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NAME HIV 1/2 Stat-Pak HIV 1/2 Stat-Pak ADVANCED QUALITY ™ | Retrocheck HIV?/ CORE™ |DoubleCheckGold™ HIV 1&2
Dipstick HIV Rapid Test HIV 1&2 Whole Blood
Manufacturer Chembio Diagnostics Inc Chembio Diagnostics Inc InTec Products Inc Qualpro Diagnostics Orgenics Ltd
Medford, NY Medford, NY Haicang, Xiamen Verna, Goa Yavne
USA USA People's Republic of China India Israel
Assay type Immunochromatographic assay Immunochromatograssiaya Immunochromatographic assay Immunochromatbgragsay Immunochromatographic assa
Antigen type Synthetic peptides Synthetic peptides Recombinantejns Recombinant proteins and synthatic Recombinant proteins
peptides
Individual/combined HIV 1 & Combined Combined Combined Combined Combined
HIV 2 reactivity HIV-1 & HIV-2 HIV-1 & HIV-2 HIV-1 & HIV-2 HIV-1 & HIV-2 HIV-1 & HIV-2
Solid phase Immunochromatographic membrane  Immunogtographic membrane Immunochromatographic memirdmmunochromatographic membrane Immunochromatbgranembrang
Specimen type serum/plasma/whole blood serum/plasma/whole blood erung/plasma/whole blood serum/plasma/whole blood runsgplasma/whole blood

Number of tests per kit (prody
code)

20 (HIV 101)
Bulk (HIV 133)

30 (HIV 301)
Bulk (HIV 333)

40 (ITP02002-TC40)

10, 25, 50, 100

20 (70633020)
100 (70633100)

Batch numbers evaluated
(expiry date)

HIV060404 (17/11/05)
HIV062404 (08/12/05)

5504002 19/11/06)
5604003 (04/11/06)
5804004 (12/04)06)

2004121608 (06/2006)
2004121401 (06/2006)
2005012502 (07/2006)
2005012503 (07/2006)

Retrocheck HIV
41035 (00/10/06)
41038 (00/11/06
CORE™ HIV 1&2
41030 (00/07/06)
41031 (00/11/06)

0507061W (17/01/2007)
050710W (10/02/2007)

Shelf life (at°C)

18 months (8-30)

18 months (8-30)

18 months (2-30)

24 months (4-30)

18 months (2-30)

Volume of sample neededl) 5pl 5pl 5ul 50ul 10ul (serum/plasma)
50ul (whole blood)

Final dilution of sample none none none none none

Total time to perform the assa

h:min. 0:11 0:16 0:16 0:16 0:16

(number of sera) (1) (1) (1) (1) (1)

Reading Visual Visual Visual Visual Visual

Indicative price/test US$ 1.10-1.35 0.80-0.95 0.80-0.90 0.70-0.85 1.20-1.32

(as given in 2004 - 2005)

@ - & * # JU#* B? * 3 # 2B3kB * 8 E !
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NAME

HIV 1/2 Stat-Pak

HIV 1/2 Stat-Pak
Dipstick

ADVANCED QUALITY ™
HIV Rapid Test

Retrocheck HIV / CORE™
HIV 1&2

DoubleCheckGold™ HIV
1&2 Whole Blood

Final Sensitivity %
(95% CIy
n=314

100 (98.8 - 100)

99.4 (97.7 - 99.9)

99.7 (98.2 - 100)

100 (98.8 - 100)

100 (98.8 - 100)

Initial Specificity %
(95% ClI)

Final Specificity %

98.2 (96.6 - 99.2)

99.3 (98.1 - 99.9)

100 (99.2 - 100)

100 (99.2 - 100)

99.8 (98.8 - 100)

99.8 (98.8 - 100)

99.1 (97.8 - 99.8)

99.1(97.8 - 99.8)

99.3 (98.1-99.9)

99.3 (98.1 - 99.9)

(95% ClI)

n =455

Indeterminate results % 0 0 0 0.1 0

Initial inter-reader variability 9 1.7 0.3 0.8 0.4 0.1

PPV 1% 60.5 100 82.1 535 60.5
10% 94.4 100 98.1 92.7 94.4

NPV 1% 100 100 100 100 100
10% 100 99.9 99.9 100 100

Note: evaluations carried out using serum/plasreaisgens, see section 5.2.

3 95% confidence intervals
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NAME

HIV 1/2 Stat-Pak

HIV 1/2 Stat-Pak

ADVANCED QUALITY ™

Retrocheck HIV / CORE™

DoubleCheckGold™ HIV 1&2

Dipstick HIV Rapid Test HIV 1&2 Whole Blood
Dimension (cm) of kit: 16.5-125-9 135-6.5-5 18-135-9 15873-- 7 (10 tests) 17.5-12.5-5.5 (20 tests)
w-I-h 20- 13-5 -6.7 (25 tests) 26 - 18 - 14 (100 tests)
21.2-13.2 - 3.2 (50 tests)
26 - 13 - 19.7 (100 tests)
Storage conditions’C) 8-30 8-30 2-30 4-30 2-30

Incubation temperature (°C)

Room temperature

Room temperature

Room temperdi8+25)

Room temperature (20-30)

Room temperatiBe3Q)

Reading endpoint stability
(mins)

10

15-20

20

30

25

Stability after dilution/
reconstitution/ opening at¢)
- antigen (device)

- controls

- sample diluent

- conjugate

- substrate

- wash buffer

- running buffer

expiry date (8-30°C)

expiry date (8-30°C)

not applicable
not applicable
not applicable
not applicable
not applicable

expiry date (8-30°C)
not applicable
not applicable
not applicable
not applicable
not applicable

expiry date (8-30°C)

expiry date (2-30°C)
not applicable
not applicable
not applicable
not applicable
not applicable

expiry date (2-30°C)

expiry date (4-30°C)
not applicable
not applicable
not applicable
not applicable
not applicable

expiry date (4-30°C)

expiry date (2-30°C)
not applicable
not applicable
not applicable
not applicable
not applicable

expiry date (2-30°C)

Number of sera per run
minimum — maximum

1-10

1-10

1-10

1-10

1-10

Number of controls per test ru

- negative

- cut-off/weak positive
- positive

- blank

internal controls :
reagent control

specimen addition control

hControl samples not supplied in the
but available on order from

manufacturer

No
Yes

kiControl samples not supplied in th

kit but available on order from
manufacturer

No

Yes

e Control samples not supplied in th
kit and are not available from the

manufacturer

No
Yes

e Control samples not supplied in th

kit and are not available from the
manufacturer

Yes

No

eControl samples not supplied in t
kit but available on order from
manufacturer

No
Yes

ne
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NAME

HIV 1/2 Stat-Pak

HIV 1/2 Stat-Pak
Dipstick

ADVANCED QUALITY ™
HIV Rapid Test

Retrocheck HIV / CORE™
HIV 1&2

DoubleCheckGold™ HIV
1&2 Whole Blood

Estimated time to perform one run: h.

min (number of sera)

0.13 (1)

0.16 (1)

0.18 (1)

0.16 (1)

0.16 (1)

Equipment needdalit not provided in th|

kit:*

- washer

- incubator (water-bath)

