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OnSite® HIV Ag/Ab 4 Gen. Rapid Test
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Instructions for Use
S RN e

The OnSie HIV AglAb 4% Gen. Reapid Test iz a lateral flow immuncassay for the qualitative
detection of anti-HiV-1 including O} and anti-HiV-3 virus antibadies (1gG. Iab. IgA), and HIV.{
{24 antigen in human setum, plasma or whole blood. it is intsnded to be used by healihcare
professionals to aid i the diagnosis of infaction with HIV

Any usa of imerpretation of this preliminary test result must also rely on other clinical findings
and the professional judgment of healthy care providers. Allernative last mathodis) should be
considered ta confirm the test result cltaingd by this davice,

: U BUSMARY AND ERRLANATIDN (B THETEST 1
Humar immunodeficiency virus type | and type 1§ (HIV-1 and HIV-2} are envalopad. single-
stranded. positive-sense RNA viruses. The causative retalionship betwasn HIV-1 and HIV-2
viruses and acquired immuonodeliciency syndrome (AIDS) has been establichad over decades.
HiV-1 has been isolated from palisnts with AIDS ond AlDS-related complar and from heallhy
ingiduals with a high risk for developing AIDS™. HIV-2 has basn isolated Trom West African
AILS patisnds and from sero-posilive asymplomatic individuals?, HIV-1 is much more pravalent
than HiV-2 worldwide. Recent studies have shown that cver 30 milion people have begn infected
with HIV-1.

Baoth HIV-1 and HIV-2 vireses can elicit strong immune responses® including the produstion of
antiviral anlibedies. Presence of speciic anti-HIV-1 or HiV-2 virus antibodies in whols blood,
serum or plasma indicates ihe exposure of an individual ta HiV-1 of HIV-2 which s of great value
for chinical disgnosis®. Tesls that detect HIV p24 antigen may be uselul for the early diagnosis
of HIV as p24 antigen is one of the eariest markers of HIV infection [thas been suggested that
1V infaction is detectable with an HiV p24 antigen test 6 days eariier than an antibody test®.

The OnSite HIV Ag/Ab 4% Gan. Rapid Test utilizes recombinant gp-128-41. gp36 and anti-p24
antiadias to qualitatively detect antibodies (IgG. oM, igA) to anti-HIV-1 (including Q) or HIV-2
virusas and HIV-1 p24 antigen in palient serum, piasma or whole blood. The tsst can be
perfommied wilhin 15 minutes by minimally skilled personnel without cumbersome laboratory
equipment.

L TERT PRMCICE

The OnSie HIV Ag/Ab 4" Gen. Rapid Testis a
lataral flow immunochromatogrephic assay. Tha
tast sbiip in the cassetle consists of: 1} a colored
conjugate pad containing recombinant HIV-
gpi20-41 and gn-36 antigens conjugated with
collgidal gold (HIV conjugates), monoclonal anti-
HiV-p24 antibody conmigated with colioidal goid
(p24 conjugates} and a contro! antibody cenjugated wilh colloidal gold. 2) a fitrocelulose
membrang stip containing two test ines (Ag ing and Ab line} and a contro! ling (C line). The Ab
line is pre-coated with HV-gp120-41 and BIV-2 gp-25 antigens for ke deteclion of antibodies to
HiV-1 including O or HIV-Z. the Ag fing is pre-coated with another monocional anti-HIV-p24
antibody for the detection of p24 anligen. and Ihe C tine is pre-coated with a control ling antibody.

4 Epecrmon
Contsal s Test bnes D 5 W

Wien an adagquate volume of test specimen is dispansed into the sample wel) of the test cassette,
the speciman migrates by capillary aclion actoss the cassette. 1gG, igM or IgA anlibodies 1o HIV-
1 ar HiV-2, if present in fhe spacimen, migrata tivough the conjugate pad where they bind to the
HiV conjugates. The immunocomplox is hen captured on the mambrane by ihe pre-coated HIV-
1+2 antigens forming a colored Ab line, indicating a pesitive test result. Absence of the Ab line
suggests an HIV-1 and HIV-2 antibedy negative result.

HEV-1 p24 anligen, i presentin the spaciman. migrates through the conjugate pad wivere it binds
to the p24 conjugates. The immunccomyplex is then caplurad on lhe membrane by the precoated
HEV-p24 antibody. forming a colored Ag fine, indicating a pesitive test result. Absence of the Ag
Ena suggesis a HIV-p24 antigen negative result.

