
•
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e 
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. W
ip

e 
aw
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e 
fir
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n 
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.
•
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en

tly
 ru
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e 
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un
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d 
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op
 o

f b
lo
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 o

ve
r t
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 p
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ur
e 

si
te

.
•

Ad
d 

th
e 

Fi
ng

er
st

ic
k 

W
ho

le
 B

lo
od

 s
pe

ci
m

en
 to

 th
e 

te
st

 b
y 

us
in

g 
a 

ca
pi

lla
ry

 tu
be

:
•

To
uc

h 
th

e 
en

d 
of

 th
e 

ca
pi

lla
ry

 tu
be

 to
 th

e 
bl

oo
d 

un
til

 fi
lle

d 
to

 a
pp

ro
xi

m
at

el
y 
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. A
vo

id
 

ai
r b

ub
bl
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.

•
Pl

ac
e 

th
e 

bu
lb

 o
nt

o 
th

e 
to

p 
en

d 
of

 th
e 
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pi

lla
ry

 tu
be

, t
he
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ue
ez

e 
th

e 
bu

lb
 to

 d
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pe
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e 
th

e 
w

ho
le

 b
lo
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 to

 th
e 

sp
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im
en

 a
re
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of
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e 

te
st

 c
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se
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•

Ad
d 

th
e 

Fi
ng

er
st

ic
k 

W
ho

le
 B

lo
od

 s
pe

ci
m

en
 to

 th
e 

te
st

 b
y 

us
in

g 
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ng
in

g 
dr

op
s:

•
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si
tio

n 
th

e 
pa

tie
nt

’s
 fi

ng
er

 s
o 

th
at

 th
e 

dr
op

 o
f b

lo
od

 is
 ju

st
 a

bo
ve

 th
e 

sp
ec

im
en

 a
re

a 
of

 th
e 

te
st

 c
as

se
tte

.
•

Al
lo

w
 3

 h
an

gi
ng

 d
ro

ps
 o

f f
in

ge
rs

tic
k 

w
ho

le
 b

lo
od

 to
 fa

ll 
in

to
 th

e 
ce

nt
er

 o
f t

he
 s

pe
ci

m
en

 a
re

a 
on

 th
e 

te
st

 c
as

se
tte

, o
r m

ov
e 

th
e 

pa
tie

nt
’s

 fi
ng

er
 s

o 
th

at
 th

e 
ha

ng
in

g 
dr

op
 to

uc
he

s 
th

e 
ce

nt
er

of
 th

e 
sp

ec
im

en
 a

re
a.

 A
vo

id
 to

uc
hi

ng
 th

e 
fin

ge
r d

ire
ct

ly
 to

 th
e 

sp
ec

im
en

 a
re

a.
•

Se
pa

ra
te

 s
er

um
 o

r p
la

sm
a 

fro
m

 b
lo

od
 a

s 
so

on
 a

s 
po

ss
ib

le
 to

 a
vo

id
 h

em
ol

ys
is

. U
se

 o
nl

y 
cl

ea
r n

on
-

he
m

ol
yz

ed
 s

pe
ci

m
en

s.
•

Te
st

in
g 

sh
ou

ld
 b

e 
pe

rfo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r t

he
 s

pe
ci

m
en

s 
ha

ve
 b

ee
n 

co
lle

ct
ed

. D
o 

no
t l

ea
ve

 
th

e 
sp

ec
im

en
s 

at
 ro

om
 te

m
pe

ra
tu

re
 fo

r p
ro

lo
ng

ed
 p

er
io

ds
. S

er
um

 a
nd

 p
la

sm
a 

sp
ec

im
en

s 
m

ay
 b

e 
st

or
ed

 a
t 2

-8
°C

 fo
r u

p 
to

 3
 d

ay
s.