- spectrophotometric reader
- refrigerator (storage)

- agitator , rocker

- aspiration device

- automatic pipette (pl)

- multichannel (ul)

- disposable tips

- dilution tubes/rack,

- microtiterplate

- distilled or deionised water
- plate covers

- graduated pipette; cylinder (ml) -
sulfuric acid/sodium hydroxide
- absorbent paper

- disinfectant

- gloves

- reagent trough

- timer

T

+

+

+

Definition of reactive results

Appearance of pink/purple colour
lines in both the TEST and
CONTROL areas

Appearance of pink/purple colour|
lines in both the TEST and
CONTROL areas

ed Both purplish red test band ang
control band appear on the
membrane

Two coloured bands appear at t
Test (T) and Control (C) regions

ne The Test Line and Control Line
appear

Definition of grey zone or invalid result

No distinct pink/purple line in the
CONTROL area

No distinct pink/purple line in the
CONTROL area

If no control band is seen, test i
considered invalid

50nly if no control band is visible
15 minutes

fThe absence of the Internal Control

result

should be considered as an inva{id

4+ : not provided in the kit but necessary to perfthmtest;

- :provided in the kit or not necessary to perfonetest;

+ -

use is optional.
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NAME Score HIV 1/2 Stat-Pak HIV 1/2 Stat-Pak Dipstick | ADVANCED QUALITY ™ | Retrocheck HIV/ CORE™ | DoubleCheckGold™ HIV
HIV Rapid Test HIV 1&2 1&2 Whole Blood

Number of steps in the tegst
procedure:

1-2 steps 6 6 6 6 6 6

3-5 steps 3

>5 steps 1
Clarity of kit instructions:
- good 2 2 2 2 1 2
- needs improvement 1
Kit and reagent packaging
and labelling:
- good 2 2 2 2 2 2
- heeds improvement 1
Total (out of possible 10) 10 10 10 10 9 10
Comments on the test kit Some binding of the None Antigen-colloidal gold | Traces of the colouredIV | The reading is clear, ther

antigen to the solid phas

impresses the membran

which may cause false
positive reaction

[¢)

conjugate migrates very
well - this results in a clea
membrane

1/2 specific recombinant
ar antigen-colloidal gold
conjugate do not flow
completely through the
membrane, reading time

needed extending

is no residue of the
antibody HIV protein-
colloidal gold complexes
on the test and control ar
after the incubation time|
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NAME

HIV 1/2 Stat-Pak

HIV 1/2 Stat-Pak Dipstick

ADVANCED QUALITY ™

Retrocheck HIV / CORE™

DoubleCheckGold™ HIV

HIV Rapid Test HIV 1&2 1&2 Whole Blood

Need to prepare:

1 = reagent needs no preparation

0 = reagent needs preparation
-antigen 1 1 1 1 1
-substrate 1 1 1 1 1
-wash solution 1 1 1 1 1
-conjugate 1 1 1 1 1
-pre-dilution of serum 1 1 1 1 1

Stabilityafter dilution/opening:

1 = expiry date

0 = less than the kit's expiry date
-antigen 1 1 1 1 1
-controls 1 1 1 1 1
-sample diluent 1 1 1 1 1
-conjugate 1 1 1 1 1
-substrate 1 1 1 1 1
-wash buffer/running buffer 1 1 1 1 1
-sufficient reagents 1 1 1 1 1
-wash (yes=1; no =0) 1 1 1 1 1

Item needed but not provided in the kit:

1 = item provided in kit or N/A

0 = item not provided in kit
-reagent trough 1 1 1 1 1
-automatic /multichannel pipette 1 1 1 1 0
-dilution — tubes, rack/microtiter plate 1 0 1 1 1
-distilled or deionised water 1 1 1 1 1
-plate covers 1 1 1 1 1
-graduated pipette, cylinder 1 1 1 1 1
-sulfuric acid/sodium hydroxide 1 1 1 1 1

Technician’s appraisal of the test'kit 10 10 10 10 10

(rating out of 10)

Total (out of possible 30) 30 29 30 30 29

Ease of performance: very easy very easy very easy very easy very easy

-less easy < 20
-easy 2E x <25
-very easy > 25

Isee table 4a

Vu
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NAME

Score

HIV 1/2 Stat-Pak

HIV 1/2 Stat-Pak
Dipstick

ADVANCED
QUALITY ™
HIV Rapid Test

Retrocheck HIV /
CORE™ HIV 1&2

DoubleCheckGold™
HIV 1&2 Whole Blood

Sensitivity
- 100%
- 98 — 100%
- <98%
Specificity (final)
- >98%
- 95— 98%
- <95%
Incubation temperature
- room temp °C
- other than room temp °C
Shelf-life
->1 year
- > 6 months <1 year
- < 6 months
Storage at
- room temp °C possible (opened kit)
- room temp °C possible (unopened kit)
- 2-8 °C required
Price per test (US$)
-<1.0
->1.0<2.0
->20
Ease of performance
- very easy
- easy
- less easy
Rapidity of performance: 1 specimen
- <10 min
-10-30 min
->30 min
Washer/agitator
- not needed
- needed
Reading
- visual: inter-reader variabilit§ 3%
: inter-reader variability > 3%
- reading equipment

=W PN W P wu N W =N o PN W =W o wwu o wu

= Wwo

Total (out of possible 40)

38

37

37

39

38

Suitability for use in small laboratories:
- less suitable < 23
- suitable 23 « <30
- very suitable > 30

very suitable

very suitable

very suitable

verytale

very suitable
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Panel Days HIV Assays under evaluation Enzygnost Anti- | Vironostika HIV INNO-LIA HIV Confirmation 2

since ! | Ag! HIV1/2 Plus? Uni-Form |1
2
bleed SR1 SR 2 SR3 SR 4 SR5 PlusO
SICO ODICO oD/CO Result [ Sgp120] gp4l | p31 | p24 | pl7 [sgpl05[ gp36

