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Table 35a. Procleix System - Detection of HBV WHO Standard in Analytical Sensitivity Panels 

 

Procleix Ultrio Assay Procleix dHBV Assay 
 

HBV WHO (97/ 

746) 
IU/mL 

 

Number of 

Reactiv e/ 

Tested* 

 
 

% 
Positiv e 

95% Confidence 

Limits 
 
 

Av erage 

S/CO 

 

 
 

%CV 

 

Number of 

Reactiv e/ 

Tested* 

 
 

% 
Positiv e 

95% Confidence 

Limits 
 
 

Average 

S/CO 

 

 
 

%CV Lower Upper Lower Upper 

45 120/120 100 97 100 14.27 7 119/119 100 97 100 22.70 9 

15 119/120 99 95 100 13.91 12 120/120 100 97 100 22.05 13 

5 89/120 74 65 82 11.18 36 91/119 77 68 84 17.93 38 

1.67 48/120 40 31 49 11.89 32 49/119 41 32 51 17.75 38 

0.56 22/119 19 12 27 9.95 48 21/120 18 11 26 16.15 51 

0 0/119 0 0 3 0.12 73 0/120 0 0 3 0.07 129 
* Inv alid reactions were not included. 

 
Procleix Tigris System - Detection of HBV WHO Standard (97/746) 

The detection rate of the Procleix Ultrio Assay and the dHBV Assay was 100% for HBV WHO standard at 45 IU/mL. The detection rate 15 IU/mL wa s 9 7 % 
and 98% for the Procleix Ultrio Assay and dHBV Assay. HBV detection at 5 IU/mL with the Procleix Ultrio Assay and the dHBV Assay was 75% a n d  7 7% 
respectively. The detection rates were 31% and 33%, respectively, for 1.67 IU/mL and 15% and 12%, respectively, for 0.56 IU/mL. There were no stat i st ica lly 
significant differences observed in the positivity rates for the detection of HBV WHO standard with either the Procleix Ultrio Assay or dHBV Assay (T a b le 
35b). Detection rates were calculated from valid initial results. 

Table 35b. Procleix Tigris System - Detection of HBV WHO Standard in Analytical Sensitiv ity Panels 
 

Procleix Ultrio Assay Procleix dHBV Assay 
 

HBV WHO (97/ 

746) 
IU/mL 

 

Number of 

Reactiv e/ 

Tested* 

 
 

% 
Positiv e 

95% Confidence 

Limits 
 
 

Av erage 

S/CO 

 

 
 

%CV 

 

Number of 

Reactiv e/ 

Tested* 

 
 

% 
Positiv e 

95% Confidence 

Limits 
 
 

Average 

S/CO 

 

 
 

%CV Lower Upper Lower Upper 

45 120/120 100 97 100 14.97 5 119/119 100 97 100 24.00 8 

15 116/120 97 92 99 14.57 11 116/118 98 94 100 23.48 12 

5 88/118 75 66 82 13.03 27 90/117 77 68 84 21.49 18 

1.67 37/120 31 23 40 10.90 27 39/120 33 24 42 17.10 45 

0.56 18/120 15 9 23 11.63 38 14/119 12 7 19 10.90 101 

0 0/119 0 0 3 0.04 103 0/119 0 0 3 0.02 227 
* Inv alid reactions were not included. 

 

Procleix System and Procleix Tigris System - Testing to Detect HBV DNA at 10 Copies/mL with Greater than 95% Probability 

To detect HBV DNA at 10 copies/mL (approximately 2 IU/mL) at greater than 95% probability, Procleix Ultrio Assay testing should be performed usi n g  
6 replicates. A reactive result in at least 1 of the 6 replicates indicates the sample is HBV DNA positive. 

