SBio HIV Test

Rapid test for detection and differentiation of antibodies to HIV-1 and HIV-2 in serum
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INTRODUCTION
SBio HIV Test is intended to be used for simultaneous and differential
detection of antibodies to HIV-1 and HIV-2 virus in human serum. For
Professional use.

SUMMARY

SBio HIV Test is a third generation immunochromatographic method for
simultaneous and differential detection of antibodies to HIV 1 and 2 virus in
human serum. Highly purified antigens gp 41-120 and 'O’ fusion polypeptide
representing HIV-1 and synthetic peptide gp 36 representing HIV-2 are
stripped on the membrane as two separate test bands. An assay control
forms the third band. Similar antigens are also coated on colloidal gold.

PRINCIPLE

The membrane of SBio HIV Test is stripped separately with HIV 1 and 2
specific antigens and a reagent control. Specimen is added and allowed to
move along the membrane. Any antibodies, if present, bind to their respective
antigens coated on the colloidal gold forming an antibody-antigen gold
complex. This complex moves along the membrane and gets captured by the
HIV specific antigens coated on the membrane forming a red/purple coloured
band. The unbound material moves to the other end of the membrane where
goat anti-rabbit IgG captures rabbit IgG gold forming the control band.

REAGENTAND MATERIALS SUPPLIED

SBio HIV Testkit has the following components:

. Device: Stripped with HIV 1 and 2 specific antigens and goat anti rabbit
IgG along with HIV specific antigen and rabbit IgG gold conjugate.
Individually pouched along with sample dropper and desiccant.

Sample running buffer: Tris buffer with 1.5% Tween 20 and 0.1%sodium
azide.

. Package insert.
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STORAGE AND STABILITY

The sealed pouches in the test kit and the sample running buffer may be
stored between 4° C to 30° C for the duration of the shelf life as indicated on
the pouch and the vial. After first opening of the sample running buffer vial, the
buffer is stable until the expiry date, if kept at4° C to 30° C. Do not freeze the kit
orcomponents.

NOTES

. Forinvitro diagnostic use only. NOT FOR MEDICINAL USE.

. Donotuse beyond expiry date.

. Donotreuse the test device.

. Readtheinstructions carefully before performing the test.

. Handle all specimens as potentially infectious.

. Follow standard biosafety guidelines for handling and disposal of
potentially infective material.

Sample running buffer contains sodium azide (0.1%), avoid skin contact
with this reagent. Azide may react with lead and copper in the plumbing
and form highly explosive metal oxides. Flush with large volumes of water
to prevent azide build-up in the plumbing. Local regulations for safe
disposal should be followed.
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8. If the colour of the desiccant has turned from blue to white at the time of
opening the pouch, another test device mustbe run.

SPECIMEN COLLECTION AND PREPARATION
. No prior preparation of the patient is required.

2. Collect blood specimen by veinpuncture according to the standard

procedure.

3. Specimen should be free of particulate matter and microbial
contamination.

. Preferably use fresh sample. However, specimen can be stored
refrigerated for 24 hours. Maximum of two freeze/thaw cycles are allowed.
Forlong storage, freeze at -20° C or below. Specimen should not be frozen
and thawed repeatedly.

. Donotheatinactivate before use.

. Specimen containing precipitate or particulate matter should be clarified
by centrifugation prior to use.

. Do not use turbid, lipaemic, haemolysed, clotted or contaminated
specimens.
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Precautions under HIV regulations

. For professional use only, not to be sued by general public.

. Negative result may nothave detected recently acquired HIV infection.

. The test must be carried out by or under the direction of a registered
medical practitioner or by a technician at the request of registered medical
practitioner.

4. Bring all reagents and specimen to room temperature before use.

5. Do not pipette any material by mouth.

6. Do noteat, drink or smoke in the area where testing is done.

7. Use protective clothing and wear gloves when handling samples.
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. Use absorbent sheet to cover the working area.
. Immediately clean up any spills with sodium hypochlorite.
0.Dispose off all reagents and material used as if they contain infectious
agent.
11.Neutralize acid containing waste before adding hypochlorite.
12.Do not use kit after the expiry date.
13.Do not mix components of one kit with another.