PRB910-01 0 0.4 NEG NEG NEG NEG NEG 0.1 0.4 neg - - - - -
PRB910-02 14 5.7 NEG NEG NEG NEG NEG 0.1 0.4 neg - - - - -
PRB910-03 26 06 POS POS POS POS POS >6,7 8.9 HIV-1 2+ 3+ - 2+ 2+
PRB910-04 28 05 POS POS POS POS PQOS >6,7 8.9 HIV2t 3+ - 2+ 2+
PRB910-05 32 04 POS POS POS POS PQOS >6,7 8.3 HIV2t 3+ - 2+ 2+
PRB910-06 35 04 POS POS POS POS PQOS >6,7 8.4 HIV2t 3+ - 2+ 2+
PRB910-07 40 0.4 POS POS POS POS POS >6,7 8.6 HIV2t 3+ - 2+ 2+
PRB912-01 0 10.2 NEG NEG NEG POS NEG 1.8 0.9 neg - - - - -
PRB912-02 9 249 POS POS POS POS POS >6,7 5.4 HIV-1 - 3+ - 2+ 2+
PRB912-03 14 10.6 POS POS POS POS PQsS >6,7 6.8 1HIV- 3+ - 2+ 2+
PRB912-04 16 3.2 POS POS POS POS POS >6,7 7.7 HIV-1 3+ - 2+ 2+
PRB912-05 28 05 POS POS POS POS POS >6,7 10.7 1HIV- 3+ - 2+ 2+
PRB912-06 30 05 POS POS POS POS PQOS >6,7 11.9 1HIV- 3+ - 2+ 2+
PRB914-01 0 0.4 POS POS NEG POS POS >6,7 4.9 HIV-1 1+ 2+ - +/- -
PRB914-02 4 05 POS POS NEG POS POS >6,7 6.5 HIV-I+ 2+ - 1+ -
PRB914-03 7 05 POS POS NEG POS POS >6,7 7.8 HIV-I+ 2+ - 2+ 1+
PRB914-04 25 04 POS POS NEG POS POB >6,7 13.8 1HIV2+ 2+ - 2+ 2+
PRB914-05 31 04 POS POS NEG POS POB >6,7 14.0 1HIV2+ 2+ - 2+ 2+
PRB917-01 0 04 NEG NEG NEG NEG NEG 0.6 0.7 neg - - - - -
PRB917-02 53 3.9 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - -
PRB917-03 57 21.6 NEG NEG NEG NEG NEG 0.2 0.4 neg - - - - -
PRB917-05 65 24 POS POS NEG POS POS >6,7 5.7 HIV-1 1+ 2+ - +/- -
PRB917-06 67 1.6 POS POS POS POS POS >6,7 6.8 HIV-1 1+ 2+ - 1+ -

Notes: ' Results obtained from Boston Biomedica Inc (novaSare Life Sciences).

2Results obtained from ITM, Antwerp.

SR3 ADVANCED QUALITY ™ HIV Rapid Test
SR4 Retrocheck HIV / CORE! HIV 1&2

SR5 DoubleCheckGold™ HIV 1&2 Whole Blood

SRL HIV 1/2 Stat-Pak
SR2 HIV 1/2 Stat-PalDipstick
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Panel Days HIV Assays under evaluation Enzygnost | Vironostika INNO-LIA HIV Confirmation *
since | Ag Anti-HIV1/2 | HIV Uni-
1st SR1  SR2 | SR3 SR4 | SR5 Plus’ Form Il
Plus O

bleed | S/CO OD/CO OD/CO Result | Sgp120| gp4l p31 p24 pl7 | sgpl05| gp36
PRB927-01 0 0.6 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB927-02 28 >22.1 NEG NEG NEG NEG NEG 2.2 1.8 neg - - - - - - -
PRB927-03 33 10.2| POS POS NEG POS POS >6,7 8.3 ind - 2+ - - - - -
PRB927-04 35 2.6 POS POS POS POS POS >6,7 5.5 HIV-1 1+ 2+ - - - - -
PRB927-05 40 1.3 POS POS POS POS POS >6,7 6.2 HIVZ2H 3+ - 2+ 2+ - -
PRB928-01 0 0.6 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB928-02| 111 | >22.7 POS POS NEG NEG POS 4.8 15 ind - 1+ - - - - -
PRB928-03| 120 22 POS POS POS POS POS >6.7 4.0 HIV-1 - 3+ - 2+ - - -
PRB928-04| 125 1.8 POS POS POS POS PQsS >6.7 3.7 -HIVL+ 2+ - 2+ 1+ - -
PRB928-05| 130 1.0 POS POS POS POS PQS >6.7 5.6 -IHIV2+ 3+ - 2+ 2+ - -
PRB930-01 0 0.9 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB930-02 3 2.7 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB930-03 7 4.2 NEG  NEG NEG NEG POS 45 22 ind - 1+ - - - - -
PRB930-04 10 12.8) POS POS NEG POS POS >6.7 8.6 HIV-1 - 2+ - 2+ - - -
PRB944-01 0 0.5 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB944-02 2 1.0 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB944-03 7 6.6 NEG NEG NEG NEG NEG 0.1 0.3 neg - - - - - - -
PRB944-04 9 7.0 NEG NEG NEG NEG NEG 0.2 0.3 neg - - - - - - -
PRB944-05 14 58| POS POS NEG NEG POS 5.0 1.8 HIV-1 - 2+ - 1+ - - -
PRB944-06 16 32 POS POS POS POS POS >6.7 31 HIV-1 - 2+ - 2+ - - -

! Resullts obtained from Boston Biomedica Inc (novaSare Life Sciences).
2Results obtained from ITM, Antwerp.

Notes:

SR1 HIV 1/2 Stat-Pak

SR2 HIV 1/2 Stat-PalDipstick

SR3 ADVANCED QUALITY ™ HIV Rapid Test
SR4 Retrocheck HIV / CORE' HIV 1&2

SR5 DoubleCheckGold™ HIV 1&2 Whole Blood

%u
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Assays under evaluation Reference Assays
Coulter bioMérieux Abbott INNO-LIA HIV I/ll Scor e Immunoblot 2
Panel ID Expected | gry | sr2 | SR3 | SR4 | SR5 p24 VIDAS PRISM
Result Ag EIA* HIV DUO! HIV O Plus® Result
OD/CO OD/CO OD/CO sgpl20 gp4l p3l p24 pl7 sgpl05 gp36

PRB204-01 | Inconclusive | Neg Neg Neg Neg Neg 4.0 1.0 1.2 - 1+ - - - - - IND
PRB204-02 Positive Pos Pos Pos Pos Pos 0.5 65.2 118.3 3+ 3+ 2+ 3+ 3+ - - HIV-1
PRB204-03 Negative Neg Neg Neg Neg Neg 0.4 0.2 0.8 - - - - - - - NEG
PRB204-04 Positive Pos Pos Pos Pos Pos 0.4 65.1 80.8 3+ 3+ 2+ 3+ 3+ - - HIV-1
PRB204-05 Positive Pos Pos Pos Pos Pos 3.1 66.1 128.3 2+ 2+ 2+ 2+ 2+ - - HIV-1
PRB204-06 Positive Pos Pos Pos Pos Pos 0.4 67.5 107.6 3+ 2+ 2+ 2+ 3+ - - HIV-1
PRB204-07 Positive Pos Pos Pos Pos Pos 0.3 66.0 135.8 3+ 3+ 2+ 3+ 3+ - - HIV-1
PRB204-08 Positive Pos Pos Pos Pos Pos 0.3 64.6 133.9 3+ 3+ 2+ 3+ 2+ - - HIV-1
PRB204-09 | Inconclusive | Neg Neg Pos Pos Pos 5.5 2.4 2.4 - 1+ - - - - - IND
PRB204-10 Positive Pos Pos Pos Pos Pos 0.6 65.1 215 1+ 3+ - 3+ 1+ - - HIV-1
PRB204-11 Positive Pos Pos Pos Pos Pos 0.4 65.4 141.8 3+ 3+ 2+ 3+ 3+ - 2+ HIV
PRB204-12 Positive Pos Pos Pos Pos Pos 0.4 63.8 76.1 3+ 3+ 2+ 3+ 3+ - - HIV-1
PRB204-13 Positive Pos Pos Pos Pos Pos 0.3 67.0 15.2 1+ 2+ - 2+ 2+ - - HIV-1
PRB204-14 Positive Pos Pos Pos Pos Pos 0.6 63.8 122.3 3+ 3+ 2+ 3+ 3+ - - HIV-1
PRB204-15 Positive Pos Pos Pos Pos Pos 0.7 63.6 121.8 3+ 2+ 2+ 2+ 3+ - - HIV-1
PRB204-16 Positive Pos Pos Pos Pos Pos 0.5 66.6 22.8 2+ 3+ - 3+ 2+ - - HIV-1
PRB204-17 Positive Pos Pos Pos Pos Pos 2.6 68.8 28.8 2+ 3+ - 3+ 1+ - - HIV-1
PRB204-18 Positive Pos Pos Pos Pos Pos 3.3 71.2 11.0 1+ 2+ - 2+ 1+ - - HIV-1
PRB204-19 Positive Pos Pos Pos Pos Pos 0.6 71.5 51 1+ 2+ - 3+ 1+ - - HIV-1
PRB204-20 Positive Pos Pos Pos Pos Pos 2.1 68.5 119.1 3+ 3+ 2+ 1+ 2+ - - HIV-1
PRB204-21 Positive Pos Pos Pos Pos Pos 2.7 71.7 6.5 - 3+ - 3+ 2+ - - HIV-1
PRB204-22 Positive Pos Pos Pos Pos Pos 1.0 68.5 123.1 3+ 3+ 2+ 2+ 1+ - - HIV-1
PRB204-23 Negative Neg Neg Neg Neg Neg 0.4 0.2 0.3 - - - - - - - NEG
PRB204-24 Positive Pos Pos Pos Pos Pos 2.8 2.3 4.6 1+ 2+ - 1+ - - - HIV-1
PRB204-25 | Inconclusive | Pos Neg Neg Neg Neg 0.4 0.9 7.4 - 1+ - - - - - IND
Notes: * Results obtained from Boston Biomedica Inc (novaSare Life Sciences).

