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WHO Prequalification of Diagnostics Programme
PUBLIC REPORT

Product: Alere Determine™ HIV-1/2
Number: PQDx 0033-013-00

Abstract

Alere Determine™ HIV-1/2 with product codes 7D2342, 7D2343 and 7D2343SET
manufactured by Alere Medical Co. Ltd., 357 Matsuhidai Matsudo-shi, Chiba-ken 270-
2214, Japan, rest of the world regulatory version (non CE-marked regulatory version) was
accepted for the WHO list of prequalified diagnostics and was listed on 25 November 2011.
This public report was amended on 16 June 2016, and then on 12 July 2016.

Intended use:

Alere Determine® HIV-1/2 is an in vitro, visually read, qualitative immunoassay for the
detection of antibodies to HIV-1 and HIV-2 in human serum, plasma or whole blood. The
test is intended as an aid to detect antibodies to HIV-1/HIV-2 from infected individuals.

Assay principle:

Alere Determine HIV-1/2 is an immunochromatographic test for the qualitative detection
of antibodies to HIV-1 and HIV-2. Sample is added to the sample pad. As the sample
migrates through the conjugate pad, it reconstitutes and mixes with the selenium colloid-
antigen conjugate. This mixture continues to migrate through the solid phase to the
immobilized recombinant antigens and synthetic peptides at the patient window site.

If antibodies to HIV-1 and/or HIV-2 are present in the sample, the antibodies bind to the
antigen-selenium colloid and to the antigen at the patient window, forming a red line at
the patient window site. If antibodies to HIV-1 and/or HIV-2 are absent, the antigen-
selenium colloid flows past the patient window, and no red line is formed at the patient
window site. To ensure assay validity, a procedural control bar is incorporated in the assay
device.

A negative result with Determine HIV-1/2 does not exclude the possibility of infection with

HIV. A false negative result can occur in the following circumstances:

e |low levels of antibody (e.g., early seroconversion specimens) are below the detection
limit of the test

e infection with a variant of the virus that is less detectable by the Determine HIV-1/2
assay configuration

e HIV antibodies in the patient that do not react with specific antigens utilized in the
assay configuration

e specimen handling conditions which result in loss of HIV antibody multivalency
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e For these reasons care should be taken in interpreting negative results. Other clinical
data (e.g., symptoms or risk factors) should be used in conjunction with the test results.

Positive specimens should be retested using another method and the results should be
evaluated in light of the overall clinical evaluation before a diagnosis is made.

Test kit contents:

Component 20 tests 100 tests 100 tests
(7D2342) (7D2343) (7D2343SET)

Test cards 2 10-test cards 10 10-test cards 10 10-test cards

Chase buffer N/A N/A 1 bottle/2.5ml

EDTA capillary tubes | N/A N/A 100

Blood lancets N/A N/A 100

Items required but not provided within test kit:

Consumables Product codes
Chase buffer (1 bottle/2.5ml) 7D2243
EDTA capillary tubes (100 units) 7D2222
Blood lancets (100 units) 7D2233

Storage:
The test kit should be stored at 2-30 °C.

Shelf-life upon manufacture:
18 months.

Summary of prequalification status for Alere Determine™ HIV-1/2

Initial acceptance
Date Outcome
PQ amended 16 June 2016, 12 July 2016 listed
Status on PQ list 25 November 2011 listed
Dossier assessment 22 November 2011 MR
Inspection status 24 October 2011 MR
Laboratory evaluation 11 November 2011 MR

MR: Meets Requirements
NA: Not Applicable
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Prioritization for prequalification
Based on the established criteria, Alere Determine™ HIV-1/2 was given priority for WHO
prequalification.

Product dossier assessment

Alere Medical Co. Ltd. submitted a product dossier for Alere Determine™ HIV-1/2 as per
the “Instructions for compilation of a product dossier” (PQDx_018 v1). The information
submitted in the product dossier was reviewed by WHO staff and external experts
(assessors) appointed by WHO.

Commitments for prequalification:
1. analytical performance studies
2. clinical performance studies
3. stability studies
4. anew version of the instructions for use.

WHO will to follow-up on implementation of these commitments at the next re-inspection.

Based on the product dossier screening and assessment findings, the product dossier for
Alere Determine™ HIV-1/2 meets WHO prequalification requirements.

Manufacturing site inspection

A comprehensive inspection was performed at the site of manufacture of Alere
Determine™ HIV-1/2 manufactured by Alere Medical Co. Ltd., at 357 Matsuhidai Matsudo-
shi, Chiba-ken 270-2214, Japan on 11 to 15 May 2015". The inspection procedure is
described in “Information for manufacturers on WHO prequalification inspection
procedures for the sites of manufacture of diagnostics” (PQDx_014 v1).

The inspection found that Alere Medical Co. Ltd. had an established quality management
system and manufacturing practices in place that should ensure the manufacture of a
product of consistent quality. The manufacturer's responses to the nonconformities found
at the time of the inspection were accepted on 13 April 2016.

Commitments for prequalification:

1. Alere Medical Co. Ltd. will continue to review Risk Analysis and Risk Management
for accuracy of assessment of risk, attributed to specific components of the product,
and the mitigation of such risk, and to ensure ongoing due consideration of end
users in resource limited and environmentally challenging regions to which the
product is distributed.

2. Alere Medical Co. Ltd. will inform the WHO of changes made subsequent to the site
inspection, such as change in location of site of manufacture of major components

! Previous inspection took place on 28 September to 1 October 2010
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of the test, or other changes to the manufacturing process that may affect the
quality of the product.

Based on the site inspection and corrective action plan review, the quality management
system for Alere Determine™ HIV-1/2 meets WHO prequalification requirements.

Laboratory evaluation

Alere Determine™ HIV-1/2 was evaluated by WHO in the third quarter of 2011 at the
Institute of Tropical Medicine, Belgium — a WHO Collaborating Centre for HIV/AIDS
Diagnostics and Laboratory Support. The laboratory evaluation was conducted according
to the “WHO Protocol for the laboratory evaluation of HIV serology assays” (PQDx_030
V1.0), and drew the following conclusions:

Alere Determine™ HIV-1/2 is an immunochromatographic rapid diagnostic test for the
detection of antibodies to HIV-1/2 in human serum, plasma, and whole blood. A volume of
50ul of serum, plasma or venous/capillary whole blood is required to perform the test
procedure. This type of assay requires no sophisticated equipment and can therefore be
performed in laboratories with limited facilities. Reading of the results are performed
visually i.e. subjective reading.