 
Procleix System - Probit Analysis 

The predicted 50% and 95% detection rates in copies/mL or IU/mL for each target were determined with Probit Analysis of the analytical sensitivity resu l ts.  
The predicted 95% detection rate for HIV-1 type B was 37.7 copies/mL for the Procleix Ultrio Assay and 35.4 copies/mL for the dHIV-1 Assa y.  T h e  
predicted 95% detection rate for HIV-1 WHO was 18.1 IU/mL for the dHIV-1 Assay. The predicted 95% detection rate for HCV WHO was 3.7 IU/mL a n d  2 .4  
IU/mL for the Procleix Ultrio Assay and the dHCV Assay, respectively. The 95% detection rate for HBV was 8.0 IU/mL and 6.8 IU/mL for the Procleix  Ult rio  
Assay and dHBV Assay, respectively (Table 36a). 
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Table 36a. Procleix System - Detection Probabilities of HIV-1, HCV, and HBV 
 

 
Panel Tested 

 
Assay 

Detection Probabilities 

50% (95% Fiducial Limits) 95% (95% Fiducial Limits) 

HIV-1 B copies/mL Procleix Ultrio Assay 13.9 (12.0-15.9) 37.7 (33.6-43.0) 

HIV-1 B copies/mL Procleix dHIV-1 Assay 12.9 (11.2-14.6) 35.4 (33.8-36.9) 

HIV-1 WHO (97/656) IU/mL Procleix dHIV-1 Assay 7.5 (6.4-8.7) 18.1 (16.1-20.8) 

HCV WHO (96/790) IU/mL Procleix Ultrio Assay 1.3 (1.0-1.5) 3.7 (3.3-4.2) 

HCV WHO (96/790) IU/mL Procleix dHCV Assay 1.0 (0.9-1.2) 2.4 (2.1-2.7) 

HBV WHO (97/746) IU/mL Procleix Ultrio Assay 3.3 (3.0-3.8) 8.0 (7.1-9.3) 

HBV WHO (97/746) IU/mL Procleix dHBV Assay 3.0 (2.7-3.4) 6.8 (6.0-7.7) 
 

Procleix Tigris System - Probit Analysis 

The predicted 50% and 95% detection rates in copies/mL or IU/mL for each target were determined with Probit Analysis of the analytical sensitivity resu l ts.  
The predicted 95% detection rate for HIV-1 type B was 28.8 copies/mL for the Procleix Ultrio Assay and 32.2 copies/mL for the dHIV-1 Assa y.  T h e  
predicted 95% detection rate for HIV-1 WHO was 20.3 IU/mL for the dHIV-1 Assay. The predicted 95% detection rate for HCV WHO was 3.0 IU/mL a n d  3 .2  
IU/mL for the Procleix Ultrio Assay and the dHCV Assay, respectively. The 95% detection rate for HBV was 10.4 IU/mL and 8.5 IU/mL for the P ro cl eix  
Ultrio Assay and dHBV Assay, respectively (Table 36b). 

Table 36b. Procleix Tigris System - Detection Probabilities of HIV-1, HCV, and HBV 
 

 
Panel Tested 

 
Assay 

Detection Probabilities 

50% (95% Fiducial Limits) 95% (95% Fiducial Limits) 

HIV-1 B copies/mL Procleix Ultrio Assay 12.4 (11.0-14.0) 28.8 (25.8-32.7) 

HIV-1 B copies/mL Procleix dHIV-1 Assay 12.7 (11.1-14.5) 32.2 (28.7-36.7) 

HIV WHO (97/656) IU/mL Procleix dHIV-1 Assay 8.4 (7.2-9.6) 20.3 (18.1-23.1) 

HCV WHO (96/790) IU/mL Procleix Ultrio Assay 1.3 (1.1-1.5) 3.0 (2.7-3.4) 

HCV WHO (96/790) IU/mL Procleix dHCV Assay 1.4 (1.2-1.6) 3.2 (2.8-3.6) 

HBV WHO (97/746) IU/mL Procleix Ultrio Assay 4.3 (3.7-4.9) 10.4 (9.2-12.2) 

HBV WHO (97/746) IU/mL Procleix dHBV Assay 3.7 (3.3-4.2) 8.5 (7. 6-9.8) 
 

SENSITIVITY OF DETECTION FOR HIV-1, HCV, AND HBV GENETIC VARIANTS 
Multiple specimens and tissue culture isolates were tested to determine the sensitivity of detection of the viral genetic variants. 