?Results obtained from ITM, Antwerp.
SRL HIV 1/2 Stat-Pak
SR2 HIV 1/2 Stat-PalDipstick

SR3 ADVANCED QUALITY ™ HIV Rapid Test SR5 DoubleCheckGold™ HIV 1&2 Whole Blood

SR4 Retrocheck HIV / CORE! HIV 1&2
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World Health Organization (1990) Acquired Immunadehcy Syndrome (AIDS): Proposed
WHO criteria for interpreting results from Westdsot assays for HIV-1, HIV-2, and HTLV-
I/HTLV-Il. WHO Weekly Epidemiological Recp@b:281-283.
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Assay (manufacturer) Report Sensitivity Specificity d Values Cost per nnt' Ease of Suitability Indeterminate
No? (%)P€ (%)% test(US$) performance results
WB WB lyear (%)
pos  neg
sera  sera

Enzyme linked immunosorbent assays

For the detection of antibody to HIV-1

Dupont HIV-1 Recombinant ELISA 1 100.0 97.0 B8/ 450/410 LE LS NA
(Dupont de Nemours) (98.7-100.0) (92.7-98.8)

Enzygnost Anti-HIV Micro 1 100.0 100.0 1.8/'88 15 LE LS 0.0
(Behringwerke) (97.8-100.0) (98.1-100.0) 450/63

HIV-TEK G 1 100.0 86.5 1.0/'88 450 LE LS NA
(Sorin Biomedica) (96.0-100.0) (79.5-91.8)

Vironostika Anti-HIV Uni-Form 1 100.0 99.5 2.288 492 LE LS NA
(Organon Teknika) (97.6-100.0) (97.3-100.0) /89Q

Ortho HIV ELISA System 1 100.0 98.0 1.8/'88 490 EL LS NA
(Ortho Diagn. Systems) (97.8-100.0) (95.0-99.4)

HIV-1 env Peptide EIA 2 96.0 97.0 3.9/'89 405 LE LS NA
(Labsystems) (90.8-98.7) (93.5-98.9) 405/630

Wellcozyme HIV Recombinant 2 100.0 90.1 1.5/'89 504 LE LS NA
(Wellcome Diagnostics) (98.2-100.0) (96.8-99.9)

Genetic Systems LAV EIA 3 100.0 96.3 9.2 -2.13  am® 450 LE LS NA

(Genetic Systems) (98.2-100.0) (92.9-98.4) @8R/630
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Assay (manufacturer) Report Sensitivity Specificity d Values Cost per nnt' Ease of Suitability Indeterminate
No? (%)P€ (%)% test(US$) performance results
WB WB lyear (%)
pos neg
sera  sera
REC VIH-KCOI 3 97.0 100.0 2.1 -4.14 492 LE LS NA
(Heber Biotec) (93.5-98.9) (98.3-100.0)
UBI HIV-1 EIA 6 100.0 88.2 7.5 -1.12 1.0/92 492890 LE S NA
(United Biomedical) (99.9-100.0) (87.1-89.3)
Peptide HIV-1 ELISA Test System 6 82.1 94.1 0B/ visual E VS 0.0
(Sero-Immuno Diagnostics) (76.5-87.6) (91.0-97.2)
Peptide HIV-2 ELISA Test 6 97.1 98.1 0.6/'92 \aku E VS NA
(Sero-Immuno Dianostics) (93.0-100.0) (96.3-99.9)
UBI HIV-2 EIA 7 100.0 96.1 105 -17 1.2/93 4925630 LE S NA
(United Biomedical) (97.4-100.0) (93.4-98.8)
Enzygnost Anti-HIV-1 7 100.0 100.0 7.4 -3.3 45@HEP0 LE LS 0.0
(Behringwerke) (98.1-100.0) (98.8-100.0)
Enzygnost Anti-HIV-2 8 100.0 99.5 238 -35 6.2/'93  450/630 LE LS 0.0
(Behringwerke) (96.7-100.0) (98.5-100.0)
For the detection of antibody to HIV-1 and HIV-2
Enzygnost Anti-HIV -1+2 2 100.0 97.4 113 -215 /B3 450 LE LS 0.0
(Behringwerke) (98.4-100.0) (94.0-99.2) 450/680
Biochrom HIV-1/HIV-2 ELISA 3 100.0 96.3 6.20 -1.69 0.9/'89 405 LE LS 1.0
Modul-test (Biochrom) (98.6-100.0) (92.5-98.5)
DuPont HIV-1/HIV-2 ELISA 3 100.0 85.6 9.34 -0.96 3190 405 or 410 LE LS NA
(DuPont de Nemours) (98.7-100.0) (79.8-90.2) 5 d0410/

