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Rapid HIV Test Kit

This package insert must be read carefully prior to using
the product. Accuracy of test results cannot be
guaranteed if there are deviations from the enclosed
instructions.

PACKAGING FORMAT
- Box of 50 tests

INTENDED USE

Rapid HIV test kit can detect antibodies to HIV-1 and/or
HIV-2 in serum, plasma. It can be used in blood
donation, general public health, emergency, blood
transfusion and remote area without proper equipment.

BIOLOGICAL PRINCIPLES OF THE TEST

Human immunodeficiency virus (HIV) causes acquired
immunodeficiency syndrome (AIDS). Infection with HIV-1
and/ or HIV-2 results in the production of the
corresponding HIV antibodies. Therefore, tests that
detect HIV-1/HIV-2 antibodies provide the means to
identify HIV infected individuals.*? Rapid HIV Test Kit
utilizes synthetic peptides corresponding to conserved
regions of the HIV-1 and HIV-2 env genomes for the
qualitative detection of antibodies to HIV-1 group M & O
and/or HIV-2. Sample is added to the reaction zone. A
conjugate cap contains the indicator reagent, producing a
colorimetric reaction that can be easily visualized and
interpreted. An integrated vertical red procedural control
line appears to indicate that the reagent and test
components are functioning properly and that the test
procedure has been performed correctly. When the
conjugate binds to the HIV antibodies, a horizontal test
line also appears. In the absence of HIV antibodies, only
the procedural control line appears.

CONTENTS
Box of 50 Tests (Serum/Plasma only)
50 test cartridges
50 conjugate caps
50 disposable pipettes
1 Buffer solution (30 mL)
. Positive and Negative control pack
50 vials of pre-aliquoted diluent buffer can be requested
from the manufacturer for previously frozen serum or
plasma samples.

STORAGE CONDITION AND EXPIRY DATE

The Rapid HIV Test Kit should be stored in a cool dry
area protected from direct sunlight, heat and moisture.
Do not freeze.

Expiry Date: 24 months

EQUIPMENT REQUIRED
No additional equipments are required.

SPECIMEN COLLECTION

For Serum/Plasma

Plasma obtained using anticoagulants such as EDTA,
heparin, or sodium citrate is suitable for testing. Serum or
plasma specimens may be shipped overnight at ambient
temperature.

However, if the transit time is expected to exceed 24
hours and the ambient temperature is >35°C, specimens
should be shipped under refrigeration. If specimens
cannot be tested upon receipt, they can be stored under
refrigeration (2 to 8°C) for up to 5 days. For alonger delay
in testing, specimens should be stored frozen (< -20°C).
Avoid multiple freeze thaw cycles.
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INSTRUCTIONS

Please read the following items carefully before

performlng the test.
Read this instruction sheet completely and
carefully prior to use of the Rapid HIV Test Kit. If
the directions are not followed exactly, inaccurate
test results may occur.

* Do not use after the expiration date printed on the
outside box or on the pouch

e Store in a dry place at 2-30°C

* Keep out of reach of children

e For in vitro diagnostic use only. Not to be taken
internally

« Do not open the pouch until you are ready to start
the test

« Dispose with care for all test kit materials after use

DIRECTIONS FOR USE
GENERAL PREPARATION

1. Remove the mylar pouch from the box."
2. Using the notched corners, tear open the Mylar
pouch (both compartments). Place all

components on a clean, flat surface. Remove the
cap from the Diluent Buffer vial (Red colour cap)
and place onto a clean, flat surface.

3. Ensure the blue Specimen Filtration Unit is placed
firmly in the well of the white plastic Test Cartridge.

TESTING PROCEDURE

e All solutions must be completely absorbed
into the test membrane before proceeding
to the next step in the testing procedure.

e Once the assay has been started, all
subsequent steps should be completed
without interruption.

e Perform the test on a flat work surface.

e Read the test results immediately. Failure
to do so may result in inaccurate test
results.

FOR FRESHLY COLLECTED SERUM/PLASMA

1. Add 3 drops of Buffer to the center of the test
cartridge.

*2. Using a disposable pipette, add one drop of test
sample. Discard pipette.

3. Place a conjugate cap on the test cartridge and add
12 drops of buffer. Remove the conjugate cap after
the solution has been absorbed. Read result.

*NOTE: If the specimen is cloudy or containing
particulate, pipette 50 pL of test sample into the pre
aliquoted diluent buffer vial (requested from
manufacturer) and mix gently. Using a disposable
pipette, add the entire contents of the vial dropwise onto
the test cartridge. Allow the solution to be completely
absorbed. Proceed to Step 3 above.

