


PERFORMANCE CHARACTERISTICS

Performance on Standardized Specimen Panels

To demonstrate the performance of the Aware™ HIV-1/2 OMT test in comparison to other available tests, a series of

standardized specimen panels was run.

Buffer to simulate an oral fluid specimen.

BBl Worldwide HIV Performance Panel WWRB302 (Modified) BBI Anti-HIV Low Titer Performance Panel PRB108
Licensed ElAs (signal/cutoff) Licensed ElAs (signal/cutoff)
Aware™ Genetic | Genetic | Organon Aware™ Genetic | Organon | Abbott Murex
HIV-1/2 Abbott Abbott Systems | Systems | Teknika HIV-1/2 Abbott | Systems | Teknika | Determine |SUDS HIV|
D Genotype* (Origin) OMT** HIV-1 HIV-1/2 HIV-1 HIV-1/2 HIV-1 ID Status OMT** | HIV-1/2 | HIV-1/2 HIV-1 HIV-1/2 1
1 O (Spain) Pos 1.1 1.8 0.8 5.6 1.7 1 Pos Pos 10.4 3.9 1.4 Pos Pos
2 A (Ghana) Pos >11.5 >16.1 6.9 8.7 6.5 2 Neg Neg 0.2 0.2 0.3 Neg Neg
3 G (Ghana) Pos >11.5 >16.1 7.1 8.8 6.7 3 Pos Pos 9.3 3.2 1.8 Pos Pos
4 G (Ghana) Pos >11.5 >16.1 7.1 8.8 6.7 4 Pos Pos 15.7 8.1 6.3 Pos Neg
5 A (Ghana) Pos >11.5 >16.1 7.1 8.7 6.7 5 Pos Pos 4.8 6.2 3.2 Pos Pos
6 G (Ghana) Pos >11.5 >16.1 6.9 8.8 6.8 6 Pos Pos 6.4 4.4 1.2 Pos Neg
8 G (Ilvory Coast) Pos >11.5 >16.1 6.9 8.7 6.5. 7 Pos Pos 7.3 2.2 1.3 Pos Pos
9 A (Ivory Coast) Pos >11.5 >16.1 6.9 8.6 6.7 8 Pos Pos 11.0 5.0 2.8 Pos Pos
10 NEG (Ivory Coast) Neg 0.4 0.2 0.1 0.4 0.4 9 Pos Pos 11.8 2.1 0.7 Pos Neg
11 HIV-2 (Mozambique) Pos 1.2 14.6 0.6 9.7 2.3 10 Pos Pos 9.6 0.5 0.6 Pos Neg
12 C (Mozambique) Pos >11.5 >16.1 7.1 8.9 6.6 11 Pos Pos 10.1 8.2 3.8 Pos Pos
14 D (Uganda) Pos >11.5 >16.1 4.5 8.5 6.3 12 Pos Neg 2.8 0.1 0.3 Neg Neg
15 D (Uganda) Pos >11.5 >16.1 6.3 8.1 6.9 13 Pos Pos 131 0.3 0.9 Pos Pos
16 D (Uganda) Pos >11.5 >16.1 7.0 8.8 6.9 14 Pos Pos 9.6 0.3 0.4 Pos Neg
17 D (Uganda) Pos >11.5 >16.1 6.8 9.8 6.9 15 Pos Pos 16.2 7.7 1.8 Pos Neg
19 C (Zimbabwe) Pos >11.5 >16.1 6.0 9.9 6.8 Number Correct | 14/15 15/15 11/15 10/15 14/15 8/15
21 |B (China) Pos >11.5 >16.1 6.7 8.8 6.6 ** OMT samples prepared by diluting listed serum panel members 1:1000 in Oral Fluid
22 E (Thailand) Pos >11.5 >16.1 7.3 9.8 7.0 Sample Buffer to simulate an oral fluid specimen.
24 E (Thailand) Pos >11.5 >16.1 7.4 9.8 6.7
25 [HIV-2 (India) Pos 04 154 38 10.0 Al BBI Anti-HIV Low Titer Performance Panel PRB107
26 B (USA) Pos >11.5 >16.1 7.4 9.8 7.0 Licensed ElAs (signal/cutoff)
27 B/D (USA) Pos >11.5 >16.1 7.0 9.8 6.9 Aware™ Genetic | Genetic | Organon
28 |F (Argentina) Pos 2115 | >161 7.0 8.9 6.5 HIV-1/2 | Abbott | Abbott | Systems | Systems | Teknika
29 B (Argentina) Pos >11.5 >16.1 6.9 8.5 6.4 ID Status OMT** HIV-1 | HIV-1/2 | HIV-1 HIV-1/2 HIV-1
30 NEG (Argentina) Neg 0.3 0.2 0.2 0.2 0.3 1 Pos Neg 0.2 6.6 1.2 0.4 0.4
Number Correct 25/25 24125 25/25 23125 25/25 25/25 2 Pos Pos 0.8 3.7 2.4 10 0.7
— - 3 Pos Neg 0.3 4.5 0.3 0.3 0.3
Genotype based on sequencing by PCR 7 Pos Pos 17 57 T2 0 04
*’f OMT samples prleparedlby diluting listed serum panel members 1:1000 in Oral Fluid Sample Buffer to 5 Neg Neg 01 01 01 01 03
simulate an oral fluid specimen.
6 Pos Pos 1.6 7.3 3.2 2.4 0.9
7 Pos Pos 0.4 1.0 1.1 0.3 0.4
BBI HIV-1 Seroconversion Panels 3 Pos Pos 03 71 0.6 18 05
First Sequential Seroconverter Sample Detected (# days from first bleed) 9 Pos Neg 0.1 24 0.2 0.3 0.3
Aware ™ Abbot SGeft'eﬁC SGeTetiC Oreanon 10 Pos Pos 1.5 35 1.7 25 1.0
Sample Type 'é'“vﬁz e | vz | e | wetrs | Teknika Hiv 11 | Pos Pos 4.9 3.3 27 7.0 19
'AF (PRB931) 28 33 28 35 33 33 12 Pos Neg 0.1 5.0 0.2 0.1 0.3
AQ (PRB941) 18 21 18 21 25 ~05 13 Pos Pos 0.5 3.3 1.8 0.4 0.4
BB (PRB952) 17 17 14 14 >21 21 14 Pos Pos 3.7 14.3 29 7.0 1.8
BG (PRB957) 28 n/a 28 28 28 >28 15 Pos Pos 2.1 27 2.2 6.4 1.0
BH (PRB958) 17 n/a 15 17 15 >17 Number Correct 11/15 7/15 15/15 11/15 9/15 5/15
Bl (PRB959) 14 n/a 9 14 14 14 ** OMT samples prepared by diluting listed serum panel members 1:1000 in Oral Fluid