In this limited performance evaluation using a panel of 1079 biological specimens, we
observed aninitial (sensitivity (95% Cl) of 100% (99.1% - 100%) and an initial specificity (95%
Cl) of 97.87% (96.4% - 98.8%) compared to the reference assays. The final sensitivity (95% Cl)
was 100% (99.1% - 100%) and the final specificity (95% Cl) was 98.93% (97.8% - 99.6%)
compared to the reference assays. In this study, 0.3% of the overall results were recorded as
indeterminate. Results were interpreted independently by three technicians; the inter-
reader variability was 1.4%. The invalid rate was 0.3% for initial testing and 0.1% for repeat
testing.

Change notification

In 2015, Alere Medical Co. Ltd., notified WHO of a change related to addition of a product
code for a configuration that included all accessories and reagents required to conduct the
test procedure. This notification of change was assessed and product was found to meet
WHO prequalification requirements.

In 2016, Alere Medical Co. Ltd., notified WHO of a change related to shelf life. This

notification of change was assessed and product was found to meet WHO prequalification
requirements.
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Labelling
1. Labels
2. Instructions for use
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1. Labels
= 457 H !6|4 7023
EN
For In Vitro Diagnostic Use. \%o 7D2342

Alere Determine™ HIV-1/2 is a visual read, qualitative immunoassay for the detection of

antibodies to HIV-1 and HIV-2.

7D2243 Chase buffer is required for whole blood testing.

w_j-

Kit contains:

© 2 HIV-1/2 recombinant antigen and synthetic peptide coated test cards.

Para uso en diagnéstico in vitro.

Alere Determine™ HIV-1/2 es un
inmunoandlisis cualitativo de lectura
visual para la deteccién de anticuerpos
antiVIH-1/VIH-2.

7D2243 Se requiere buffer de deteccién
para todas las pruebas por sangre.

FR

Pour diagnostic in vitro.

Alere Determine™ HIV-1/2 est undosage
immunologique qualitatif, & lecture visuelle,

pour |la détection des anticorps dirigés contre

le VIH-1 et le VIH-2.

La solution tampon de migration 7D2243 est
nécessaire pour tester les échantillons de sang total.

® X
PT

Para utilizagéio no diagnéstico /n Vitro.

Alere Determine™ HIV-1/2 é um imunoensaio
qualitativo de leitura visual para a detecgéo
de anticorpos contra o HIV-1 e o HIV-2.

7D2243 E necessério o tampéo de detecgio
para realizar anélises em sangue total.

Contenido del equipo:

2 tarjetas de ensayo recubiertas de
antigeno recombinante del VIH-1/VIH-2
y de péptidos sintéticos.

Alere Medical Co., Ltd.

357 Matsuhidai, Matsudo-shi, Chiba, 270-2214, Japan
www.alere.com

Tel +81 47 311 6750

Le kit contient:
2 cartons recouverts d'antigénes recombinants
VIH-1/2 et de peptides synthétiques.

O kit contém:
2 cartbes de ensaio, revestidos com antigénios
recombinantes de HIV-1/2 e péptidos sintéticos.

The Alere Logo and Alere are trademarks of the Alere group of companies.
© 2015 Alere. All rights reserved.

241106/R6

X

e

47571226 470190

EN
For In Vitro Diagnostic Use.

Alere Determine™ HIV-1/2 is a visual read, qualitative immunoassay for the detection of

antibodies to HIV-1 and HIV-2.

7D2243 Chase buffer is required for whole blood testing.

\zy [REF| 7D2343
100 yp)

SN

Kit contains:

©10 HIV-1/2 recombinant antigen and synthetic peptide coated test cards.

A\

Para uso en diagnéstico in vitro.

Alere Determine™ HIV-1/2 es un
inmunoanélisis cualitativo de lectura
visual para la deteccién de anticuerpos
antiVIH-1/VIH-2.

7D2243 Se requiere buffer de deteccién
para todas las pruebas por sangre.

FR
Pour diagnestic in vitro.
Alere Determine™ HIV-1/2 est un dosage
immunologique qualitatif, & lecture visuelle,
pour la détection des anticorps dirigés contre
le VIH-1 et le VIH-2.
La solution tampon de migration 7D2243 est
pour tester les échantillons de sang total.

T
®

Para utilizagéo no diagnéstico /n Vitro.

Alere Determine™ HIV-1/2 é um imunoensaio
qualitativo de leitura visual para a detecgéio
de anticorpos contra o HIV-1 e o HIV-2.

7D2243 E necessério o tampéo de detecgéo
para realizar andlises em sangue total,

Contenido del equipo:

10 tarjetas de ensayo recubiertas de
antigeno recombinante del VIH-1/VIH-2
y de péptidos sintéticos.

Alere Medical Co., Ltd.

357 Matsuhidai, Matsudo-ghi, Chiba, 270-2214, Japan

Tel +81 47 311 6760

Le kit contient:
10 cartons recouverts d'antigénes recombinants
VIH-1/2 et de peptides synthétiques.

com © 2015 Alere. All rights reserved.

The Alere Logo and Alere are trademarks of the Alere group of companies.

O kit contém:
10 cartdes de ensaio, revestidos com antigénios
recombinantes de HIV-1/2 e péptidos sintéticos.

241107/Ré
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13sepezas [33y)

Batsrmine™

. HIV-1/2 SET

e d ™| Vi | 35 | 00
[FEF] 7D2343 SET

Intended use:
The Alere Determine™ HIV-1/2 is an Jn Vitro, visually read, quali

for the di

antibodies to HIV-1 and HIV-2 in human whale blood. The test is intended as an aid to detect antibodies.

1o HIV-1/HIV-2 from infected individuals.