The test coataing an internal cantral {C ling) which should exhib® a colored line of the
immunocamplex of conlrol antibodies regardlass of the presence of any coforad tast lines if the
C line does not davelop, the tost result is invalid and the speciman misst be retssted with ansther
device.

‘REAGENTS ARIF MATERIALE PROVIDED

i individually sealsd fod pouches containing:
a. One casssife dovice
b One dasizeant
2. Capiiary tubas (20 uLj
Sample diluent (REF SB-RCU 1S, 5 mUribotile)
4 ingtructions for Use

MATERIALS MAY RE RECHERED AND HOT PROVIDER

Fasitivia HIV-1 p24 Ag Rapid Test Cenlrot Kit (Cat # CO018) contains positive contro! and
negative contral

LU BATERIALS REGUIRED BUTROT PRUVIDED

1 Clock or timer
2. Lancing davice for whole bioed tagt

WARMINGS AND PRECAUTIONS

For in Vitro Diagnostic Use

1 Read thesa Instructions for Use complstaly before pedorming the test. Failure to follow
the instructions could lezd o inacturate tast resulls

Do not open the seafed pouch untd ready to conduct the assay

Do not use expired davices OF COMBpanants.

Bring ali reagents lo room tempgrature (15-20°C) bofore use

Do not use compenents from any othar iype of test kit as a substitute for the companents
ir: this kit

o

o fa o M

8. o not use hemoiyzad blood for testing.

7 Wear pratective clothing and disposable glovas white handling ihe kit reagents and
clinizal spacimens. Wash hands thoroughly after performing the test.

8 Usars of this test should follow the US CDC Universal Precautions fof prevention of
tranamission of HIV, HBY and othar blood-bomne pathogens.

9. Do not smoke, drink or eat in areas where specimens or kit reagents are being
fiandled

10. Dispoze of all spacimans and materials used to pedorm the 185t as bio-hazardous
wasta,

11. Hangle tha negative and pasilive centrals in the sama mannar as patisnt spacimans.

12 The test resutt should be read 15-20 minutes afler a specimen iz apphiad to the sample

wall of thee device. Any resuits interpreted outsida 15-20 minutes should be considared
invalid and must he repeated.

13. Do not perform the test in @ room with strong air fiow, £&. an eleclric fan or strong air
conditioning.

Al rongents are ready to use as supplied. Store unused lest devices unepened at 2-30°C. If
stored al 2-5°C, ensura that the test device is brought to room temperature bafore opening. The
test device is stable through the expiration date printed on the sealed pouch. Do not freeze or
expose the kit 1o lemperatures above 30°C.

o BRECIMEN COLLECTION AND HARDLING

Consider any materials of human origin as infectious and handle thern using standard bio-safety
procedurss

Plasmal$erum

Step 1 Coltact blood specimen into collaction tubs containing EDTA, cilrate or heparn for
plasma or collaction {ubs containing no anticoagulants for serum by venipuncture.

Step2  Tomake plasma specimen, centrifuge collected spacimans and carefully withdraw the
plasma into a new pre-labeled tube.

Step 3 To make serum specimen. allow blood to clat, then centriluge collecled specimens
and carefidly wilhdraw the serum into a new pre-labeled tube.

Test specimens as Soon as pessible after collecting. Store specimens at 2-8°C, if not tested
immediataly, The specimens ¢an be slored at 2-8°C for up lo 6 days. The specimens should be
frozen at -20°C feor longer storage.

Avoid muitipls freeze-thaw cycles. Prior to tasting, bring frozen specimens 10 room temperature
slowiy and mix genlly Specimens containing visible particulate matter should be clarified by
cenlrifugation before testing

Do not use samplas demenstrating gross lipsmia, grass hemolysis or turbidity in order to avoid
interference with result intsrpratation.

Whala Bfoad

Step 1© Oraps of whole bloed can be obtained by eilher fingertip puncfure or venipunciure.
Callect biood speciman inlo a collection tube cantaining EDTA, citrate or haparin. Do
nist use hemiolyzed blood for testing.

Whole biood specimens should be stored in raftigeration {2-8°C). if not 1asted immediately. The
specimaens must be tested witlin 24 hours of collection.

CASSAY EROGEDURE

Stap t  Riing the spacimean and est compenants o room temporalure if reliigerated or frozen.
Once the specimen is thawed, mix well prior ta parforming the assay.

Step2: When ready to lesl, open the pouch at the nolch and remove the device. Place the
test device on a clean, fiat surface.

Step 3. Be sure o labe! he device with the spacimens 1D mumber.