620 or 630

7%



F'"A5 2B

Assay (manufacturer) Report Sensitivity Specificity d Values Cost per nn' Ease of Suitability Indeterminate
No? (%) (%) test(US$) performance results
WB WB lyear (%)
pos  neg
sera  sera
Vironostika HIV MIXT 3 100.0 100.0 10.10 -2.94 19 492 LE LS NA
(Organon Teknika) (98.7-100.0) (98.1-100.0)
Elavia Mixt 4 100.0 95.1 5433 -2.31 2.1/90 492 LE LS 0.0
(Diagnostics Pasteur) (98.7-100.0) (91.3-97.8) 492/620
Anti-HIV-1/HIV-2 EIA <Roche> 4 100.0 96.9 11.30 2 1.7/90 492 LE LS NA
(F. Hoffman-LaRoche) (98.7-100.0) (93.4-98.9)
Clonatec HIV (1+2) Ab EIA 6 99.6 95.9 747 -168 791 492 LE S 0.0
(Clonatec) (98.8-100.0) (93.1-98.7)
Enzymun-Test Anti-HIV-1+2 6 100.0 100.0 550 .4& 3.092 405 LE S 0.0
(Boehringer Mannheim) (98.7-100.0) (98.6-100.0)
UBI HIV-1/2 EIA 6 100.0 88.7 718 -1.24 1.2/'92 29 LE S NA
(United Biomedical) (99.9-100.0) (84.2-93.1) 2/890-690
Enzygnost Anti-HIV-1/HIV-2 6 100.0 99.5 26.53 -3.50 2.6'92 450 LE LS 0.0
(Behringwerke) (99.9-100.0) (98.5-100.0) 456/690
Cobas Core Anti-HIV-1/HIV-2 EIA 7 100.0 89.2 10.8 1.0 2.293 450 LE LS 0.0
<Roche> (Hoffmann-La Roche) (98.6-100.0) (84.68D3.
Biochrom HIV-1/HIV-2 ELISA 7 99.5 100.0 7.5 -7.3 0r93 450 LE LS 0.0
Version 2 (Biochrom) (99.0-100.0) (98.6-100.0)
Wellcozyme HIV-1 + 2 4 100.0 96.9 3851 -1.99 06/ 492 LE LS NA
(Wellcome Diagnostics) (98.7-100.0) (93.3-98.9)

%
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Assay (manufacturer) Report Sensitivity Specificity d Values® Cost per nn’ Ease of Suitability Indeterminate
No? (%)P° (%)% test(US$) performance results
WB WB lyear (%)
pos  neg
sera  sera
Peptide HIV ELISA 5 72.6 95.4 0.9/91 visual E S 0.2
(Cal-Tech Diagnostics) (69.4-77.6) (91.3-97.9)
Genelavia Mixt 5 100.0 98.5 16.77 -210 1.5/91 492 LE LS 0.0
(Sanofi Diagnostics Pasteur) (98.6-100.0) (95.809 492/620
Biotest Anti-HIV-1/-2 Recombinant 5 100.0 97.9 50.4 -3.08 1.2/91 492 LE LS 0.0
(Biotest) (98.6-100.0) (94.9-99.4) 492/570-650
Innotest HIV-1/HIV-2 Ab 6 100.0 97.9 7.22 -2.30 9B 450 LE LS NA
(Innogenetics) (98.8-100.0) (95.9-99.9) 450/620
Peptide HIV-1 & HIV-2 ELISA Test 6 97.6 98.5 @8 visual E VS NA
(Sero-Immuno Dianostics) (95.7-99.5) (96.7-100.0)
UBI HIV-1/2 EIA 2nd 7 99.5 924 4.8 -1.5 1.2'93 492/620  or LE S NA
(United Biomedical) (98.6 -100.0) (88.6-96.2) 630
VIDAS HIV-1+2 8 100.0 97.8 3.6/'93 450 VE S 0.3
(Bio Merieux) (98.5-100.0) (95.6-100.0)
HIV 1+2 envPeptide EIA 8 100.0 76.2 08/2.8/'93 450 LE LS 0 0.
(Labsystems OY) (98.6-100.0) (70.0-82.4)
Enzygnost Anti-HIV 1/-HIV 2 9 100.0 99.5 24.8 -2.55 2.6'92 450 LE LS 0.0
(Behringwerke) (99.6-100.0) (98.7-100.0) 456/690
VIRONOSTIKA HIV Uni-Form Il 9 100.0 98.8 7.4 -3.0 1.7/94 450/660 40 LE LS NA
(Organon Teknika) (99.6-100.0) (97.6-100.0)
BIOTEST Anti-HIV-1/-2 9 100.0 99.1 74.9 -3.3 1.2¢9 492/570-650 LE LS 0.0
recombinant (Biotest AG) (99.6-100.0) (98.1-100.0
INNOTEST HIV-1/HIV-2 Ab s.p. 9 100.0 98.8 14.0 -3.8 1.5/'94 450 LE LS NA
(Innogenetics n.v.) (99.6-100.0) (97.6-100.0) 50/620-690
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Assay (manufacturer) Report Sensitivity Specificity d Values® Cost per nnt' Ease of Suitability Indeterminate
No? (%)P€ (%)% test (US$) performance results
WB WB lyear (%)
pos  neg
sera  sera
Genelabs Diagnostics HIV-1/HIV-2 10 100 97.3
ELISA (Genelabs Diagnostics) (99.6 -100.0)  (9598.0) 722 27  099% 492 LE LS NA
HIV SCREEN 10 100.0 99.7 2151 -4.11 0.6'95 450 LE LS NA
(Labsystems OY) (99.6 -100.0)  (99.1-100.0)
HIVvisual 1 & 2 10 90.9 94.5 1.88 -1.15 450 LE LS NA
(Immuno Diagnostics Inc.) (87.4-94.4) (92.5 7.
ETI-AB-HIV-1/2 K 10 100.0 98.8 104 -2.5 1.5/'94 @530 LE LS NA
(Sorin Biomedica) (99.6-100.0) (97.6-100.0)
ICE *HIV-1.0.2 11 100.0 994 16.8 -4.3 0.6'95 450 LE LS NA
(Murex Biotech Ltd.) (99.6 -100.0)  (98.6 -100.0) 450/620-690
GENSCREEN HIV 1/2 11 100.0 98.5 22.8 -2.7 1.595 0/620 LE LS 0.0
(Sanofi Diagnostics Pasteur) (99.6 -100.0)  (979®B)
HIVATEST 11 100.0 93.7 12.2 -1.1 0.6'98 450 LE LS 1.5
(Lupin Laboratories Ltd) (99.5-100.0) (91.0-.%96
HIV-1 and/or HIV-2 Recombigen 7 100.0 100.0 104 .0-5 1.7/93 490/630 LE LS NA
EIA (Trinity Biotech plc) (98.6-100.0) (98.6-100.0

%%
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Assay (manufacturer) Report  Sensitivity Specificity Initial inter-reader  Cost per test Ease of Suitability Indeterminate
No? (%)P° (%)% variability (US$) lyear  performance results
(%0) (%0)

Simple/Rapid assays

For the detection of antibody to HIV-1

HIV CHEK/HIVSPOT 1 94.5 99.0 12.3 2.5/'88 VE VS

(Genelabs Diagnostics) (89.7-97.4) (96.4-99.9)

Recombigen HIV-LA 1 95.2 96.1 6.0 3.0/'88 VE S

(Cambridge BioScience) (88.3-98.7) (92.6-98.2)

Immunocomb 1 98.8 98.9 2.8 2.5/'89 VE VS

(PBS Orgenics) (95.7- 99.9) (96.0-99.9)

Serion Immuno Tab HIV-1 2 98.9 100.0 7.1 2.5/90 LE LS 1.2
(Serion Immunodiagnostica) (96.9- 99.9) (98.3-Qp0.