Alere Determine™ HIV.1/2 SET Lot

TZBKICOR YYYY-MIM-CO
Marutasiuring Date Ml = VYYD

Contants
* Asrs Datarmina™ HIV-1/2 (100 tests)  1245K1004  YYYY-MM-DD
+ Ghass Buffer (1 bottis) MPS1234567  YYYY-MM-D0
+ EQTA Capllary Tubes (100 EA) 1234 WYV
* Biood Lanoets (steviized) (1D0EA) 12045 YT

Alere Medical Go., Ltd.
357 Matsubicis, Moty shi,

Chits, 270-2214, Japan
SB1AT3I1TE0  www.alore.com

Lrmyp——

[REF] 7D2343SET

7 )|

u»oﬁgno 7_@8

241208M85
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List No. 7D2222
100 Each

. EDTA Capillary Tubes i vitroTest

EN EDTA Capillary Tubes are to be used in the fingerstick collection of whole blood specimens
for use in Determine™ fomat products. Refer to the assay-specific package insert for full
procedure. Bring to room temperature before opening the cap.

ES Los tubos de capilares con EDTA se utilizan en la obtencién mediante puncion dactilar de
muestras de sangre total para productos de formato Determine™. Consulte el folleto de
instrucciones especifico del ensayo para obtener informacion acerca de todo el procedimiento.,
Deben estar a temperatura ambiente antes de abrir la tapa.

FR Les tubes capillaires EDTA sont utilisés pour recueillir des échantillons de
sang total par piglre du doigt pour les produits au format Determine™. Se
reporter a la notice d"emballage spécifique au test pour la procédure

compléte. Amenez & température ambiante avant d'ouvrir le bouchon, — 0
—— h_
PT Os tubos capilares EDTA devem ser utilizados na colheita por picada no —
dedo de amostras de sangue total para utilizagdo nos produtos do formato =~ S o
Determine™. Consulte o folheto informativo especifico do ensaio quanto ao =
procedimento completo. Coloque a temperatura ambiente antes de abrir a —
tampa. -3
CAUTION: Glass capillaries may be damaged during transportation or when inuse, =0
Handle with care in order to avoid injury when removing from the packaging as well o\l
as during use and during disposal. —_—d
Store in a cool, dry location. Do not refrigerate. —
T
Advice Line Telephone number —_E
Europe & Middle East: + (44) 161 483 9032 ————
Asia Pacific: +(61) 7 3363 7711 s
Africa, Russia & CIS:  + (972) B 9429 683
Latin America: +(57) 26618 797
Exp.
Store at 2-30°C Produced by:
Drummond Scientific Co.
©2015 Alere, All rights reserved. Broomall, PA USA 19008
241203/R6 For: Alere Medical Co., Ltd. Lot
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Alere’ [cHAsE BuFFeR

| 702243\

2.5mL
1175831806

XXXHKHKKKXKK

8 YYYY-MM-DD
L060179-01

Alere Medical Co., Ltd.
357 Matsuhidai, Matsudo-shi, Chiba,
270-2214, Japan

I CE

19)4ng aseyd "

widulwialag

EL

1 @lahidio (2,5 mL)

To puBuioTiko SiGAupa
oTaBepotroinang
TIpoopileTal yia xprion
HE TN CEIPA TTPOTOVTWY
Determine™.

ES

1 frasco (2,5 ml)

El tampdn de arrastre
se utiliza con productos
de formato Determine™.

FR

1 flacon (2,5 ml)

Le tampon de fixation
est utilisé avec les
produits au format
Determine™.

IT

1 flacone (2,5 ml)

Il tampone chase
(tampone di spinta)
viene utilizzato con i
prodotti della linea
Determine™,

PT
1 Frasco (2,5 ml)

A solugdo tampao de
detegao destina-se a
utilizagdo com
produtos do formato
Determine™.

SV

1 flaska (2,5 mL)
Chase-bufferten
anvands av produkter
i Determine™-format.

1135835506

BUIYD U BPE
AQ-IWIN-AAAA 8

¢0-1820€07
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Determine™

.. Chase Buffer

EN

XOOOOOOKKK m

1 Bottle (2.5 mL)

The Chase Buffer is for
use with Determine™
format products.

cz

1 lahvigka (2,5 ml)
Nosny pufr je urcen
pro pouZiti s produkty
fady Determine™,

DA

1 flaske (2,5 ml)
Chase-bufferen

anvendes sammen

med produkter i

Determine™-serien,

DE

1 Flaschchen (2,5 ml)
Der Antriebspuffer dient
zur Verwendung mit
Determine™
-Formatprodukten.

4“5?1226“4?0183“
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Alere Medical Co,, Ltd.

357 Matsuhidali,

Matsudo-shi, Chiba,

270-2214, Japan

Tel +81-47-311-5750

Fax +81-47-311-5751
Alere Ltd.

Pepper Road,

Hazel Grove,
Stockport,
SK7 5BW, UK

® 2015 Alere, All rights reserved.
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Product Code:
1A% Nashvile, TN
1-800-327-8894

c€0l97

Single Usa Only.

gadl Tionin Huahong fechnology Co., Ltd.
Al Port Indlustrial Park No. 1 Plant, Buikding C,
Jing! Er Road No. 225 Alport Economic Area
300308 Tianjin China
Tel: 0086-22-68776333

[ECReR) Yiting Xu
34 Toronto House, Sure
Quays Road, London, UK SE16 7A1
Tol: 44+(0)2072370160 0044+770 2110818

Made in China

6

957138 ~ 600173

2. Instructions for use

/ itouch

Blood Lancets

1 o Sterile
Lancets
« Fine gauge, fri-bevel fipifor
virtually painless sampling
« Consistent depth penéfiation gauge

« Universal design fits alfiest all
lancing devices
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Instructions for Use:

© )
1.8 2, 1
Twist |||| Pull |||1
Col s CER

Do not use if safety seal has been
broken. Instructions for use:

1. Wash hands with soap and warm water.
Dry thoroughly.

2. Select fingertip site, slightly off-center.

3. Remove protective lancet cover; above
(steps 1 & 2). If seal is already broken
discard lancet.

4. Insert lancet into lancing device, use to
puncture skin.

5. Recap lancet, discard in appropriate
container.
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241228/R10
HiV-1/2
EN
Key to symbols used
[REF] Cataiogue Number o Contans suficient or 20 tests i_fi Keep away fom sunight
(VD] Yo 100tests ® Donotreuss
e
,..;I Store at 2-30°C @ Do not use If package is damaged

This package insert must be read carefully prior to use. Package insert instructions must be followed
ingly.