 F
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 lo
ng

 te
rm

 s
to

ra
ge

, s
pe

ci
m

en
s 

sh
ou

ld
 b

e 
ke

pt
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el
ow
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°C
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W
ho

le
 b

lo
od

 c
ol

le
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ed
 b

y 
ve

ni
pu
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tu

re
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ho
ul

d 
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d 
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-8
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 th

e 
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st
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e 
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n 
w

ith
in
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da

y 
of

 c
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le
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n.
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o 

no
t f

re
ez
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w

ho
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 b
lo
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 s

pe
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m
en

s.
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ho
le

 b
lo

od
 c

ol
le

ct
ed

 b
y 

fin
ge
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tic

k 
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 b
e 

te
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ed
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m
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te
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Br

in
g 
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im
en
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m
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 p
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r 
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ro
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n 
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m
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 c
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el
y 

th
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 w
el

l p
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r t
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in
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 S
pe

ci
m

en
s 

sh
ou

ld
 n

ot
 b

e 
fro

ze
n 

an
d 

th
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ed
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.
•
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ec
im

en
s 
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e 
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e 
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ip
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 th
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ho
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d 
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 c
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w
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 c
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g 

th
e 

tra
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 p
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C
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 c
ap

illa
ry

 tu
be

s 
an

d 
di

sp
en

si
ng

 b
ul

b 
【

D
IR

EC
TI

O
N

S 
FO

R
 U

SE
】

A
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w
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te
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ci

m
en
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uf

fe
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an
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or
 c
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ea
ch
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oo

m
 te

m
pe
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tu

re
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) p
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st
in
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 b
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en
in
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 c
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 p
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e.
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th
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l s
ur

fa
ce

.
Fo

r S
er

um
 o

r P
la

sm
a

sp
ec

im
en

: 
•

H
ol

d 
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r v
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r p
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 d
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.
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 d
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 b
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 s
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ra
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  Cardiac Troponin I Rapid Test Cassette
(Whole Blood /Serum/Plasma) 

Package Insert
REF CTI-402 English

A rapid test for the diagnosis of myocardial infarction (MI) to detect cardiac Troponin I(cTnI) qualitatively 
in whole blood, serum or plasma. For professional in vitro diagnostic use only.
【INTENDED USE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic 
immunoassay for the qualitative detection of human cardiac Troponin I in whole blood, serum or plasma 
as an aid in the diagnosis of myocardial infarction (MI).
【SUMMARY】
Cardiac Troponin I (cTnI) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa. 1

Troponin I is part of a three subunit complex comprising of Troponin T and Troponin C. Along with 
tropomyosin, this structural complex forms the main component that regulates the calcium sensitive 
ATPase activity of actomyosin in striated skeletal and cardiac muscle. 2 After cardiac injury occurs, 
Troponin I is released into the blood 4-6 hours after the onset of pain. The release pattern of cTnI is 
similar to CK-MB, but while CK-MB levels return to normal after 72 hours, Troponin I remains elevated 
for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of 
cTnI measurements for the identification of myocardial damage has been demonstrated in conditions 
such as the perioperative period, after marathon runs, and blunt chest trauma. 3 cTnI release has also 
been documented in cardiac conditions other than acute myocardial infarction  (AMI)  such as 
unstable angina, congestive heart failure, and ischemic  damage  due  to coronary  artery  
bypass surgery. 4 Because of its high specificity and sensitivity in the myocardial tissue, Troponin I has 
recently become the most preferred biomarker for myocardial infarction. 5

The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple test that utilizes 
a combination of anti-cTnI antibody coated particles and capture reagent to detect cTnI in whole blood, 
serum or plasma. The minimum detection level is 0.5ng/mL.
【PRINCIPLE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, membrane 
based immunoassay for the detection of cardiac Troponin I(cTnI) in whole blood, serum or plasma. In 
this test procedure, capture reagent is immobilized in the test line region of the test. After specimen is 
added to the specimen area of the cassette, it reacts with anti-cTnI antibody coated colloid gold 
particles in the test. This mixture migrates chromatographically along the length of the test and interacts 
with the immobilized capture reagent. The test format can detect cardiac Troponin I(cTnI) in 
specimens. If the specimen contains cardiac Troponin I(cTnI), a colored line will appear in the test line 
region, indicating a positive result. If the specimen does not contain cardiac Troponin I(cTnI), a colored 
line will not appear in this region, indicating a negative result. To serve as a procedural control, a 
colored line will always appear in the control line region, indicating that proper volume of specimen has 
been added and membrane wicking has occurred.
【REAGENTS】
The test contains anti-cTnI antibody coated colloid gold particles and capture reagent coated on the 
membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Do not use test if pouch is damaged.
• Handle all specimens as if they contain infectious agents. Observe established precautions against 

microbiological hazards throughout all procedures and follow the standard procedures for proper 
disposal of specimens.

