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A rapid test for the Virus to detect antd to

HIV type 1 and type 2 gualitalively in humarn whole biood, seaum or plasme

For professional in vilio EGnOstE use anly,

[INTENDED USE]

The HIW1Z2 Rapid Test Cassette (Whae Blnnd{&erlrnpinm) Is a rapid
for the 0. Human

:mmmoaeﬁam Wirus (HIV) type 1 and type 2 in human vmoie hlaod, st!run ar

plasma to aid in the diagnesss of HIV infection.

[SUMMARY]

Human immunodeficlency virus (HIV) infection is one of the main causes of morbidity

and mortality worldwide, with most of the disease concenfrated in sub-Saharan Afica,

As the infection often takes hold in adults who are In the prime of iheir MDG'OHI'II(:

dizpense the whole blood to the specimen well of the test cassette.
= Add the Fingerstick Whole Blood specimen to the test by using hanging drops:

= Position the patient's finger so thal the drep of bleed is just above the specmen
well of the fest Cassette.

« Allow 2 hanging drops of fingersiick whale blaod to fall info the certer of the
specimen well an the test Cassette, or move the patient's finger so that the
hanging drop touches the certer of the spacimen wel. Avoid touching the finger
directly to the specimen well

Separale serum or plasma from Dicod as 5000 as possile to avold hemolysis, Use
only ciear non-hemolyzed specimens.

Testing should be perfi diately after the have been collected
Do not leave the i al room ture for prob d periods, Serum and
plasma specimens may be stored a1 2-8 °C for up to 3 days, for long ferm storage,
specmens shoud be kepl betow -20 °C. Whoe blood collected by venipuncture
should be stored at 2-8 °C If the tes! I8 to be run within 2 days of coliection. Do not
freeze whole blood specimens. Whole blood collected by fingerstick should be tested

altered the ies of many

HIV indudes a diverse collection of vinuses, inchuding HIV type 1 (HIV-1} and HIV-2.
HIV-1 is mare prevalent and more pathogenic than HIV-2 and is responsitie for the vast
majority of the global pandemic, ' The HIV virss iz a retrovirus that iz sole to integrate a
DA copy of the viral genome into the DMA of the host celis *
The HIV 1.2 Rapid Tesl Cassette (Whole Blood/SerumiPlasma) is & rapid test to
quaktatively detect the presence of antibody to HIV 1 andm HIV 2 in whele blood,
senm or plasma specimen. The tes! utilizes latex cong multiple
HIV proteins 1o selectively deiect antibodies to the HIV 1.2 In Mtole blood, serum or
plasma
[PRINCIPLE]
The HIV 1.2 Rapid Test Cassefta (Whoie lasmaj is

ased he ol to HiV 12 N whole
blood, serem or plagma. The membrane is pre-coated with recombinant HIV antigens.
During testing, the whole bleod, serum or plasma specimen reacts with HIV anligen
coated particles in the test. The midure then migrates upward on the

« Bring spedmans to room temperalure prior to tesing. Frozen specimens must be
completely thawed and mixed well pror 1 testing. Specimens showd not be frozen
and thawed repeatedly.

- If speamens are to be shipped. they should be packed in complisnce with focal

covering the ion of eliologic agenis.

=« EOTA KZ Heparin sodium, Cilrate sodium and Polassium Cwalale can be used as
the far the i

« Plasma can be obtaned by centrifugation for 3 minutes 3000 rpm or by static
anticoaguiant tube fo supermatant

[MATERIALS ]
Materals provided
-Test cassettes ~Droppers  -Buffer ~Package insert
+Sterile lanoats *Aloohol pads £ «Capilary tubes (optional)
not

chromatographically by capilary action and reacts with recombinant HIV antgen on the
meambrana in the test line region If the specimen contains antibodies to HV 1 andior
HIV 2, a colored lina will appear in the fest line region, indica@ing a posifive result. If the
specimen does not contain HIV 1 andfor HIV 2 anBbodies, a colored line will not appear
in the test lina region, indicaing a negative result. To serve as a procedural control, a
colored lne will always appear in the control line reglon, indicating that propes volume of
specimen has been added and membrane wicking has ocourred,

[REAGENTS]
The fest containe HIV 1.2 recombinand antigens coaled pamicles and HIV 1.2
recombinant anligens coated on the membrane.
[PRECAUTIONS ]

For professional in vitm disgnostic use onty. Do not use affer expiration date.