Genie HIV-1 4 99.5 99.1 11 3.5/'90 VE VS 0.2
(Genetic Systems) (97.4-100.0) (96.7-99.9)

SimpliRed HIV-1 Ab 5 97.5 91.2 10.5 7.8/1.5/91 VE S 0.7
(Agen Biomedical) (94.2-99.2) (86.6-94.7)

Healthtest HIV-1 Assay 6 58.7 89.4 7.0 1.4/2.3/'92 VE S 0.2
(Akers Research Corp.) (49.2-68.2) (84.9-93.9)

Entebe HIV Dipstick 6 97.0 99.1 E VS

(Hepatika Laboratories) (94.4-99.6) (97.8-100.0)

Abbott Retrocell HIV 1 9 100.0 100.0 2.2 1.45/'94 EV S 0.6
(Abbott GmbH) (99.6 -100.0) (99.7-100.0)

PATH HIV Dipstick 4 99.5 98.2 1.3 <1591 E VS 0.0
(PATH) (97.3-100.0) (97.1.99.1)

SUDS Murex HIV-1 Ab test 5 100.0 75.1 229 4.5/91 VE S 11.7

(Murex Corporation) (98.5-100.0) (69.3-80.9)
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Assay (manufacturer) Report  Sensitivity Specificity Initial inter-reader  Cost per test Ease of Suitability Indeterminate
No* (%)< (%) variability (US$) lyear  performance results

(%) (%)

For the detection of antibody to HIV-1 and HIV-2

Test Pack HIV-1/HIV-2 Ab 2 100.0 95.9 1.4 4.8/'89 EV VS 0.0

(Abbott) (98.5-100.0) (92.0-98.2)

Immunocomb Bi-Spot 3 98.5 100.0 7.6 4.0/'90 VE VS 90

(PBS Orgenics) (96.3-99.6) (98.1-100.0)

HIV CHEK 1+2/HIVSPOT 1+2 3 99.3 100.0 7.2 4.0/90 E VS 1.0

(DuPont de Nemours)/(Genelabs (97.4-99.9) (98.1-100.0)

Diagnostics)

Recodot 4 98.9 88.6 31.7 2.0/'90 LE LS 12.3

(Waldheim Pharmazeutika) (97.0-99.8) (82.2-93.3)

Genie HIV-1 and HIV-2 4 99.3 99.5 11.8 3.5/'90 VE SV 0.0

(Genetic Systems) (97.5-99.9) (97.2-100.0)

Clonatec rapid HIV 1-HIV 2 Ab 5 98.9 99.5 15.9 03/ VS 0.4

(Clonatec) (96.8-99.8) (97.2-99.8)

Recobead LA Assay 6 59.8 94.8 22.3 1.7/2.2/91 VE S 0.4

(Waldheim Pharmazeutika) (53.9 -65.7) (91.7 997.

Recombigen HIV-1/HIV-2 Rapid Test 7 100.0 94.5 114 4.0/93 E VS 2.8

Device (Trinity Biotech plc) (98.7-100.0) (91.2-8y

MicroRed HIV-1/HIV-2 Ab Test 9 98.5 955 1.5 1.9194 VE S 0.5

(Agen Biomedical) (97.0-100.0) (93.2-97.7)

SimpliRed HIV-1 /HIV-2Ab Test 9 99.2 87.3 9.5 4.@MB94 VE S 0.3

(Agen Biomedical) (98.2 -100.0) (83.7 -90.9)

HIV (Sav) 1&2 Rapid Sero Test 10 97.7 96.7 5.1 a9’ VE S 0.2

(Diatech (Savyon) Diagnostica Ltd.) (95.9-99.5) 94.8-98.6)

ENTEBE HIV Dipstick 10 100.0 96.4 5.0 0.894 VE VS 1.3

(Hepatika Laboratories) (99.6 -100.0) (94.4 -98.4)

+%
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Assay (manufacturer) Report  Sensitivity Specificity Initial inter-reader Cost per tegUS$) /year Ease of Suitability Indeterminate
No? (%)PC (%)% variability (%) performance results (%)

Dipstick-HIV 1 + 2 10 100.0 98.2 1.0 0.5'94 E VS 0.3

(Pacific Biotech Co., Ltd.) (99.6- 100.0) (96.8-6)

DIA (Dot Immuno Assay) HIV 1 + 2 10 99.6 99.4 0.8 1.094 VE VS 0.2

(Weiner Lab.) (98.8-100.0) (98.6-100.0)

SERO STRIP HIV-1/2 11 98.9 100.0 1.5 1.5'95 VE VS 0.0

(Saliva Diagnostic Systems) (97.6 -100.0) (9900-0)

RED-DOT HIV 1&2 11 100.0 94.9 9.5 2.994 VE S 1.9

(Cal-Test Diagnostics Inc.) (99.6 -100.0) (92.97-3)

HIVCHEK System 3 Test Kit 11 99.6 99.7 1.0 4.35'95 E VS 0.2

(Ortho Diagnostic Systems) (98.9 -100.0) (99.0:0p

AccuSpot HIV-1 and 2 11 100.0 86.3 10.8 2.595 VE S 5.0

(Specialty BioSystems Inc.) (99.6 -100.0) (8280-1)

SEROCARD HIV 11 100.0 97.9 15 4.0/'94 VE VS 0.2

(Trinity Biotech pilc) (99.6 -100.0) (96.4 - 99.1)

EasiDot HIV/EasiSpot HIV 11 95.3 71.3 23.7 VE S 512

(Nubenco Diagnostics) (92.7 - 97.9) (66.4 - ¥6.2

For the detection of antibody to HIV-1 and HIV-2drdIV-1 p24 antigen

Genscreen® Plus HIV Ag/Ab 15 100 98.3 NA 0.62-0(®B LE LS 0.0

(Bio-Rad Laboratories) (97.7-100) (96.1-99.4)

Supplemental assays

For the detection of antibody to HIV-1 or HIV-2

RIBA HIV-1 1 994 100.0 NA 27.6/'88 E S

(Chiron) (96.6-100.0) (97.9-100.0)

HIV Western Blot Kit 3 100.0 100.0 NA 21.0/90 LE S 10.5

(Organon Teknika) (98.2-100.0) (98.0-100.0

Wespage HIV-1 Western blot Kit 6 100.0 100.0 NA 6292 LE VS 12.8

(Bio Genex) (99.9-100.0) (99.9-100.0)

Wespage HIV-1 Western blot Kit 1l 7 100.0 100.0 NA 17.7/93 LE S 12.4

(Bio Genex) (98.5 -100.0) (98.7 -100.0)

CBC HIV-2 Western blot kit 7 100.0 100.0 NA 16/'93 LE S 13.9

(Cambridge Biotech) (97.0-100.0) (98.5-100.0)
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For the detection of antibody to HIV-1 and HIV-2

Detect-HIV'" 3 12.65 -2.21  2.5/'90 450 LE LS NA

(Biochem Immunosystemes now Adaltis) (98.6-100.0) (94.0-99.2) 450/600-650

Abbott Recombinant HIV-1/HIV-2 7 11.5-4.3 1.7/1.8'93 492 LE LS NA

3rd Generation (Abbott) (98.5-100.0

UBI HIV 1/2 EIA 9 108 -3.2 1.0/94 492 LE LS NA

(United Biomedical Inc.) (99.7-100.0) 492/620-690

HIV EIA 10 1420 -3.85 0.6'95 450 LE LS NA

(Labsystems OY now Anilabsystems) (99.6 -100.0) 8.69100.0)