 
Procleix System - Detection of HIV-1 Genetic Variants with the Procleix Ultrio Assay and HIV-1 Discriminatory Assay 

HIV-1 specimens and tissue culture isolates of group M (subtypes A, B, C, D, E, F, and G), N, and O were quantified for HIV-1 RNA concentrations u si n g  
commercially available quantitative HIV-1 RNA assays or with an in-house quantitative HIV-1 RNA test. Specimens were diluted with negative h u ma n 
plasma to target viral concentrations of 300, 100 and 30 copies/mL. Diluted specimens were tested in the Procleix Ultrio Assay and dHIV-1 Assay. Fi ft y-fo ur 
unique specimens or tissue culture isolates were tested in duplicate using three clinical lots on the Procleix System. Six of the specimens were co-in fe cted  
with HCV and/or HBV and were therefore only tested in the dHIV-1 Assay. At 300 copies/mL, 287/288 replicates (99.7%) were reactive with the Proclei x  
Ultrio Assay and 324/324 replicates (100%) were reactive with the dHIV-1 Assay. At 100 copies/mL, 286/288 replicates (99.3%) were reactive wi th th e  
Procleix Ultrio Assay and 320/324 replicates (98.8%) were reactive with the dHIV-1 Assay. At 30 copies/mL, 252/288 replicates (87.5%) were reactive  wi th 
the Procleix Ultrio Assay and 289/324 replicates (89.2%) were reactive with the dHIV-1 Assay (Table 37a). Detection rates were calculated from valid i nit ia l  
results. 
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Table 37a. Procleix System - Detection of HIV-1 Genetic Variants with the Procleix Ultrio Assay and HIV-1 Discriminatory Assay* 
 

 

Genetic Variant 

 
Conc. 

Copies/mL 

 Procleix Ultrio Assay  Procleix HIV-1 Discriminatory Assay 
 Reactive/ 

Tested 

 

% Reactiv e Unique 

Donors** 
Reactive/ 

Tested 

 

% Reactiv e 

 
HIV-1 Group M 

Subtype A 

300  

8 
48/48 100  

9 
54/54 100 

100 48/48 100 54/54 100 

30 46/48 95.8 48/54 88.9 
 

HIV-1 Group M 

Subtype B 

300  

6 
36/36 100  

7 
42/42 100 

100 36/36 100 42/42 100 

30 30/36 83.3 40/42 95.2 
 

HIV-1 Group M 

Subtype C 

300  

8 
48/48 100  

8 
48/48 100 

100 48/48 100 47/48 97.9 

30 42/48 87.5 42/48 87.5 
 

HIV-1 Group M 

Subtype D 

300  

6 
36/36 100  

6 
36/36 100 

100 36/36 100 36/36 100 

30 34/36 94.4 32/36 88.9 
 

HIV-1 Group M 

Subtype E 

300  

8 
48/48 100  

9 
54/54 100 

100 48/48 100 54/54 100 

30 45/48 93.8 51/54 94.4 
 

HIV-1 Group M 

Subtype F 

300  

3 
18/18 100  

5 
30/30 100 

100 18/18 100 30/30 100 

30 13/18 72.2 25/30 83.3 
 

HIV-1 Group M 

Subtype G 

300  

1 
6/6 100  

2 
12/12 100 

100 6/6 100 12/12 100 

30 6/6 100 12/12 100 
 

HIV-1 Group N 
300  

1 
5/6 83.3  

1 
6/6 100 

100 4/6 66.7 3/6 50 

30 3/6 50 2/6 33.3 
 

HIV-1 Group O 
300  

7 
42/42 100  

7 
42/42 100 

100 42/42 100 42/42 100 

30 33/42 78.6 37/42 88.1 
 

All Genotypes 
300  

 

48 
287/288 99.7  

 

54 
324/324 100 

100 286/288 99.3 320/324 98.8 

30 252/288 87.5 289/324 89.2 

* The same panels were used for testing on the Procleix System and the Procleix Tigris System. 
** Each unique donor was tested in duplicate with three clinical lots of reagents. 
Note: Bolded text indicates reactive rates less than 95% for specimens at or above 100 copies/mL. 