Reliability of assay results cannot be guaranteed if there are deviations from the instructions in this

package insert.

NAME AND INTENDED USE

The Alere Determine™ HIV-1/2 is an In Vitro, visually read, qualitative immunoassay for the detection of
antibodies to HIV-1 and HIV-2 in human serum, plasma or whole blood. The test is intended as an aid to
detect antibodies to HIV-1/HIV-2 from infected individuals.

SUMMARY AND EXPLANATION OF THE TEST

AIDS (Acquired Syndrome) is ized by changes in the population of T-cell
lymphocytes. In an infected individual, the virus causes depletion of helper T-cells, which leaves the
person susceptible to opportunistic infections and some malignancies. The virus that causes AIDS exists
as two related types known as HIV-1 and HIV-2.

The presence of the AIDS virus elcits the production of specific antibodies to efther HIV-1 or HIV-2.'**

BIOLOGICAL PRINCIPLES OF THE PROCEDURE

Alere Determine™ HIV-1/2 is an immunochromatographic test for the qualitative detection of antibodies
to HIV-1 and HIV-2.

Sample Is added to the sample pad. As the sample migrates through the conjugate pad, it reconstitutes
and mixes with the selenium colloid-antigen conjugate. This mixture continues to migrate through the
solid phase to the immobilized recombinant antigens and synthetic peptides at the patient window site.
If antibodies to HIV-1 and/or HIV-2 are present in the sample, the antibodies bind to the antigen-selenium
colloid and to the antigen at the patient window, forming a red line at the patient window site.

If antibodies to HIV-1 and/or HIV-2 are absent, the antigen-selenium colloid flows past the patient win-
dow, and no red line is formed at the patient window site.

To insure assay validity, a procedural control bar is incorporated in the assay device.

CONTENTS

29
Alere Determine™ HIV-1/2 Test Card, 2 cards or 10 cards (10 tests/card), HIV-1/2 recombinant anti-
gen and synthetic peptide coated.

ACCESSORIES (required but not provided)

« 1Bottle (2.5 mL) Chase Buffer (7D2243) prepared in phospl 2 ives: Antimicrobial Agents.

Whole Blood (fingerstick assav

« EDTA Caplllary Tubes (702222)

Materials Required But Not Provided

Disposable gloves, timing device

Micropipette capable of delivering 50 pL (other than fingerstick)
Alcohol swab, gauze pad, Lancet (for fingerstick)

WARNINGS AND PRECAUTIONS
For In Vitro Diagnostic Use.

CAUTION:

Appropriate biosafety practices** should be used when handling specimens and reagents. These procau-

tions include, but are not limited to the following:

+ Wear gloves.

Do not pipette by mouth.

Do not eat, drink. smoke, apply cosmetics, or handle contact lenses in areas where the:

are handled.

Clean and disinfect all spills of specimens or reagents using a suitable disinfectant, such as 0.5%

sodium hypochlorit

+ Decontaminate and dispose of all specimens, reagents, and other potentially contaminated materials
in accordance with local regulations.**

materials

STORAGE

The Alere Determine™ HIV-1/2 Test Cards and Chase Buffer must be stored at 2-30°C until expiration date.
Kit components are stable until expiration date when handled and stored as directed. Do not use kit
components beyond expiration date,

Immediately reseal all unused tests in the foil pouch containing the desiccant by pressing seal from end
to end to close.

SPECIMEN COLLECTION

Serum, Plasma, and Whole Blood Collection by Venipuncture

Human serum, plasma, and whole blood hould be collected aseptically in
such a way as to avoid hemolysis.

NOTE: For whole blood and plasma specimens, EDTA collection tubes must be used.

Whole Blood Collection by Fingerstick'®

Before collecting a fingerstick specimen, place an EDTA capillary tube on a clean dry

surface.

. Choose the fingertip of the middile, ring, or index finger (whichever is the least cal-
lused) for adults and children older than one year, Warm the hand as needed with a

warm, molst towel or warm water to increase blood flow.

Clean fingertip with alcohol; allow to air dry. Position the hand palm-side up.

Use a new lancet for each person. Place the lancet off-center on the fingertip.
Firmly pross the ancet aganstthe finge and punture the ski. Dispose of he
lancet in an appropriate biohazard sharps container.

Wipe away the first drop of blood with a sterile gauze pad.

Hold the finger lower than the elbow and apply gentle, intermittent pressure to the
base of the punctured finger several times. Touch the tip of the EDTA Capillary
Tube to the drop of blood". Avoid air bubbles.

©

=

o

“If EDTA Capiliary Tubes (7D2222) will be used, fll the tube with blood between the 2
marked lines (50 ).

SPECIMEN STORAGE

+ Serum and plasma specimens should be stored at 2-8°C if the test is to be run within 7 days of col-
lection. If testing is delayed more than 7 days, the specimen should be frozen (-20°C or coider).
Whale blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 7 days
of collection.

Do not freeze whole blood speciment

Whole blood collected by fingerstick hould be tested Immediately.

TEST PROCEDURE
The desired number of test units from the 10-test card can be removed by bending and tearing at the
perforation.

NOTES:

+ Removal of the test units should start from the right side of the test card to preserve the lot number
which appears on the left side of the test card.

Assay should be initiated within 2 hours after removing the protective foil cover from each test.

Remove the protective foil cover from each test.

For serum or plasma samples:

a. Apply 50 L of sample (precision pipette) to the sample pad (marked by the arow symbol).

b, Wait a minimum of 15 minutes (up to 60 minutes) and read result.

For whole blood (venipuncture) samples:

a. Apply 50 L of sample (precision pipette) to the sample pad (marked by the amrow symbol).

b. Wait one minute, then apply one drop of Chase Buffer to the sample pad.

. Wait a minimum of 15 minutes (up to 60 minutes) and read result.