Do not eat, drink or smoke in Ine area where the spedmens or ests are handled,

Do notuse testif pouch iz damaged.

Hande- all Bneurnem a5 IF they confain infectious agents. Observe established

st gical hazards all and follow the

standard nroceo ures for proper disposal of specimens.

* Wear protective clothing such as laboratory coals, disposable gloves and eye
protection when spacimens are assayed.

CRCEEY

« The used fest shauld be fo incal
« Humidity and temperatuse can adversely aflect rasulls.
[STORAGE AND STABILITY]

Slore as packaged In the sealed pouch either at room temperature or refrigerated (2-
30 °C) The tesi |s siable threugh the expiration date printed on the seaked pouch. The
fest must remain in the sealed pouch until use. DO NQT FREEZE, Do not use afier the
expiration dale.

[SPECIMEN COLLECTION AND PREPARATION]

«Timor *Cantnfuge
[DIRECTIONS FOR USE]
Allow the test, specimen, buffer andfor controls to reach room temperature (15-
30 °C) prior to testing.
1. Remove the test casselte from the sealed pouch and use it as soon as possibla.
2. Placa the Cassetle on a clean and level surface.

For Sgrum or Plasma specimen Hold the dropper vertically and transfer 1 drop of

sorum or plasma (approximately 25 uL) to the specimen well (S), then add 1 drop

of buffer (approximately 40 ulL).and start the timer, see illustration below.

For Venipuncture Whole Blood _specimen: Hoald the dropper vertically and transfar

2 drops of whole blood (app y 50 ul) to the well (S), then add 2

dmm of buffer (approximately 60 L), and start the timer. See Mlustration below,

specimen’

. To use a capdiary lube: Fil the capiiary 1uDe and transfer approximately SOpL of
fingarstick wholo blood specimen to the specimen well () of test Cassette,
then add 2 drops of buffer (approvimately 80 ul) and stan the timer. See
ilugtration below.

To use hanging drops: Allow 2 hanging drops of fingerstick whole blood

specimen (approxmately 50 uL) to fall into the specimen well (5) of test Cassette,

then add 2 drops of buffer (approximatelty B0 pl) and start the limer. See

llustratien balow

3. Wait for the colored fine{s) to appear. Read results at 10 minutes. Do not interprat
ez result afier 20 minutes,

Mote: It is suggested not fo use the vial buffer beyond & months after opening the vial.

[ 2 Drops of
| | ol @

= The HIV 1.2 Rapid Test Casselte (Whole Bl lasma) can be

using Whole Blood {from venipunciure or fingerstick), serum or plasma.

To colkect F ick Whole Blood

= Wash the patient's nand with oap and Warm walker o clean with an alcohol swab.

Alow to dry.

Massage the hand without louching the punciure sile by rubbing down the hand

towards the fingeriip of the meddle or ring finger

Puncture the skin with a sterile lancel. Wipe away the first sign of bicod.

Gently rub the hand from wrist to palm to finger 1o form & rounded drop of Bood

over tha punciure site.

A the Fingerstick Whote Biobd specimen 1o the test by using a capillary lube:

« Touch the end of the capitary fube to the biood unti filed o approxmately 50l
Avoid air bubbles.

» Place the bub onto the top end of the capiary lube, then squeezs the bub to

different lots of the HIW 1.2 Rapid Tesl Cassetle (Whobe Blood/SsrumiPlasma) have
been tegtad OVEr 3 3 day penud using negatve, low positive, middle positive and high
[ were correctly identified ~B6% of the time.
Cross-reactivity

The HIV 12 Rapid Test Cassette (Whole BloodSerum/Plasma) has been tested by

HBsAb, HBeAg, HBeAb, HBcAD, anti-Syphilis, anti-EBV, CEA. AFP, PSA
CA|53 CA19-9, CA125, ant-HAY IgM, anti-HCV, an§-RF, anf-H.pyler, ant-CMV 1gG,
anti-Rubella g5, arti-TOXO 1gG, anti-HSY 1 ka6 and anti-HSV 2 Igs positive
specimens. The results showed no goss-reactivity.