Step4:  Fill the capillary fube wilh specimen nol exceading the specimen ling as shown in the
imagas balow. The volume of specimen is approximately 25 pl.. For better precision,
transfer specimen using a pipeite capable of delivering a 20 puL volume,

Helding the capillary tube vertically, diépense the entire specimen into the canter of
the sample well making sure that there are no air bubbies.

Immediately add 2 drops (about 60-80 pi) of sample dilugnt to the sample well with
boltle positioned verlically.

Sipeaimen liag ——jo

s

20 L serum or plasma 2 drops of sample diluent

—me  Result
15 minutes

Speeimen fig ——pg Lo
R T R

20 pl whole blood 2 drops of sample dilusnt

Step 5 Sstup the timer.

Step 5. Read resulls at 15-20 minutes. Positive resulls may be visible as soon as 1 minute.
Negative results must be confirmed at the end of the 20 minutes only. However, any
results Interprefed outside 15-20 minutes should be considered invalid and
must be repoated. Discard vsed device affer interpreting the resufts following
Iogal taws governing the disposal of device.

U GUALTY GOHTROL

1. Internai Control: This test contains a buili-in control faature, fhe C line. The C line
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develops after adding the specimen and the sample diluent. If the C line does not develop,
review the entire procedure and repeat the test with a new device.

2. External Control: Good Laboratory Practice recommends using extemal controls,
positive and negative, to assure the proper performance of the assay, particularly under
the following circumstances:

. A new operator uses the kit, prior to performing the testing of the specimens.

. A new lot of test kits is used.

. A new shipment of kits is used.

. The temperature during storage of the kits falls outside of 2-30°C.

The temperature of the test area falls outside of 15-30°C.

To verify a higher than expected frequency of positive or negative results.

g. To investigate the cause of repeated invalid results.

G5 G N OF ASSAY RESULT"

1. NEGATIVE RESULT: If only the C line develops, the absence of any color in both test
lines (Ab and Ag) indicates that neither HIV antibodies nor HIV p24 antigen is detected in
the specimen. The result is negative or non-reactive.

moAacow

2, POSITIVE OR REACTIVE RESULT:

2.1 In addition to the presence of the C line, if the Ab line develops, the test indicates the
presence of antibodies to HIV-1 and/or HIV-2 in the specimen. The result is HIV 1+2 Ab
positive or reactive.

2.2 Inaddition to the presence of the C line, if the Ag line develops (including faint line), the
test indicates the presence of HIV p24 antigen in the specimen. The result is HIV p24
antigen positive or reactive.

2.3 In addition to the presence of the C line, if both the Ab line and the Ag line develop, the
result is both HIV 1+2 Ab and p24 antigen positive or reactive.

Samples with reactive results should be confirmed with alternative testing method(s) and
clinical findings before a diagnosis is made.

INVALID: If ne C line develops, the assay is invalid regardless of any color in the test line
as indicated below. Repeat the assay with a new device.

w

1 Clinical Performance
A total of 350 clinical samples were collected and tested by the OnSite HIV Ag/Ab 4™ Gen.
Rapid Test and by an SFDA licensed HIV 1+2 Ab reference kit. Comparisons for all
subjects are shown in the following table:

" OnSife HIV Ag/Ab 4" Gen. Rapid Test
Refi ! ' Positive Negative Total
Positive 105 Q 105
] 3 0 245 245
Total 2 105 245 350

Relative Sensitivity: 100% (95% CI: 97.5-100%}
Relative Specificity: 100% (95% CI: 98.9-100%)
Overall Agreement: 100% (95% CI: 99.2-100%)

e Specifici
The specificity of the OnSite HIV Ag/Ab 4" Gen. Rapid Test was evaluated with 1,000
specimens from a normal population and 200 specimens from pregnant women. No false
positive results were detected.

3. Boston Biomedica Inc (BBI) Seroconversion Panel
The performance of the OnSite HIV Ag/Ab 4% Gen. Rapid Test was evaluated using BBI
seroconversion panel PRB967. The results are shown in the following table:

PRB-967 panel BioMerieux | Abbott | OnSite HIV. Ag/Ab 4" Gen.
" HIVAg |HIV12Ab Rapid Test :
Members ID bleed L s/co reactivity | Ab
PRB967-04 AT >400.0 25 Positive Positive
PRBY67-05 19 >400.0 8.3 Negative Positive
PRBY67-06 24 10.5 8.4 Negative Positive

Note: s/co < 1: Negative, s/co >=1: Positive

4. Cross-Reactivity
No false positive antibodies to HIV-1 and/or HIV-2 or HIV p24 antigen test results were

observed on 4-20 specimens from the following disease states or special conditions,

respectively:
HAV HBV HCV HEV H. pyleri
TB Syphilis ANA HAMA RF (up to 2,500 IU/mL)

5.  Interference
Common substances (such as pain and fever medication and blood components) may
affect the performance of the OnSite HIV Ag/Ab 4™ Gen. Rapid Test. This was studied by
spiking these substances into three levels of HIV Ag and HIV Ab standard controls
(negative, weak positive, strong positive). The results demonstrate, at the concentrations
tested, the substances studied do nat affect the performance of the OnSite HIV Ag/Ab 4%
Gen. Rapid Test.