TESTING PROCEDURE AND INTERPRETATION OF RESULTS

. Bring all reagents and specimen to room temperature (22 to 30°C) before
use.

Take out required number of devices and label them.

Add one drop (25 pl) of serumin the sample well marked'S'".

Add two drops sample running buffer in the same well marked'S'.

Read results after 15 minutes.

The time may be extended to 30 minutes in case background s not cleared
at 15 minutes to read the results correctly.

Do not read results after 30 minutes.
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Interpretation of results:
cC 1 2 Negative: A coloured band appears only in the

@S control areamarked 'C'.




Positive HIV-1: Acoloured band appears in the

c 1 2
@ S | control area as well as in the area marked “1”.

The sample is reactive for HIV-1.

Positive HIV-2: Acoloured band appears in the

cC 1 2
@ s | control area as well as in the area marked “2".

The sample is reactive for HIV-2.

Positive HIV-1/2: A coloured band appears in

cC 1 2
@ s | the control area as well as in the areas

marked‘1” and “2". The sample is
reactive for HIV-1 and HIV-2.

Invalid: No band appears in the control area.

c 12
El @ S | Thetestshouldbe repeated with fresh device.

1. Although, depending on the concentration of antibodies to HIV in the
specimen, positive results may start appearing as early as 2 minutes,
negative results must be confirmed only atthe end of 15 minutes.

2. Some sample may take a longer time to clear. In such cases the result may
be confirmed at 30 minutes. Do not read results after 30 minutes.

REMARKS
To control the proper test performance, it is recommended to include internal
control samples.

TESTPERFORMANCE

1. Diagnostic specificity:

Atotal of 1000 samples were tested with the SBio HIV Test at an European
Blood Transfusion Centre. No false positive was recorded. The diagnostic
specificity is determined as 100%.

Possible interferences:
The table below shows the results of SBio HIV Test tested on a variety of
samples containing possibly interfering substances:

Centre Number of SBio HIV Test
samplestested | Negative Positive

A 1000 1000 0

Total 1000 1000 (100%) 0

2. Diagnostic sensitivity:
501 HIV positive samples were tested with the SBio HIV Test, all of them were
found positive. The diagnostic sensitivity is determined as 100%.

HIV Type Number of SBioHIV Test
samplestested| Negative Positive
HIV-1 360 0 360
HIV-2 101 0 101
HIV-1subtype non-B 40 0 40

Singapore

Sample type Number of SBio HIV Test
samples tested| Negative Positive
Clinical specimen 200 200 0
Pregnantwomen 200 200 0
Related infections (*) 100 100 0

(*) The results were negative for samples containing HBsAg (20), anti-HCV
(20), anti-HTLV (15), Anti-HAV IgM (3), Anti-parvovirus B19 (15), Anti-Rubella
(10), Anti-HBsAg (17). To test interference by blood components on the
performance of SBio HIV Test, Precipath U was used as negative sample as
wellas diluent for positive samples.

The results show that blood components present in the pathological range do
not affect performance of SBio HIV Test.

3. Seroconversion panels

The sensitivity was evaluated on 30 commercially available
seroconversion panels (Boston Biomedica Inc.), 169 panel samples(as
defined by CTS 2009/886,EC ) comprised of 43 PCR negative, 55 early
seroconversion and 71 seroconversion samples. The results matched with
those of EC marked ELISA's.

Precision

Repeatability and reproducibility (inter-assay and inter-lot) were evaluated
on a number of negative and positive HIV samples. No variations were
foundin the outcome of the different tests.
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5. 25fresh positive serum and/or plasma
Sample type Number of fresh Positive by
samples tested SBio HIV Test
Same day fresh HIV 25 25
positive samples
LIMITATIONS OF THE TEST

SBio HIV Test kit alone cannot be used to diagnose infection with HIV even if
the sample is repeatedly reactive or has high intensity of bands. Clinical
diagnosis can only be established by a physician. A negative result does not
preclude the possibility of exposure to or infection with HIV.

Since HIV-1 and HIV-2 viruses are similar in genomic structure and
morphology and antibodies to them have (30-70%) cross reactivity, reactive
test bands for HIV-1 and HIV-2 do not necessarily imply mixed infection with
HIV-1and HIV-2.
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