For whole blood (fingerstick) samples:

a.Apply 50 L of sample (by EDTA capillary tube) to the sample pad (marked by the arow symbol)

b. Wait until blood is absorbed into the sample pad, then apply one drop of Chase
Buffer to the sample pad.

c. Wait a minimum of 15 minutes (up to 60 minutes) and read result.

o

®

>
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QUALITY CONTROL
To insure assay validity, a procedural control is incorporated in the device and is labeled “Control®. If the con-
trol bar does not turn red by assay completion, the test result is invalid and the sample should be retested.

INTERPRETATION OF RESULTS

POSITIVE (Two Bars)

Red bars appear in both the control window (labeled “Control”) and the
patient window (labeled “Patient”) of the strip. Any visible red bar in the
patient window should be interpreted as positive.

INEGATIVE (One Bar)

One red bar appears in the control window of the strip (labeled “Control”),
and no red bar appears in the patient window of the strip (labeled “Pa-
tient”).

INVALID (No Bar)

If there is no red bar in the control window of the strip, and even if a red
bar appears in the patient window of the strip, the result is invalid and
should be repeated.

NOTES:
* The test result is puﬁ\lwa even if the patlent bar appaars \lghlar or darker than the ::omrul bar.

. o 12 ak a

* Upon a ance of a red bar in the oomml Mnd:wv no mat‘ler haw faint, Ihe Ia{t nesul s curﬁldered val»d

« |fan invalid test result occurs repeatedly, or for technical assistance, contact your local distributor or
call Technical Support.

LIMITATIONS OF THE PROCEDURE

The Alere Determine™ HIV - 1/2 test is designed to detect antibodies to HIV - 1 and HIV - 2 in human

serum, plasma, and whole blood. Other body fluids or pooled specimens may not give accurate results.

The intensity of the patient bar does not necessarily correlate to the titer of antibody in the specimen.

A negative result with Alere Determine™ HIV-1/2 does not exclude the pessibility of infection with

HIV. A false negative result can occur in the following circumstances:

- low levels of antibody (e.g., early seroconversion specimens) are below the detection limit of the test

- infection with a variant of the virus that is less detectable by the Alere Determine™ HIV-1/2 assay
configuration

- HIV antibodies in the patient that do not react with specific antigens ufilized in the assay configuration

- specimen handling conditions which result in loss of HIV antibody multivalency

- HIV-infected persons taking antiretroviral medication '

For these reasons care should be taken in interpreting negative results. Other clinical data (e.g., symp-

toms or risk factors) should be used in conjunction with the test results

= Positive specimens should be retested using another method and the results should be evaluated in

light of the overall clinical evaluation before a diagnosis is made.

Whole blood or plasma specimens containing anticoagulants other than EDTA may give incorrect

results.

Neonates of HIV-infected mothers may carry maternal antibodies to HIV for up to around eighteen

months, which may not necessarily indicate the true infection status of the new born.

.

.

PERFORMANCE CHARACTERISTICS

SPECIFICITY

Atotal of 1594 serum and plasma specimens from Asia, West Africa, and North America were tested by
Alere Determine™ HIV-1/2 and a commercially available test (Table ).

WHO PQ Public Report

Table |
Specificity of Alere Determine™ HIV-1/2

Number of Negative by Negative by a

Specimens Alere Determine™ Commercially
Population Tested HIv-1/2 Available Test***
Seronegative
Serum 908 907/908 (99.89%)  908/908 (100.00%)
Plasma 403 403/403 (100.00%)  403/403 (100.00%)
Pregnant
Females 58" 57/57 (100.00%) 57/57 (100.00%)
West Africans 49 48/49 (97.96%) 48/49 (97.96%)
Disease States 176" 173/175 (98.86%) 174/175 (99.45%)
Other than HIV
and Potentially
Interfering
Substances
Total 1594* 1588/1592 (99.75%) 1590/1592 (99.87%)

One specimen from a pregnant female and an HCV positive patient were positive by both Alere
Determine™ HIV-1/2 and the commercially available test. Both specimens confirmed positive by HIV-
1 Western Blot.

* 456 specimens were from North America, 1089 specimens were from Asia, and 49 specimens were
from Africa.

*** The reference method of a commercially available test is particle agglutination.

A total of 3663 seronegative serum and plasma specimens from North America, Asia, and Africa were
tested by Alere Determine™ HIV-1/2 and commercially available tests (Table Il). The specimens from
North America, Asia, and 49 of 2118 specimens from Africa (referred to as “West Africans” in Table I}
were included in Table . Discordant specimens were confirmed negative by either Western blot or HIV-1
PCR assays.

Table ll
A Comparison of Alere Determine™ HIV-1/2 Specificity by Geographic Area
Number of Negative by Negative by
Specimens Alere Determine™ Commercially
Area Tested HIV-1/2 Available Tests*
North America 458 451/454 (99.34%) 453/454 (99.78%)
Asla 1089 1089/1089 (100.00%) 1089/1089 (100.00%)
Africa 2118 2079/2118 (98.16%) 2100/2118 (99.15%)

* The reference methods of commercially available tests are particle agglutination, enzyme immunoassay
and chemiluminescent immunoassay.

July/2016, version 5.0

A total of 368 seronegative whole blood specimens from Thailand were tested with paired serum and
plasma by Alere Determine™ HIV-1/2. Thirty-nine of the whole blood specimens were collected by both
venipuncture and fingerstick (Table Ill).
Table Il
A Comparison of Alere Determine™ HIV-1/2 Specificity in
Seronegative Whole Blood and Paired Serum and Plasma Specimens

Number of Negative by

Specimens Alere Determine™
Specimen Type Tested HIV-1/2
Serum 368 368/368 (100.00%)
Plasma 368 368/368 (100.00%)
Whole Blood (venipuncture) 368 368/368 (100.00%)
Whele Blood (fingerstick) 39 39/39 (100.00%)
SENSITIVITY

A total of 869 HIV-1 and HIV-2 antibody positive serum and plasma specimens fram Asia, Africa, North and
South America were tested by Alere Determine™ HIV-1/2 and a commercially available test (Table IV).