QUALITY CONTROL

To insure assay validity, a procedural control is
incorporate in the device. If there is no procedural control
line under the C, and even if the line appears adjacent to
the T, the test is invalid and should be repeated with a
new Rapid HIV Test Kit.

HOW TO READ THE TEST RESULTS

You Probably Are Not Exposed to HIV-1 and/or HIV-2
The presence of one red line in the control region (C) means
you probably are not exposed to HIV-1 and/or HIV-2. If the
symptoms still persist or there is reason to be concern, repeat
the procedure with another Rapid HIV Test Kit or consult your
doctor.
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You might be exposed to HIV-1 or HIV-2

The presence of two red lines in both the test region (T) and
control region (C) means you might be exposed to HIV-1
and/or HIV-2. One line may be lighter than the other, and
they do not have to match. It means that HIV-1 and/or HIV-
2 antibodies are probably present in your blood. Visit your
doctor as soon as possible.
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Invalid Result

The result is invalid if no red line appears in the control
region (C), even if a line appears in the test region (T). Also,
the presence of a broken line under the (C) indicates that
there has been a problem, either with the test device or the
specimen, during the Testing Procedure. You should repeat
the procedure with a new Rapid HIV TestKit. If the problem
persists, contact your local distributor.
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LIMITATIONS OF THE PROCEDURE

The procedure must be followed as directed to obtain
accurate results.

The intensity of the test line does not necessarily correlate
to the titre of antibody in the specimen.

No serological test can provide absolute assurance that a
specimen does not contain the low level of HIV- 1/-2
antibodies present at an early stage of infection.

A negative result therefore does not exclude the
possibility of exposure to or infection with HIV-1/2 viruses.

All positive specimens must be confirmed by supplemental

testing.

PERFORMANCE CHARACTERISTICS
Sensitivity

The sensitivity of the Rapid HIV Test Kit for the detection of
antibodies to HIV-1 group M subtypes was determined to be 100%.
The Rapid HIV Test Kit showed 100% sensitivity when 10 confirmed
HIV-1 group O specimens were tested. The sensitivity of the Rapid
HIV Test Kit for HIV-2 antibodies was determined to be 100% when
99 Western blot confirmed HIV-2 positive specimens were tested
(Table 1). The overall sensitivity of the Rapid HIV Test Kit t was
99.93% when 2036 Western blot confirmed HIV-1 positive

specimens (different clades) were tested (Table 2).

Table 1 Sensitivity of Rapid HIV Test Kit with HIV-1 group M,
group O and HIV-2

Specimen Number Rapid HIV Test Kit
(group, clade) of Samples Sensitivity (%)

HIV-1 (M,A) 8 100
HIV-1 (M,B) 58 100
HIV-1 (M,C) 19 100
HIV-1 (M,D) 4 100
HIV-1 (M,E) 3 100
HIV-1 (M,F) 3 100
HIV-1 (M,G) 1 100
HIV-1 (0) 10 100
HIV-2 99 100

Table 2 Sensitivity of Rapid HIV Test Kit with

revalent HIV-1 clades by region
Number of Rapid HIV Test Kit
Country Prevalence Samples Sensitivity (%)
Canada B 836 99.76
India CAB 20 100
Peru B,F 20 100
Tanzania C,AD 14 100
Thailand E.B 20 100
Trinidad B 20 100
United
States B 1105 99.73

Specificity

The overall specificity of the Rapid HIV Test Kit was
99.31% when 15,420 HIV-1/HIV-2 negative specimens
were tested.

Reproducibility

There were neither intra- or inter-observer variations nor
intra- or inter-lot variations, and the reproducibility of the
Rapid HIV Test Kit was found to be 100%.

Comparability with a FDA Approved Rapid HIV Test
The Rapid HIV Test Kit showed 100% concordance with
the FDA approved SUDS rapid HIV test (Table 3).

Table 3 Comparative Study between Rapid HIV Test
Kit and SUDS

SUDS Rapid HIV Test Kit Result
result + - Total
- 50 0 50
0 150 150
total 50 150 200

Interference Study

Interference study was performed on 400 specimens
and the results indicated that EDTA, heparin sodium
citrate and elevated analytes AST (range 96 — 1764
U/L), ALT (136 — 2296 U/L), ALP (297 — 550 U/L), total
bilirubin (34 — 65 pmol/L), LD (350 — 600 U/L) and Uric
acid (600 — 940 pmol/L) did not interfere with the test.

PRODUCT WARRANTY

MedMira Laboratories Inc. guarantees the quality of this
product if stored and used as stipulated. Any component
of the kit found to be defective shall be replaced free of
charge upon return of the defective product. MedMira
Laboratories Inc. disclaims any implied warranty of
merchantability or fitness for a particular purpose, and in
no event shall the MedMira Laboratories Inc. be liable
for consequent damage.
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