** OMT samples prepared by diluting listed serum panel members 1:1000 in Oral Fluid Sample
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Sample Buffer to simulate an oral fluid specimen.
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HIV-2 DATA

Obtaining data on HIV-2-only subjects is particularly challenging because of the more aggressive spread of HIV-1
infections worldwide and the prevalence of co-infections with HIV-1. Prospective HIV-2 mono-infected specimens
are now nearly impossible to obtain; therefore, the use of contrived oral fluid samples, made from archived
HIV-2-only serum and plasma, has become a common approach to assessing test assay performance with an

HIV-2 oral specimen.

Calypte tested 19 contrived oral fluid samples prepared from HIV-2-only specimens obtained from a commercial
source, resulting in a sensitivity of 100% (19/19). Aware™ HIV-1/2 OMT was tested against 75 similarly contrived
HIV-2-only oral fluid samples, prepared at the CDC using their archived serum/plasma samples, and also obtained
a sensitivity of 100% (75/75). The overall sensitivity of all contrived HIV-2-only samples was 100% (94/94).

CLINICAL PERFORMANCE

Thailand

A total of 1,902 OMT specimens from subjects from an anonymous AIDS clinic and infectious disease clinic were
tested using the Aware™ HIV-1/2 OMT assay. Screening was performed using Orgenics DoubleCheck™ Il HIV
1&2 and Abbott AXSYM® HIV 1/2 GR O Reagent, with confirmation of reactive results using the Bio-Rad
GenScreen HIV-1/2 Version 2 ELISA, Fujirebio Serodia®-HIV (HIV-1 only) Particle Agglutination Test, or Abbott
Determine® HIV 1/2. In these studies, specificity was 100% (1390/1390) and sensitivity was 99.6% (510/512).

Reference Tests
Positive Negative
Positive 510 0
™ R
Aware™ HIV-1/2 OMT Negative 2 1390

People’s Republic of China

A total of 3,276 OMT specimens from subjects from seven test sites were tested using the Aware™ HIV-1/2 OMT
assay. Five of the sites were government-run testing sites and two were hospital clinics. Samples at five of these
sites were screened using the Vironostika HIV Uni-Form Il Plus O ELISA, and confirmed with Genlabs Diagnostic
HIV-1 Western Blot. Test subjects at the remaining two sites were tested with bioMérieux HIV Antibody Test and
Beijing Modern Gold Biotechnology Co. Ltd. Diagnostic Kit for Antibody to Human Immunodeficiency Virus
(ELISA). In these studies, specificity was 99.96% (2722/2723) and sensitivity was 99.3% (549/553).

Reference Tests
Positive Negative
Positive 549 1
™ -
Aware™ HIV-1/2 OMT Negative 4 2722

South Africa

A total of 600 OMT specimens were tested through a local hospital clinic. All specimens were tested using the
Aware™ HIV-1/2 OMT assay using the Roche Combi EIA as a screening test, and Bayer Advia Centaur as the
confirmatory test. In these studies, specificity was 100% (340/340) and sensitivity was 99.6% (259/260).

Reference Tests
Positive Negative
Positive 259 0
™ -
Aware™ HIV-1/2 OMT Negative 1 340

All Sites Combined

A total of 5,778 OMT specimens were tested using the Aware™ HIV-1/2 OMT assay and various reference assays.
In these studies, specificity was 99.98% (4452/4453) and sensitivity was 99.5% (1318/1325).

Reference Tests
Positive Negative
Positive 1318 1
™ -
Aware™ HIV-1/2 OMT Negative 7 4452
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