Table IV
Sensitivity of Alere Determine™ HIV-1/2

Number of Pasitive by Positive by a

Specimens Alere Determine™ Commercially
Population Tested HIv-1/2 Available Test**
HIV-1 Positive 521° 521/521 (100.00%) 521/521 (100.00%)
HIV-2 Positive 114° 114/114 (100.00%) 114/114 (100.00%)
HIV-1 Subtypes A-G 222 222/222 (100.009%) Not Tested Not Tested
HIv-1 Group O 12 12/12 (100.00%) Not Tested Mot Tested
Total 869 B69/869  (100.00%) 635/635 (100.00%)

* 228 specimens were from North America, 296 specimens were from Asia, and 111 spacimens were
from Africa.

** The reference method of a commercially avallable test is particle agglutination.

A total of 1653 seropositive serum and plasma specimens from North America, Asia, and Africa were
tested by Alere Determine™ HIV-1/2 and commercially available tests (Table V). The specimens from
North America, Asia, and 111 of 1129 specimens from Africa (referred to as “HIV-2 Positive” in Table IV)
were included in Table IV. Discordant specimens were confirmed HIV-1 positive by either Western blot or
HIV-1 PCR assays.

Table v
A Comparison of Alere Determine™ HIV-1/2 Sensitivity by Geographic Area

Number of Positive by Positive by

Specimens Alere Determine™ Commercially
Area Tested Hiv-1/2 Available Tests**
North America 228 228/228 (100.00%) 228/228 (100.00%)
Asia 206 296/296 (100.00%) 296/296 (100.00%)
Africa 1129 1128°/1120 (99.91%) 1129/1129 (100.00%)

* One negative specimen by Alere Determine™ HIV-1/2 confirmed positive by HIV-1 PCR.
**The reference methods of commercially available tests are particle agglutination, enzyme immunoassay
and chemiluminescent immunoassay.

A total of 102 seropositive whole blood specimens from Thailand were tested with paired serum and
plasma by Alere Determine™ HIV-1/2. Thirty-two of the whole blood specimens were collected by both
venipuncture and fingerstick (Table VI).

Table VI
A Comparison of Alere Determine™ HIV-1/2 Sensitivity in
Seropositive Whole Blood and Paired Serum and Plasma Specimens

Number of Positive by
Specimens Alere Determine™
Specimen Type Tested HIV-1/2
Serum 102 102/102 (100.00%)
Plasma 102 102/102 (100.00%)
Whole Blood (venipuncture) 102 102/102 (100.00%)
Whole Blood (fingerstick) 32 32/32 (100.00%)

The manufa:turmg process produces different lot numbers for the kit and test cards; these lot numbers
are traceable.
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Advice Line

For further information, please contact your distributor, or call to one of the following Alere Product

Support Care Centers:

Region Phone E-Mail Address
Europe & Middle East + (44) 161 483 9032 EMEproductsupport@alere.com
Asia Pacific +(61) 7 3363 7711 APproductsupport@alere.com
Africa, Russia & CIS +(072) 8 0420 683 ARCISproductsupport@alere.com
Latin America +(57) 2 661 8797 LAproductsupport@alere.com

Alere Medical Co., Ltd.
357 Matsuhidai, Matsudo-shi,
Chiba, 270-2214 Japan

www.alere.com www.alerehiv.com Tel +8147 311 5750

The Alera Logo, Alere and Determine are trademarks of the Alere group of companies.
© 2015 Alere. All rights reserved.
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Determine™

. Chase Buffer

Key to symbols used/Pouzivané symboly/Symbolforklaring/Erlduterung der verwendeten Symbole/
Nivakag oupBoiwv/Clave de los simbolos utilizados/Légende des symboles utilisés/
Legenda dei simboli utilizzati/Legenda dos simbolos utilizados/Symbolférklaring

30°C Store at 2-30°C/Skladuite pfi teploté 2-30°C/ Chase Buffer/Nesny pufr/
‘/ﬂf Opbevares ved 2-30°C/Lagerung bei 2 bis 30°C/ cHASE BU FF ER Chase-buffer/Antriebspuffer/
2°c

Duhdoostal otoug 2-30°C/Almacenar a 2-30°C/ PuBpioTiké Bidhupa ataBeponoinong/
Conserver entre 2 et 30°C/Conservare a 2-30°C/ Tampén de arrastre/Tampon de fixation/
Conservar a 2°C-30°C/Férvaras vid 2-30°C Tampone chase/Tampéo de fixagéo/
Fixeringsbuffert
IVD For In Vitro Diagnostic Use/Pro diagnostické Gcely in vitro/
Til in vitro-di isk brug/

Der Test ist nur fir die In-vitro-Diagnos vorgesehen/

M in vitro Siayvworikr xpfion/Para uso en diagnosticos in vitro/
Pour usage diagnostic in vitro/Per uso diagnostico In vitro/

Para uso em Diagnéstico in Vitro/Fér diagnostisk anvandning in vitro

EN cZ

Name and Intended Use Nazev a poutiti

The Chase Buffer is for use with Determine™ format products. Nosny pufr je urgen pro pouZiti s produkty fady Determine™.

Refer to the assay-specific package insert for additional information, Da}éf !nf‘oq-nfme naleznete v pHE:anvém Ie_laku pﬁ_sluéné melpqy._

When adding Chase Buffer to the sample pad, hold the bottle vertically. PHi pﬂdava_nl pufru do 1BSt0\'IaGI kazety drzte lahvi¢ku ve vertikalni poloze.

One bottle of Chase Buffer can be used for 100 tests. Jedna lahvicka pufru vystadi na 100 testd.

Contents Slozeni . . . .

1 Bottle (2.5 mL) Chase Buffer prepared in 1lahvicka (2,5 ml) - nosny pufr pfipraveny ve
phosphate buffer. fosfatovém pufru.
Preservatives: Antimicrobial Agents. Konzervaéni Einidla: antimikrobidlni latky.

Pokyny pro skladovani
Promyvaci pufr znovu uzaviete, aby nedoslo k jeho odpafovani nebo vyliti, a
skladuijte pfi teploté 2-30°C.

Storage Instruction
Recap and store the chase buffer at 2-30°C to avoid evaporation or spillage.