List of potentially interfering substances and concentrations tested:

1. Bilirubin 20 mg/dL 5. Human IgG 150 mg/dL
2. EDTA 3.4 ymollL 6. Heparin 3,000 U/L
3. Glucose 55 mmaliL 7. Salicylic acid 4.34 mmollL

8. Sodiumcitrate  3.8%

1. The Assay Procedure and the Interpretation of Assay Result sections must be fallowed
closely when testing for the presence of antibodies to HIV andlor p24 antigen in serum,
plasma or whole blood from individual subjects. Failure to follow the procedure may give
inaccurate results.

2: The OnSite HIV Ag/Ab 4™ Gen. Rapid Test is limited to the qualitative detection of
antibodies to HIV-1 and/or HIV-2 and HIV p24 in human serum, plasma or whole blood.
The intensity of the test line does not correlate with the antibody titer or antigen level of
the specimen.

3 A negative or non-reactive result for an individual subject indicates absence of detectable
anti-HIV-1, anti-HIV-2 and/or HIV p24 antigen. However, a negative or non-reactive test
rasult does not preciude the possibility of exposure to or infection with HIV-1 andior HIV-
2

4. A negative or non-reactive result can occur if the guantity of the anti-HIV-1/anti-HIV-2
antibodies and/or HIV p24 antigen present in the specimen is below the detection limits
of the assay or the antibodies/antigen that are detected are not present during the stage
of disease in which a sample is collected.

5 Infection may progress rapidly. |f the symptoms persist while the result from OnSite HIV
Ag/Ab 4™ Gen. Rapid Test is negative or non-reactive, it is recommended to test with
alternative test methods.

6. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid
factor may affect expected results.

T The results obtained with this test should only be interpreted in conjunction with other
diagnostic procedures and clinical findings.

CI¥REFERENCESTIEE LT

1. Chang, SY, Bowman, BH, Weiss, JB, Garcia, RE and White, TJ. The origin of HIV-1 isolate
HTLV-IIIB. Nature (1993) 3/363:466-9.

2 Arya, SK, Beaver, B, Jagodzinski, L, Ensoli, B, Kanki, PJ, Albert, J, Fenyo, EM, Biberfeld, G,
Zagury, JF and Laure, F. New human and simian HIV-related retroviruses possess
functional transactivator (tat) gene. Nature (1987) 328:548-550

3. Caetano JA Immunologic aspects of HIV infection. Acta Med Port (1891) 4 Suppl 1:52S-
588S.

4. Janssen, RS, Satten, GA, Stramer, SL, Rawal, BD, O'Brien, TR, Weiblen, BJ, Hecht, FM,
Jack, N, Cleghorn, FR, Kahn, JO, Chesney, MA and Busch MP. New testing strategy to
detect early HIV-1 infection for use in incidence estimates and for clinical and prevention
purposes. JAMA (1998) 280(1): 42-4.

5. Busch, M.P., Lee, L.L., Satten, G.A., Henrard, D.R., Farzadegan, H., Nelson, K.E., Read,
S., Dodd, R.Y and Peterson, L.R. Time course of detection of viral and serogic markers
preceding human immunodeficiency virus type 1 seroconversion: implications for
screening of blood and tissue donors. Transfusion (1995) 35:91-7.

4. Hemoglobin 2g/L

o ]
TSR

ol

Index of Symbols
Consult For in vitro g
Em instructions for use diagnostic use only Use by
Catalog # @ Lot Number Wn Tests per kit
W Sorcbeneen230C [ (R)  Donotreuse
“ Manufacturer @ Date of manufacture
wl £
CTK Biotech, Inc. P1-RO018C Rev. D3.0
13855 Stowe Drive Date released: 2020-10-02

Poway, CA 92064, USA English version
Tel: 858-457-8698
Fax: 858-535-1739

E-mail: infof@ctkbiotech.com

For Export Only. Not For Resale in the USA.

Copyright 2020 by CTK Biotech, Inc.