IMx HIV-1/HIV-2 3rd generation Plus 11 19. -21 3-4'95 Imx system VE S 0.3

(Abbott GmbH Diagnostika) (98.9 -100.0) (96.4-.49

Enzygnost Anti-HIV 1/2 Plus 11 19.1 6.6 1.095 450 LE LS 0.0

(Behringwerke AG now Dade Behring) (99.6 -100.0) 99.1 -100.0) 450/615-690

Vironostika Uni-Form liplusO 11 17.2 -4.1 1.597 450 LE LS NA

(Organon Teknika nv (now bioMérieux)

(99.6 -100.0) (99.7 -100.0)

450/620-700

1%
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No* (%) (%)° variability lyeaf performance results
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Rapid tests - Evaluations on serum/plasma

For the detection of antibody to HIV-1

Serodia-HIV 1 100.0 96.9 0.8 1.1/'88 E S 0.0

(Fujirebio) (97.6-100.0) (93.4-99.0)

For the detection of antibody to HIV-1 and HIV-2

Serodia-HIV-1/2 8 100 100 6.3 2.8/93 LE S 0.0

(Fujirebio) (98.5-100.0) (98.5-100.0)

SPAN COMBAIDS VISUAL 8 96.5 100.0 0.8 0.4/'93 E VS 0.0

(Span Diagnostics.) (93.5-99.5) (98.3-100.0)

CAPILLUS HIV-1/HIV-2 9 100.0 98.8 0.0 2.2/94 VE VS 0.0

(Trinity Biotech pilc) (99.6-100.0) (97.6-100.0)

Immunocomb Il BiSpot HIV 1&2 9 100.0 99.7 4.5 19 VE VS 0.2

(PBS Orgenics) (99.6-100.0) (99.1-100.0))

SPAN COMBAIDS VISUAL 10 100.0 88.0 6.3 0.594 E S .23

(Span Diagnostics Ltd.) (99.6-100.0) (84.5-91.5)

HIV TRI-DOT 11 99.6 99.7 3.2 2.0'96 VE VS 0.2

(J. Mitra & Co. Ltd.) (98.9 -100.0) (99.1 -100.0)

BIONOR HIV-1&2 11 100.0 98.8 1.0 2.5/'95 VE S 0.2

(Bionor A/S) (99.6 -100.0) (97.6 -100.0)

HIV 1 & 2 DoubleCheck 11 100 99.4 0.8 2.0/'96 VE VS 0.2

(Orgenics) (99.6 -100.0) (98.6 -100.0)

InstanCHEK™-HIV 1+2 14 99.4 97.6 4.6 1.0'03 E S 0.0

(EY Laboratories Inc) (96.5-110.0) (95.2 - 99.0)

GENIE Il HIV-1/HIV-2 14 100 99.7 0.7 2.55/'03 E VS 0.2

(Bio-Rad) (97.7 - 100) (98.1 - 100)
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No 2 (%)P° (%) variability (US$) lyear performance results
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Efoora HIV Rapid 14 96.2 98.9 3.8 0.75-2.60/'03 VE S 0.4
(Efoora Inc) (91.9 - 98.6) (95.6 - 99.3)
OraQuick HIV-1/2 Rapid HIV-1/2 14 98.1 100.0 2.4 AN VE VS 0.4
(OraSure Technologies Inc) (94.5 - 99.6) (98.80)1
SD Bioline HIV 1/2 3.0 14 100.0 99.3 3.5 1.10/'03 EV VS 0.0
(Standard Diagnostics) (97.7 - 100.0) (97.6 -P9.9
Hema: Stripg® HIV 1/2 14 98.1 100.0 33 1.85-2.5/'03 VE VS 0.0
(Chembio Diagnostics Inc) (94.5 - 99.6) (98.80.00
HIV 1/2 STAT-PAK 14 97.6 100.0 0.7 0.75-1.25/'03 VE VS 0.0
(Chembio Diagnostics Inc) (93.6 - 99.3) (98.80.00
HIV (1+2) Antibody (Colloidal Gold) 14 100 100.0 2. 1.50/'03 VE VS 0.0
(KHB Shanghai Kehua Bioengineering (97.7 -100.0 98.§ - 100.0)
Co. Ltd)
GENEDIA® HIV 1/2 Rapid 3.0 14 100 99.7 1.8 0.93-1.15/'03 VE VS 0.0
(Green Cross Life Science Corp) (97.7 -100.0) .1(9400.0)
DoubleCheckGolt" HIV 1&2 14 Lot A99.4 Lot A95.6 2.4 0.65-0.70/'03 VE VS Lot A0.9
(Orgenics Ltd) (96.5-100.0) (92.6 - 97.6) LotB 2.0

Lot B 100.0 Lot B 94.6

(97.7 -100.0) (91.4 - 96.9)
HIV 1/2 Stat-Pak 16 100 99.3 1.68 1.10-1.35/'05 VE VS 0.0
(Chembio Diagnostics Systems) (98.8 - 100) (9849.9)
HIV 1/2 Stat-PalDipstick 16 99.4 100 0.26 0.80-0.95/'05 VE VS 0.0
(Chembio Diagnostic Systems) (97.7 - 99.9) (99.20)
ADVANCED QUALITY™ HIV Rapid Test 16 99.7 99.8 0.78 0.80-0.90/'05 VE VS 0.0
(InTec Products) (98.2 - 99.8) (98.8 - 100)
Retrocheck HIV WB / Core HIV 1&2 16 100 99.1 0.40 .7@-0.85/"05 VE VS 0.13
(Qualpro Diagnostics / Core Diagnostics) (98.80)1 (97.8-99.8)

%
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DoubleCheckGold™ HIV 1&2 Whole Blood 100 99.3 1. 1.20-1.32/"05 VE VS 0.0

(Orgenics Ltd) (98.8 - 100) (98.1-99.9)

For the detection of antibody to HIV-1 and HIV-2drdIV-1 p24 antigen

Enzygnost HIV Integral Il 100 100 NA NA/04 LE LS 0.0

(Dade Behring) (97.7-100) (98.7-100)

Genedia® HIV AG-Ab ELISA 100 99.7 NA 0.40-0/08 LE LS 0.0

(Green Cross) (97.7-100) (98.1-100)

Murex HIV Ag/Ab Combination 100 99.3 NA 0.80-0/D4 LE LS 0.0

(Abbott Diagnostics) (97.7-100) (97.6-99.9)

Vironostika® HIV UniForm Il Ag/Ab 15 100 99.0 NA 48-1.95/'04 LE LS 0.0

(97.7-100) (97.1-99.8)

Supplemental assays- Evaluations on serum/plasma

For the detection of antibody to HIV-1

Ancoscreen 2 100.0 90.4 NA 10.8/21.5/'89 LE LS 314

(Ancos) (97.8-100.0) (82.6-95.5)

IFA anti-HIV-1 5 98.9 100.0 13.8 5.6/'91 LE LS 0.7

(Waldheim Pharmazeutika) (96.9-99.8) (98.3-100.0)