Advice Line Informacni Linka
For further information, please contact your distributor, Pro dalsi informace prosim kontaktujte svého distributora, nebo volejte
or call Alere Technical Specialists: Alere Techniéti specialisté:
Africa, Russia & CIS: Tel: +972 8 9429 683 Africe, Rusku a Spolecenstvi
Email: ARCISproductsupport@alere.com nezévislych stata: Tel: 1_-9?2 8 9429 683
Email: ARCISproductsupport@alere.com
Asia Pacific: Tel: 617 3363 7711 Asie a Tichomoti: Tel: +61 7 3363 7711

Email: APproductsupport@alere.com Emall: APproductsupport@alere.com

Evropa a Stredni Vychod: Tel: +44 161 483 9032
Email: EMEproductsupport@alere.com

Europe & Middle East: Tel: +44 161 483 9032
Email: EMEproductsupport@alere.com

Latin America: Tel: +57 2 661 8797 Latinska Amerika: Tel: +57 2 661 8797
Email: LAproductsupport@alere.com Email: LAproductsupport@alere.com
DA DE
Betegnelse og anvendelse Produktbezeichnung und Verwendungszweck
Chase-bufferen anvendes sammen med produlter i Determine™-ssrien. Der Antriebspuffer dient zur Verwendung mit Determine™-Formatprodukten,
Se brugsanvisningen til den pAgzeldende analyse for yderligere oplysninger. Weitere I.niorrnatlonen entnghmen Sie bitte der entsprecljenden Packungsbeilage.
Hold flasken lodret, nér Chase Buffer pafores provefeltet. Halten Sie die Flasche Antriebspuffer senkrecht, wenn Sie den Puffer auf das

Proben-Pad geben,
Eine Flasche Antriebspuffer kann fiir 100 Tests verwendet werden.
Inhalt

1 Flaschchen (2,5 mi) Antriebspuffer,
hergestellt in Phosphatpuffer.

En flaske Chase Buffer kan bruges til 100 tests.

Indhold

1 flaske (2,5 ml) chase-buffer i fosfatbuffer.
Konserveringsmiddel: antimikrobielle midler.

Opbevaringsinstruktion Konservierungsmittel: Bakteriostatika.

Seet hastte p& og opbevar chase-bufferen ved 2-30°C for at undga Lagerungsvorschriften

fordampning eller spild. VerschlieBen Sie den Chase Buffer wieder und lagern Sie ihn bei 2-30°C, um
Verdunstung oder Verschitten zu vermeiden.

Radgivnin,

Yder%gere ofaiysninger fas ved at kontakte forhandleren eller ringe til Alere Iwnf_c:telle:fun ti rhalten Si Ih Vertreiber od

Technical Specialists: eitere Informationen e en Sie von lhrem reiper oder vom

Afrika, Rusland og CIS: TIf.c +972 8 9429 683 technischen Kundendienst von Alere:
E-mail: ARCISproductsupport@alere,com Afrika, Russland & GUS: Tel: +972 8 9429 683
E-Mail: ARCISproductsupport@alere.com
Asien/Stillehavet: TIf.: +61 7 3363 7711 ) "
E-mail: APproductsupport@alere.com Asien/Pazifikraum: Tel: +61 7 3363 7711
E-Mail: APproductsupport@alere.com
Europa og Mellemasten: Tif.: +44 161 483 9032
E-mail: EMEproductsupport@alere.com

Latinamerika: TI.: +57 2 661 8797
E-mail: LAproductsupport@alere.com

Europa & Mittlerer/ Tel: +44 161 483 9032
Naher Osten: E-Mail: EMEproductsupport@alere,com

Lateinamerika: Tel: +57 2 661 8797
E-Mail: LAproductsupport@alere.com
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Ovopacia kal okoToS Xprions
To puBuioTiké Sidhupa oTaBeportoinang TpoopileTal yia xprion Pe TN oLpd
TipoidvTwy Determine™,
AvatpéETe aTo avTioTolko ouvodEuTIKG QUANGBIO KGBE eEETaang yia
TIEPICTGTEPEG TIANPOPOPIES.
Kard v TipooBrikn puBpiaTikod diahipartog Chase Buffer oto xwpo utrodoxng
Tou BEfypaTog, KPATATE Tr) QIGAN KATAKGPUPT.
Mia @idAn puBuiomikou SiaAlparog Chase Buffer emapkei yia 100 teoT.
Mepiex6peva
1 piakidio (2,5 mL) puBpiaTikol SiaAdpatog
otaBepomoinang mou Mapackevdderal o puBUIOTIKG
Siahupa pwopwpPIKoL dAatog.
Zuvtnpntikd: avtipikpoBiakol mapayovec.
08nyieg amobrikevong
Emmuwyariote ex véou ka1 uAGETE To puBuioTiké Sidhupa chase o Bepuokpacia
2-30°C yia Tnv anoguyr ¢ eEarpiong 1 g Slapporic.
Fpappi Borifelag
MNa mepioodTepeg TTANpoQopieg ETTIKOIVWVATTE PE Tov TOTKG Slavopéa Tou
TIpoidvTog, 1 kaAéoTe 1o EEadikeupévo Texvikd latpikd MpoowTikd Tng Alere:
Agpikr}, Pwaia kan & KAK: TnA: +972 8 9429 683
Email: ARCISproductsupport@alere.com

TnA: +61 7 3363 7711

Email: APproductsupport@alere.com
Eupwmn & Méon Avarohr: TnA: +44 161 483 9032

Email: EMEproductsupport@alere.com
TnA: +57 2 661 8797

Email: LAproductsupport@alere.com

Agia Eipnvikog:

Aamvikr] Apepikry:

ES

Nombre y finalidad de uso

El tampén de arrastre se utiliza con productos de formato Determine™.

Si desea mas informacién, consulte el prospecto del ensayo correspondiente.
Sostenga el bote en posicién vertical cuando afada el tampdn de deteccion
Chase Buffer a la almohadilla de muestra.

Un bote de tampén de deteccién Chase Buffer se puede utilizar para 100
pruebas.

Contenido:

1 frasco (2,5 ml) de tampon de arrastre
preparado en tampodn fosfato.
Conservantes: agentes antimicrobianos.

