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PRODUCT CODE 
RT004 

 

INTENDED USE 
The Troponin I Rapid Test Device (Whole Blood/Serum/Plasma) is a rapid vis-

ual immunoassay for the qualitative presumptive detection of cardiac Troponin 

I in human whole blood, serum, or plasma specimens. This kit is intended to be 

used as an aid in the diagnosis of myocardial infarction (MI). 

PRINCIPLE 

The Troponin I Rapid Test Device (Whole Blood/Serum/Plasma) has been 

designed to detect cardiac Troponin I through visual interpretation of color 

development in the strip. The membrane was immobilized with anti-cTnI 

antibodies on the test region. 

During the test, the specimen is allowed to react with colored anti-cTnI 

antibodies colloidal gold conjugates, which were precoated on the sample pad 

of the test. The mixture then moves on the membrane by a capillary action, and 

interact with reagents on the membrane. If there were enough cTnI in 

specimens, a colored band will form at the test region of the membrane. 

Presence of this colored band indicates a positive result, while its absence 

indicates a negative result. Appearance of a colored band at the control region 

serves as a procedural control. This indicates that proper volume of specimen 

has been added and membrane wicking has occurred. 

MATERIALS SUPPLIED  

Test devices 
Buffer 
Disposable Droppers 

ADDITIONAL REQUIREMENTS 
1. Clock or Timer 

2. Specimen collection containers. 

3. Centrifuge (for plasma only) 

REAGENT STORAGE AND STABILITY 

All reagents are ready to use as supplied. Store unused test device unopened at 

2°C-30°C. If stored at 2°C-8°C, ensure that the test device is brought to room 

temperature before opening. The test is not stable out of the expiration date 

printed on the sealed pouch. Do not freeze the kit or expose the kit over 30°C. 

SPECIMEN AND SAMPLE PREPARATION 

• The Troponin I Rapid Test Device (Whole Blood/Serum/Plasma) is in-
tended only for use with human whole blood, serum, or plasma speci-
mens. 

• Only clear, non-hemolyzed specimens are recommended for use with this 
test. 

• Serum or plasma should be separated with soonest possible opportunity to 
avoid hemolysis. 

• Perform the testing immediately after the specimen collection. Do not 
leave the specimens at room temperature for prolonged periods. Speci-
mens may be stored at 2-8°C for up to 3 days. For long term storage, spec-
imens should be kept below -20°C. 
Bring specimens to room temperature prior to testing. Frozen speci-

mens must be completely thawed and mixed well prior to testing. 

Avoid repeated freezing and 

• Pack the specimens in compliance with applicable regulations for trans-
portation of etiological agents, in case they need to be shipped. 

• Icteric, lipemic, hemolysed, heat treated and contaminated sera may cause 
erroneous results. 

• There is a slight possibility that some whole blood specimens with very 
high viscosity or which have been stored for more than 2 days may not run 
properly on the test device. Repeat the test with a serum or plasma specimen 
from the same patient using a new test device. 

PROCEDURE 

Allow test device, specimen, buffer and/or controls to equilibrate to room 

temperature (15-30°C) prior to testing. 

1. Remove the test from its sealed pouch, and place it on a clean, level sur-

face. Label the device with patient or control identification. To obtain a 

best result, the assay should be performed within one hour. 

2. Transfer 2 drops of serum or plasma to the specimen well of the de-

vice with a disposable pipette provided in the kit, and then start the 

timer. 

OR 

Transfer 3 drops of whole blood specimen to the specimen well of the 
device with a disposable pipette provided in the kit, then add 1 drop of 

buffer, and start the timer. 
OR 
Allow 3 hanging drops of finger stick whole blood specimen to fall into the  

centre of the specimen well (S) on the device, then add 1 drop of buffer, and 

start the timer. Avoid trapping air bubbles in the specimen well (S), and do 

not drop any solution in observation window. 

As the test begins to work, you will see colour move across the membrane. 

Wait for the colored band(s) to appear. The result should be read at 10 

minutes. Do not interpret the result after 20 minutes. 

 

RESULTS 
POSITIVE: Two colored bands appear on the membrane. One band appears in 

the control region (C) and another band appears in the test region (T). 

NEGATIVE: Only one colored band appears in the control region (C). No 

apparent colored band appears in the test region (T). 

INVALID: Control band fails to appear. Results from any test which has not 

produced a control band at the specified reading time must be discarded. 

Please review the procedure and repeat with a new test. If the problem persists, 

discontinue using the kit immediately and contact your local distributor. 

NOTE 

 Insufficient specimen volume, incorrect operation procedure, or performing 

expired tests are the most likely reasons for control band failure. 

SYMBOLS OB LABEL 
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