 
Procleix Tigris System - Detection of HIV-1 Genetic Variants with the Procleix Ultrio Assay and HIV-1 Discriminatory Assay 

HIV-1 specimens and tissue culture isolates of group M (subtypes A, B, C, D, E, F, and G), N, and O were quantified for HIV-1 RNA concentrations u si n g  
commercially available quantitative HIV-1 RNA assays or with an in-house quantitative HIV-1 RNA test. Specimens were diluted with negative h u ma n 
plasma to target viral concentrations of 300, 100 and 30 copies/mL. Diluted specimens were tested in the Procleix Ultrio Assay and dHIV-1 Assay. Fi ft y-fo ur 
unique specimens or isolates were tested in duplicate using three clinical lots on the Procleix Tigris System. Six of the specimens were co-infected wi th 
HCV and/or HBV and were therefore only tested in the dHIV-1 Assay. At 300 copies/mL, 288/288 replicates (100%) were reactive with the Procleix  Ul t rio  
Assay and 324/324 replicates (100%) were reactive with the dHIV-1 Assay. At 100 copies/mL, 287/288 replicates (99.7%) were reactive with the Pro cle ix  
Ultrio Assay and 320/324 replicates (98.8%) were reactive with the dHIV-1 Assay. At 30 copies/mL, 259/288 replicates (89.9%) were reactive with  th e  
Procleix Ultrio Assay and 298/324 replicates (92.0%) were reactive with the dHIV-1 Assay (Table 37b). Detection rates were calculated from valid initi al  
results. 
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Table 37b. Procleix Tigris System - Detection of HIV-1 Genetic Variants with the Procleix Ultrio Assay and HIV-1 Discriminatory Assay* 
 

 

Genetic Variant 

 

Conc. 
Copies/mL 

 Procleix Ultrio Assay  Procleix HIV-1 Discriminatory Assay 

 Reactive/ 

Tested 

 

% Reactiv e Unique 

Donors** 
Reactive/ 

Tested 

 

% Reactiv e 

 
HIV-1 Group M 

Subtype A 

300  

8 
48/48 100  

9 
54/54 100 

100 48/48 100 53/54 98.1 

30 47/48 97.9 51/54 94.4 

 
HIV-1 Group M 

Subtype B 

300  

6 
36/36 100  

7 
42/42 100 

100 36/36 100 42/42 100 

30 30/36 83.3 40/42 95.2 

 
HIV-1 Group M 

Subtype C 

300  

8 
48/48 100  

8 
48/48 100 

100 48/48 100 48/48 100 

30 43/48 89.6 39/48 81.3 

 
HIV-1 Group M 

Subtype D 

300  

6 
36/36 100  

6 
36/36 100 

100 36/36 100 36/36 100 

30 36/36 100 36/36 100 

 
HIV-1 Group M 

Subtype E 

300  

8 
48/48 100  

9 
54/54 100 

100 48/48 100 54/54 100 

30 48/48 100 54/54 100 

 
HIV-1 Group M 

Subtype F 

300  

3 
18/18 100  

5 
30/30 100 

100 17/18 94.4 28/30 93.3 

30 17/18 94.4 25/30 83.3 

 
HIV-1 Group M 

Subtype G 

300  

1 
6/6 100  

2 
12/12 100 

100 6/6 100 12/12 100 

30 6/6 100 12/12 100 

 
HIV-1 Group N 

300  

1 
6/6 100  

1 
6/6 100 

100 6/6 100 5/6 83.3 

30 1/6 16.7 3/6 50.0 
 
 

HIV-1 Group O 
300  

7 
42/42 100  

7 
42/42 100 

100 42/42 100 42/42 100 

30 31/42 73.8 38/42 90.5 
 
 

All Genotypes 
300  

 

48 

288/288 100  
 

54 

324/324 100 

100 287/288 99.7 320/324 98.8 

30 259/288 89.9 298/324 92.0 
* The same panels were used for testing on the Procleix System and the Procleix Tigris System. 
** Each unique donor was tested in duplicate with three clinical lots of reagents. 
Note: Bolded text indicates reactive rates less than 95% for specimens at or above 100 copies/mL. 