New Lav-Blot-I 5 100.0 100.0 NA 11.6/91 E S 30.6

(Sanofi Diagnostics Pasteur) (98,.1-100.0) (9@8-0)

HIV-1 Western Blot Kit 7 100.0 100.0 NA 17.7/93 LE S 6.7

(Open Tray Procedure)
(Bio Genex)

(98.5-100.0) 98.7-100.0)
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For the detection of antibody to HIV-2

IFA anti-HIV-2 5 98.7 100.0 11.0 6.0/'91 LE LS 1.8

(Waldheim Pharmazeutika) (93.1-99.7) (98.2-100.0)

For the detection of antibody to HIV-1 and HIV-2

INNO-LIA HIV-1/HIV-2 Ab 2 100.0 100.0 NA 18.4/'89 E S 4.3

(Innogenetics) (98.6-100.0) (98.0-100.0)

Speedscreen HIV 4 100.0 66.4 NA 17.0/90 LE S 16.9

(British Bio-Technology) (99.4-100.0) (57.9-74.1)

Pepti-Lav 1-2 4 99.3 100.0 NA 21.5/90 LE S 0.7

(Sanofi Diagnostics Pasteur) (96.4-99.9) (98.14a)0.
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Rapid assays - Evaluations on whole blood specinge

For the detection of antibody to HIV-1 and HIV-2

Determine™ HIV-1/2 12 100.0 99.4 1.6 1.20/01 VE VS 0.0

(Abbott Laboratories Dainabot Co. Ltd) (95.5-100.0 (96.7-100.0)

InstantScreeR! HIV-1/2 (Gen 2) 12 100.0 100.0 0.7 8.00-12.00/'01VE VS 0.0

(Gaifar GmbH) (90.0-100.0) (97.0-100.0)

ADVANCED QUALITY ™ Rapid HIV Test 12 98.8 100.0 2.0 0.80-1.20/'01 VE VS 0.8

(InTec Products Inc.) (93.2-100.0) (97.9-100.0)

MedMira Rapid HIV Test 12 100.0 97.6 14.4 3.00/'00 VS 0.8

(MedMira Laboratories Inc.) (95.5-100.0) (94.18)9.

First Respongg' HIV-1/HIV-2 WB 12 100.0 98.8 0.4 1.15/01 VE VS 00.

(PMC Medical Pty.) (95.5-100) (95.8-99.9)

CAPILLUS™ HIV-1/HIV-2 12 100.0 100.0 0.0 2.20/'01 VE VS 0.0

(Trinity Biotech PLC) (95.5-100.0) (97.9-100.0)

Uni-GoldTMHIV 12 100.0 100.0 0.4 2.34/01 VE VS 0.0

(Trinity Biotech PLC) (95.5-100.0) (97.9-100.0)

Rapid and ELISA assays - Evaluations on oral fluidpecimens

For the detection of antibody to HIV-1 and HIV-2

SMLX Technologies Diagnostic test 13 62.7 74.8 22,5 NA S 7.7

(SMLX Technologies) (51.0-74.0) (67.0-82.0)

OraScreen HIV Rapid Test 13 56.0 98.6 11.3 NA E S 14

(Beacon Diagnostics Inc) (44.0-68.0) (95.0-100.0)

SalivaX™-HIV 13 79.4 96.0 8.5 NA E S 2.7

(ImmunoScience Inc) (67.0-89.0) (91.0-99.)

Wellcozyme HIV 1+2 GACELISA 13 100 99.0 NA NA LE LS 0.0

(Murex Biotech Ltd) (95.2-100.0) (95.0-100.0)
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Assay (manufacturer) Report Sensitivity Specificity WB WB Costpertest  nn' Easeof  Suitability
No? (%)°>° (%) pos neg (US$) yeat performance

sera sera
Elisa and Western blot - Evaluations on urine sgcimens
For the detection of HIV-1
CalythMHIV-l Urine EIA, Fc 13 97.8 100.0 2.4 -4.4 3.00-4.25/'02 405 E LS
(Calypté™ Biomedical Corporation) (92.4-99.7) (98.2-100) 405/630
Calyptd™ HIV-1 Urine EIA (Recombinant) 13 98.9 98.6 2.28 2.42 3.00-4.25/'02 405 E LS
(Calypté™ Biomedical Corporation) (94.2-100) (95.8-99.7) 405/630
Cambridge Biotech HIV-1 Urine 13 98.9 NA NA NA 26.00/'02 Visual E LS/S
Western Blot Kit (94.2-100)

(Calypté™ Biomedical Corporation)

%,
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WHO HIV Test Kit —
Bulk Procurement Scheme

T~ “ensuring access to high quality, low cost HIV test kits”

- The Issue -

HIV test kits are eszential for:
+ Diagnosis of HIV infection
+ Screening of donated blood
+ Surveillance
+ Voluntary counselling and testing
< Prevention of mother-to-child transmission

However. ..

m HIV test kits account for asubstantial proportion
of the budgets of most National AIDS Control
Programmes,

m National and local blood transfusion services in
many countries do not have the financial
resources to purchase the required number of
test kits.

& Many countries have interrupted supplies of test
kits.

® Many countries require additional information to
ensure that the kits they do purchase are of high
quality and are suitable for their particular
situation.

€ __Theresponse )

WHO astablished the HIV Test Kit Bulk Procurement
Scheme in 1989, The goals of the scheme are to:

m Facilitate access to:
« high quality test kits
« atalow cost
« through an easy purchase procedure

m Provide additional information and assistance to
those selecting/purchasing test kits to ensure
that the chosen kits will be appropriate for the
conditions in which they will be used and will
meet the overall testing objectives.

The Bulk Procurement Scheme is directed towards
and assists:

& National AIDS Control Programmes
m Blood transfusion services

@ Warld Health Organization, 2002, AlIrighi s reserved.

m UN agencies

m Nongovernmental organizations

o Donor supported HIV/AIDS projects
® Other recognized groups

‘ High QualiE- -

All HIV test kits available through the Bulk
Procurement Scheme have been evaluated by WHO.
These evaluations assess the operational
characteristics of the tests i.e. sensitivity, specificity,
ease of performance and storage conditions. To be
eligible for inclusion in the Bulk Procurement
Scheme, the evaluated test kits must meet current
standards. All test kits included in the Bulk
Procurement Scheme are reviewed annually.

The Bulk Procurement Scheme encompasses the
main types of tests used to detect HIV antibodies
today - Enzyme Linked ImmunoSorbent Assays
(ELISAs), Simple/Rapid assays and Confirmatory
assays, There are 22 tests on the current Bulk
Procurement Scheme List of Available Assays,
including a greater number of Simple/Rapid Assays
than ever before.

When selecting a test kit, the following issues
should be considered:

m The number of samples to be tested
m The laboratory facilities available

m The level of laboratory staff training
m The objective of the testing

# The testing strategy being followed

No single test is suitable for all testing objectives in
all settings. It is important to choose the test kit
which will produce the best working performance
in actual, routine use,

In addition to the Bulk Procurement Scheme,
recommendations and guidelines have been
developed by WHO to assist with the selection of
appropriate kits.

Worid Health Organization,
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