Instrucciones de almacenamiento
Vuelva a tapar y almacene el buffer de deteccién a 2-30°C para evitar
evaporaciones o derrames.

Asistencia
Para obtener mas informacion, pongase en contacto con su distribuidor,
o llame a los especialistas tecnicos de Alere:
Africa, Rusiay CIS: Tel: +972 8 9429 683
Correo electronico: ARCISproductsupport@alere.com
Asia del Pacifico: Tel: +61 7 3363 7711
Correo electronico: APproductsupport@alere.com
Europa y Oriente Medio: Tel: +44 161 483 9032
Correo electronico: EMEproductsupport@alere.com
Tel: +57 2 661 8797
Correo electronico: LAproductsupport@alere.com

Latinoamerica:

FR

Dénomination et domaine d’application

Le tampon de fixation est utilisé avec les produits au format Determine™.

Pour de plus amples informations, se référer a la notice de dosage
correspondante,

Au moment de déposer le tampon de migration sur la zone de dépdt, maintenir
le flacon & la verticale.

Un flacon de tampon de migration est suffisant pour la réalisation de 100 tests.

Contenu
1 flacon (2,5 ml) de tampon de fixation préparé

dans du tampon phosphate.

Conservateurs : Agents antimicrobiens.
Consignes de conservation
Refermez et conservez la solution tampon de migration entre 2 et 30°C

pour prévenir toute évaporation ou tout déversement.

Conseil
Pour de plus amples informations, contacter votre distributeur ou appeler
les techniciens specialistes de Alere:

Afrique, Russie et
Ex-pays de 'URSS: Tel: +972 8 9429 683

Adresse elec.e: ARCISproductsupport@al

Tel: +61 7 3363 7711

Adresse elec.e: APproductsupport@alere.com
Europe et Moyen-COrient: Tel: +44 161 483 9032

Adresse elec.e: EMEproductsupport@alere.com

Tel: +57 2 661 8797
Adresse elec.e: LAproductsupport@alere.com

.com

Asie et Pacifique:

Amerique latine:

IT

Denominazione e finalita d'uso

Il tampone chase (tampone di spinta) viene utilizzato con i prodotti della
linea Determine™,

Per specifiche piu dettagliate, fare riferimento al foglietto illustrativo del
relativo dosaggio.

Quando si aggiunge il Chase Buffer al supporto assorbente del campione,
tenere il flacone in posizione verticale.

Un flacone di tampone é sufficiente per 100 test.

Contenuto

1 flacone (2,5 ml) di tampone chase (tampone di
spinta) preparato in tampone fosfato.
Conservanti: Sostanze antimicrobiche.

Istruzioni di conservazione
Richiudere e conservare il tampone chase (tampone di migrazione) a
2-30°C per evitare |'evaporazione o la fuoriuscita.

Assistenza

Per ulteriori informazioni, contattare il proprio distributere o il servizio
di assistenza tecnica di Alere ai seguenti recapiti:

Africa, Russia e CIS: Tel.: +972 8 9429 683

E-mail: ARCISproductsupport@alere.com
Tel.: +61 7 3363 7711

E-mail: APproductsupport@alere.com

44 161 483 9032

E-mail: EMEproductsupport@alere.com

Tel.: +57 2 661 8797
E-mail: LAproductsupport@alere.com

Asia Pacifico:

Europa e Medio Oriente:

America Latina:

PT

Nome e aplicagdo diagnostica
A solugao tampdo de detegao destina-se a
formato Determine™.
Para mais informagbes, consultar as instrugdes de utilizagéo dos ensaios.
Ao adicionar a solug@o tampdo de dete¢do & drea de amostra, segure
verticalmente no frasco.
Um frasco de solugéo tampé&o de detegao pode ser utilizado para 100 testes.
Conteddo
1 Frasco (2,5 ml) de tampéo de fixagdo

preparado em tampéo fosfato.

Conservantes: agentes antimicrobianos.
Instrugdes de armazenamento
Volte a colocar a tampa e a armazenar o tampao de deteg&o entre 2 a 30°C
para evitar evaporagac ou derrame.
Linha de Apoio
Para informacao adicional, por favor contacte o seu distribuidor,
ou ligue para os Tecnicos Especialistas da Alere,
Africa, Russia & CES: Tel: +972 8 9429 683

Email: ARCISproductsupport@alere.com

Asia Pacifico: Tel: +61 7 3363 7711
Email: APproductsupport@alere.com

Europa & Medio Oriente: Tel: +44 161 483 9032
Email: EMEproductsupport@alere.com

Tel: +567 2 661 8797
Email: LAproductsupport@alere.com

¢do com produtos do

America Latina:

SV

Namn och anvéndningsomrade

Chase-bufferten anvénds av produkter i Determine™-format.
Ytterligare information finns i bruksanvisningen till respektive analys.
Hall flaskan lodratt nar du tillsatter Chase Buffert till provdynan.

En flaska Chase Buffert racker till 100 tester.

Innehall

1 flaska (2,5 mL) fixeringsbuffert som
preparerats i fosfatbuffert.

Konserveringsmedel: antimikrobiella agens.

Instruktioner férvaring
Satt pa locket och forvara chase-buffer i 2-30°C fér att undvika
avdunstning och spill.
Radgivning
For ytterligare information, vanligen kontakta din leverantor eller Alere
Technical Specialists:
Afrika, Ryssland & OSS:Tel: 4972 8 9429 683

E-post: ARCISproductsupport@alere.com
Asien Stillahavsomradet:Tel: +61 7 3363 7711

E-post: APproductsupport@alere.com
Europa & Mellanostern: Tel: +44 161 483 9032
E-post: EMEproductsupport@alere.com
Tel: +57 2 661 8797
E-post: LAproductsupport@alere.com

Latinamerika:

Alere Medical Co., Ltd.

357 Matsuhidai, Matsudo-shi, Chiba,
270-2214, Japan

Tel +81-47-311-5750
Fax +81-47-311-5751

Eﬁm Alere Ltd.

Pepper Road, Hazel Grove,
Stockport, SK7 5BW, UK
August, 2015

© 2015 Alere. All rights reserved. 1155943205
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