• Wear protective clothing such as laboratory coats, disposable gloves and eye protection when 
specimens are assayed.

• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The 
test is stable through the expiration date printed on the sealed pouch. The test must remain in the 
sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】

• The Caridiac Troponin I (Whole Blood/Serum/Plasma) can be performed using whole blood (from 
venipuncture or fingerstick), serum or plasma.

• To collect Fingerstick Whole Blood specimens:
• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
• Massage the hand without touching the puncture site by rubbing down the hand towards the 

fingertip of the middle or ring finger.
• Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
• Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture 

site.
• Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:

• Touch the end of the capillary tube to the blood until filled to approximately 75µL. Avoid 
air bubbles.

• Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the 
whole blood to the specimen area of the test cassette.

• Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
• Position the patient’s finger so that the drop of blood is just above the specimen area of the 

test cassette.
• Allow 3 hanging drops of fingerstick whole blood to fall into the center of the specimen area 

on the test cassette, or move the patient’s finger so that the hanging drop touches the center
of the specimen area. Avoid touching the finger directly to the specimen area.

• Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear non-
hemolyzed specimens.

• Testing should be performed immediately after the specimens have been collected. Do not leave 
the specimens at room temperature for prolonged periods. Serum and plasma specimens may be 
stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C. 

Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 1 day 
of collection. Do not freeze whole blood specimens. Whole blood collected by fingerstick should be 
tested immediately.

• Bring specimens to room temperature prior to testing. Frozen specimens must be completely 
thawed and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.

• If specimens are to be shipped, they should be packed in compliance with local regulations covering 
the transportation of etiologic agents.

【MATERIALS】
Materials provided

• Test Cassettes • Droppers • Buffer • Package insert

Materials required but not provided
• Specimen collection 

Containers
• Centrifuge • Timer

For fingerstick whole blood 
• Lancets • Heparinized capillary tubes and dispensing bulb 

【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C) prior 
to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed 

pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.

For Serum or Plasma specimen: 
• Hold the dropper vertically and transfer 2 drops of serum or plasma (approximately 50 µL) to 

the specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Venipuncture Whole Blood specimen: 
• Hold the dropper vertically and transfer 3 drops of whole blood (approximately 75 µL) to the 

specimen area, then add 1 drops of buffer (approximately 40 µL), and start the timer. See 
illustration below.

For Fingerstick Whole Blood specimen: 
• To use a capillary tube: Fill the capillary tube and transfer approximately 75 µL of fingerstick 

whole blood specimen to the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

• To use hanging drops: Allow 3 hanging drops of fingerstick whole blood specimen
(approximately 75 µL) to fall into the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 µL) and start the timer. See illustration below.

3. Wait for the colored line(s) to appear. Read results at 10 minutes.  Do not interpret the result after 
20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)

POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another 
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of 
cardiac Troponin I(cTnI) present in the specimen. Therefore, any shade of color in the test line region 
(T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line 
region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural 
techniques are the most likely reasons for control line failure. Review the procedure and repeat the 
test with a new test. If the problem persists, discontinue using the test kit immediately and contact your 
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region(C) is 
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane 
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative 
controls be tested as a good laboratory practice to confirm the test procedure and to verify proper test 
performance.
【LIMITATIONS】
1. The Cardiac Troponin I Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use 

only. This test should be used for the detection of Troponin I in whole blood, serum or plasma 
specimens only. Neither the quantitative value nor the rate of increase in cTnI can be determined 
by this qualitative test.

2. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the 
qualitative level of cTnI in the specimen and should not be used as the sole criteria for the diagnosis 
of myocardial infarction.

3. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot detect less than 
0.5ng/mL of cTnI in pecimens. A negative result at any time does not preclude the possibility of 
myocardial infarction.

4. As with all diagnostic tests, all results must be interpreted together with other clinical information 
available to the physician.

