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ADVANCED

(Blood)
FOR IN VITRO DIAGNOSTIC USE ONLY

INTENDED USE

The iCARE Anti-HCV Home Use Rapid Test Kit (Blood) is a colloidal gold enhanced,
rapid immunochromatographic assay for the qualitative detection of antibodies to
hepatitis ¢ virus (hcv) in human whole blood, serum or plasma. This test is a screening
test and all positives must be confirmed using an alternate test such as western blot.
The test is intended for field and professional use only.

SUMMARY AND EXPANATION OF THE TEST

The assay starts with a sample applied to the sample well and add provided
sample diluent immediately. The HCV antigen colloidal gold conjugate embedded
in the sample pad reacts with the HCV antibody present in blood; serum or plasma
sample forming conjugate/HCV antibody complex. As the mixture is allowed to
migrate along the test strip, the conjugate/HCV antibody complex is captured by a
recombinant HCV antigen which contains core, NS3, NS4, NS5 immobilized on a
membrane forming a colored test band in the test region. A negative sample does not
produce a test line due to the absence of colloidal gold conjugate/HCV antibody
complex. The antigens used in the test are recombinant proteins corresponding to
highly immunoreactive regions of HCV. A colored control band in the control region
appears at the end of test procedure regardless of test result. This control band is
the result of colloidal gold conjugate binding to an anti-HCV antibody immobilized on

the membrane. The control line indicates that the colloidal gold conjugate is functional.

The absence of the control band indicates that the test is invalid.

MATERIALS PROVIDED

Each Kit Contains:

« Test cards individually foil pouched with a desiccant.
« Plastic dropper

« Sample diluent

« Safety lancet

« Alcohol swab

« Package insert

MATERIALS REQUIRED BUT NOT PROVIDED
« Positive and negative controls

STORAGE CONDITIONS
« All the kit reagents must be stored at 2-30°C in the sealed pouch and under dry
conditions until expiration date.

WARNINGS AND PRECAUTIONS

For in vitro diagnostic use only.

2. Treat all samples as though potentially infectious.

3. Wear gloves and protective clothing when handling samples.

4. Operate according to standard safety precautions when dispose biohazardous
materials.

Clean and disinfect all spills of samples using a suitable disinfectant, such as 1%
Sodium Hypochlorite.

6. Sterilize all kit reagents used in this assay prior to disposal.

7. Do not use kit reagents beyond their expiration dates.

8. Do not interchange kit reagents from different lots.
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. Do not re-use the test card or any single use accessories.
0. Do not use the test card that has become wet or if the foil pouch is damaged.

ASSAY PROCEDURES FOR FINGER BLOOD

1. Bring the Anti-HCV test card, sample diluent, alcohol swab, safety lancet, plastic
dropper to room temperature.

2. Take out the test card from the sealed pouch.

3. To perform the test, please follow the steps closely as follow (from picture 1 to
picture 8).
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Tear open the
aboohol Prep Pad.

remaove the clear
Protectve cap of
the lancet.
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Clean the its ares
of the finger.

Fuzh gently
Against test site.

Draw up the
Blood with plastic
Fipette.

dd two drops
[20 pL} of blood to
the “=" well.

Add two drops [BD-
100 pL) of mample
dilvent to the “s
well.

interpret the result
at 15 minutes. Don't
interpret  after 20
minutes.

ASSAY PROCEDURE FOR VENOUS BLOOD COLLECTED BY REGULAR
CLINICAL LABORATORY PROCEDURES

SAMPLE COLLECTION

VENIPUNCTURE WHOLE BLOOD

1. Use standard venous phlebotomy procedure to collect a whole blood sample by a
tube containing any of the following anticoagulants: EDTA, heparin, or sodium
citrate. Other anticoagulants have not been tested and may give an incorrect result.

If the samples are not tested at the time of collection, the whole blood can be stored
at 2-8°C for 3 days. Before testing, mix the blood tube gently by inversion several
times to ensure a homogeneous sample.

2. Pick up an unused sample collection plastic dropper to collect the drop of blood.

3. Using the blood samples in the long-term keeping more than 3 days may cause non-
specific reaction.

SERUM OR PLASMA

1. SERUM

Use the standard venous phlebotomy procedure to collect a whole blood sample by a

tube NOT containing any of the following anticoagulants: EDTA, heparin, or sodium

citrate. Leave to settle for 30 minutes for blood coagulation and then centrifuge the
blood to get serum sample of supernatant.

2. PLASMA

Use the standard venous phlebotomy procedure to collect a whole blood sample by a

tube containing any of the following anticoagulants: EDTA, heparin, or sodium citrate.

And then centrifuge the blood to get a plasma sample.

Note:

1. If serum or plasma samples are not tested immediately, they should be refrigerated
at 2-8°C. For storage period longer than 7days, freezing is recommended. Please
bring the samples to room temperature before testing.

2. Serum or plasma samples containing a precipitate may yield inconsistent test results.
Such samples must be clarified before testing.

ASSAY PROCEDURES

1. Bring all reagents and specimens to room temperature.

2. Remove the test card from the foil pouch and place on a clean dry surface.

3. Identify the test card for each specimen or control.

4. Dispense two drops (20ul) of sample or control into the sample well on the card
using the plastic dropper provided, then add two drops of sample diluent into the
same well.

5. Interpret test results at 15 minutes.

Caution: Use a clean capillary tube or pipette tip for every sample to avoid cross-
contamination.

READING THE TET RESULT

Do not interpret test result after 20 minutes

1. Positive: A purplish test band appearing in the test region indicates a positive result.
The lower the concentration is, the weaker the test band may be.

2. Negative: The absence of a purplish test band in the test region indicates a negative
result.

3. Invalid: There should always be a purplish control band in the control region
regardless of test result. If control band is not seen, the test is considered invalid
and should be repeated using a new test card.
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Positive NegativeInvalid Invalid

PERFORMANCE CHARACTERISTICS
Clinical performance compared to ELISA: anti-HCV antibodies

ELISA
Anti-HCV
Rapid Test
Positive Negative Total
Positive 559 1 560
Negative 1 599 600
Total 560 600 1160

Sensitivity: 99.82% = 559/560 (95% CI: 99.00%~99.97%)
Specificity: 99.83% = 599/600 (95% ClI: 99.06%~99.97%)
Accuracy: 99.82% = (559+599)/1160 (95% CI: 99.37%~99.95%)
LIMITATIONS

The test is for in-vitro diagnostic use only.
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