Interfering Substances

The following potentially interfering substances were added to HIV negative and
posilive spedmens.
Aretaminophen: 20
Acetyisalicylic Acid: 20 mgidL
Ascorbic Acid: 2 gidl
Creatin: 200 mg/dL

Caffanea: 20 mg/dL
Gentrsic Acid: 20 mgidL
Albumin: 2 gfdL
Hemoglekin: 1100 mgidlL

Bilinsbin: 1 gidl Oxalic Acd: 600 mg/dL
Hone of the sub af the: lion tested interfered in the assay.
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[INTERPRETATION OF RESULTS]
{Piease refer to the Bustration abowe)
POSITIVE:*Two colored lines appear. One colored line should be in the control line
region (C} and another colored line should be in the test line rgion (T).
*NOTE: The intensity of the color in e test line region (T) will vary depending on the
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of HIV antibodies prasent in the

in the test line region (T) shoud be considered positive

NEGATIVE: One colorad line appears in the cantrol ling raglan (C). Mo ine agoears

in the test line region (T).

INVALID: Control line fails to appear. Insuflicient specmen wolume ar moorrect

procedural techniques are the most Bkely reasons for contral Fine falure. Review the

procedure and repeat the test with a new test. If the problem persists, discontinue using
the test Cassette immediately and cortact your local distibutos.

[QUALITY CONTROL]

A procedural control is included in the lest A coiored ing appeaning in the control line

region (C) i considered an (nternad procedural control, It confrms sulficient specimen

wolume, adequate membrane wickng and cormect proceduwral technique.

Control standards are net supplied with ths st however, it |2 recommended al

posifve and negative contrels be tested a3 a geod laboratory practice to confim the

tast procedura and to verify proper test performance.

[LIMITATIONS]

1. The HIV 1.2 Rapid Test Cassette (Whole BloodiSerum/Piasma) is for an witro
diagnostic use onfy. The test should be used for the detection of HIV antibodies in
‘whale blood, serum or plasms specimens only. Neither the quamta!lve walue nor the
rate of inorease in HIV anti can be iy this test

2. The HIV 1.2 Rapid Test Cassatte (Whole Blood/Serum/Plasma) will only indicate the

of HIV In the and shouwd not be used as the sole
c(lteﬂa for e diagnosis of HIV 'Ifadlm

3 As with all diagnostic !ssts all I'BKIE st be inerpreted together with other clircal

avaitabbe y

4.1 the test result is n@gatlm and dinical symploms persist, additional testing using
other clinical methods is recommended. A negative resull does not at any time
preciude the possibility of HIV infection.

[EXPECTED VALUES]

Therefore, any shade of color

The HIV 1.2 Rapid Test Cassetle (Whole ma) has been
with & leading commercial EIA or CMIA HN kit The :mmlahon helween these twwo
systems is B0 9%

[FERFORMANCE CHARACTERISTICS]
Sensitivity and Specificity
The HIV 1.2 Rapid Test Cassatlie (Whale lasma) has comectly
specmens of 8 seroconversion panel and has been compared 10 & leading oommerml
ElA HIV test, other rapid lest or CMIA using clinical specimens. The resuls show that
!'\e relative sensitlwty of the HIV 1.2 Rapid Test Cassette (Whote Blood!Senum/Plasma)

and the reiate specificly is 99.9%
HIV 1.2 Rapid Test
Method Cassette (Whole
Blood/Serum/Plasma) Agrosmant
Result Positive | Negative
95.5%
Hiv:3 A i (402/404)
Hiv-2 100 a 256,0%
(100/100)
Fositive DB %
Subtype 4z Q 42142
Predicated Total 545 = S
Test (EIA or (545/546)
CMIA) Elood o 050 >50.9%
Donations {1000V 1000}
Pregnant >4 5%
Negative |—omen o 0 200020
g Chnical = 201 >00.9%
MNegative {201/201)
=50.9%
ol ks ki (1401/1401)
90.0%
Total Result 545 1402 el

Relalive sensbvily. 99 B% (95701 69.0%->00 9%,

ﬂnlatv&spmial)dm% (B5%CI": 99.8%—100%),

Accuracy: 09.0% (05%CI": 90.7%~>00.9%).
Precision
Pmro-m:w

Wéthin-run has been determined by using 15 repli of four

negative. a low positive, a middle positive and a Ngn posifive. One Lot of the HIV 1 2

Rapld Test Cassette (Whele Blood/Serum/Flasma) have been lested over a 10-day

penad using negative, fow posilive, midde positive and hgh positive specimens. The

specimens were comectly Idenbed =89% of the time.

mm-may

*Confidence Intarvals

Betwees-run has been assays on MMe same
four specimens: @ negative, @ low positive, a mlaure posdlve and a hign positive. Thice
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