5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF) 
may affect expected results. Even if the test results are positive, further clinical evaluation should 
be considered with other clinical information available to the physician.

6. There is a slight possibility that some whole blood specimens with very high viscosity or which have 
been stored for more than 1 day may not run properly on the test cassette. Repeat the test with a 
serum or plasma specimen from the same patient using a new test cassette.

【EXPECTED VALUES】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a 
leading commercial cTnI EIA test, demonstrating an overall accuracy of 99.1%.
【PERFORMANCE CHARACTERISTICS】

Sensitivity and Specificity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with a 
leading commercial cTnI EIA test using clinical specimens. The results show that the sensitivity of the 
Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is 99.4% and the specificity is 
99.0% relative to the leading EIA test.

Method EIA Total 
ResultCardiac Troponin I Rapid 

Test Cassette (Whole 
Blood/Serum/Plasma)

Results Positive Negative
Positive 172 5 177
Negative 1 472 473

Total Result 173 477 650
Relative sensitivity: 172/173=99.4% (95%CI*: 96.8%~99.9%); 
Relative specificity: 472/477=99.0% (95%CI*: 97.6%~99.7%); 
Accuracy: (172+472)/(172+1+5+472)=99.1%(95%CI*: 98.0%~99.7%).          *Confidence 
Intervals

Precision
Intra-Assay

Within-run precision has been determined by using 15 replicates of five specimens: a negative, cTnI 
1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive. The 
negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 15 independent assays on the same five specimens: 
a negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL 
positive specimens. Three different lots of the Cardiac Troponin I Rapid Test Cassette (Whole 
Blood/Serum/Plasma) have been tested over a 3-day period using negative, cTnI 1.0ng/mL positive, 
cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive specimens. The specimens 
were correctly identified >99% of the time.

Cross-reactivity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by 
10,000ng/mL Skeletal Troponin I, 2,000ng/mL Troponin T, 20,000ng/mL Cardiac Myosin, HBsAg, 
HBsAb, HBeAg, HBeAb, HBcAb, syphilis, anti-HIV, anti-H.pylori, MONO, anti-CMV, anti-Rubella and 
anti-Toxoplasmosis positive specimens. The results showed no cross-reactivity. 

Interfering Substances
The following potentially interfering substances were added to cTnI negative and positive specimens.
Acetaminophen:  20 mg/dL                                 Caffeine: 20 mg/dL
Acetylsalicylic Acid:  20 mg/dL                            Gentisic Acid: 20 mg/dL
Ascorbic Acid:  20mg/dL                                      Albumin: 10,500mg/dL
Creatin: 200 mg/dL                                              Hemoglobin 1,000 mg/dL
Bilirubin: 1,000mg/dL                                          Oxalic Acid: 600mg/dL
Cholesterol: 800mg/dL                                        Triglycerides: 1,600mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Adams,et al. Biochemical markers of myocardial injury, Immunoassay Circulation 88:750-763, 1993.
2. Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules bound to the 

cardiac thin filament. J.Biol.Chem. 266:966, 1991.
3. Adams, et al. Diagnosis of Perioperative myocardial infarction with measurements of cardiac 

troponin I. N.Eng.J.Med 330:670, 1994. 
4. Hossein-Nia M, et al. Cardiac troponin I release in heart transplantation. Ann. Thorac. Surg. 61: 227, 

1996.
5. Alpert JS, et al. Myocardial Infarction Redefined, Joint  European Society of Cardiology American 

College of Cardiology: J. Am. Coll. Cardio., 36(3):959, 2000
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 c
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r c
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 b
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f b
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 p
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 b
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 d
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 b
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f b
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 c
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 d
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 c
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r p
la

sm
a 

fro
m

 b
lo

od
 a

s 
so

on
 a

s 
po

ss
ib

le
 to

 a
vo

id
 h
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 b

e 
pe

rfo
rm

ed
 im

m
ed

ia
te

ly
 a

fte
r t

he
 s

pe
ci

m
en

s 
ha

ve
 b
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. D
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r p
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 p
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 C
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f d
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 c
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 c
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 c
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l t
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t p
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, c
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 re
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 c
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 m
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ra
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