 
 

Procleix System - Detection of HCV Genotypes with the Procleix Ultrio Assay and HCV Discriminatory Assay 

HCV specimens of genotypes 1, 2, 3, 4, 5, and 6 were quantified for HCV RNA using commercially available quantitative HCV RNA assays. Speci m e ns 
were diluted with negative human plasma to target viral concentrations of 300, 100 and 30 copies/mL. The diluted specimens were tested wi th  th e  
Procleix Ultrio Assay and dHCV Assay. Sixty-one unique specimens were tested in duplicate using three clinical lots on the Procleix Syste m .  On e  
specimen was co-infected with HIV-1 and was therefore only tested in the dHCV Assay. At 300 copies/mL, all replicates were reactive with b o th  th e  
Procleix Ultrio Assay and the dHCV Assay. At 100 copies/mL, 354/360 replicates (98.3%) were reactive with the Procleix Ultrio Assay and 3 5 7 /3 6 6  
replicates (97.5%) were reactive with the dHCV Assay. At 30 copies/mL, 330/360 replicates (91.7%) were reactive with the Procleix Ultrio Assa y a n d  
337/366 replicates (92.1%) were reactive with the dHCV Assay (Table 38a). Detection rates were calculated from valid initial results. 
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Table 38a. Procleix System - Detection of HCV Genotypes with the Procleix Ultrio Assay and HCV Discriminatory Assay* 
 

 

Genotype 

 
Conc. 

Copies/mL 

 Procleix Ultrio Assay  Procleix HCV Discriminatory Assay 
 Reactive/ 

Tested 

 

% Reactiv e Unique 

Donors** 
Reactive/ 

Tested 

 

% Reactiv e 

 
HCV 

Genotype 1 

300  

11 
66/66 100  

11 
66/66 100 

100 66/66 100 66/66 100 

30 59/66 89.4 62/66 93.9 
 

HCV 
Genotype 2 

300  

12 
72/72 100  

13 
78/78 100 

100 67/72 93.1 73/78 93.6 

30 62/72 86.1 67/78 85.9 
 

HCV 
Genotype 3 

300  

12 
72/72 100  

12 
72/72 100 

100 71/72 98.6 69/72 95.8 

30 65/72 90.3 64/72 88.9 
 

HCV 
Genotype 4 

300  

14 
84/84 100  

14 
84/84 100 

100 84/84 100 83/84 98.8 

30 81/84 96.4 80/84 95.2 
 

HCV 
Genotype 5 

300  

6 
36/36 100  

6 
36/36 100 

100 36/36 100 36/36 100 

30 35/36 97.2 35/36 97.2 
 

HCV 
Genotype 6 

300  

5 
30/30 100  

5 
30/30 100 

100 30/30 100 30/30 100 

30 28/30 93.3 29/30 96.7 
 

All Genotypes 
300  

60 
360/360 100  

61 
366/366 100 

100 354/360 98.3 357/366 97.5 

30 330/360 91.7 337/366 92.1 

* The same panels were used for testing on the Procleix System and the Procleix Tigris System. 
** Each unique donor was tested in duplicate with three clinical lots of reagents. 
Note: Bolded text indicates reactive rates less than 95% for specimens at or above 100 copies/mL. 

 
Procleix Tigris System - Detection of HCV Genotypes with the Procleix Ultrio Assay and HCV Discriminatory Assay 

HCV specimens of genotypes 1, 2, 3, 4, 5, and 6 were quantified for HCV RNA using commercially available quantitative HCV RNA assays. Speci m e ns 
were diluted with negative human plasma to target viral concentrations of 300, 100 and 30 copies/mL. The diluted specimens were tested with the  P ro cl eix  
Ultrio Assay and dHCV Assay. Sixty-one unique specimens were tested in duplicate using three clinical lots on the Procleix Tigris System. One sp e cime n 
was co-infected with HIV-1 and was therefore only tested in the dHCV Assay. At 300 copies/mL, 360/360 replicates (100%) were reactive with the Pro cle ix  
Ultrio Assay and 366/366 replicates (100%) were reactive with the dHCV Assay. At 100 copies/mL, 353/360 replicates (98.1%) were reactive with th e  
Procleix Ultrio Assay and 363/366 replicates (99.2%) were reactive with the dHCV Assay. At 30 copies/mL, 339/360 replicates (94.2%) were reactive  wi th  
the Procleix Ultrio Assay and 346/366 replicates (94.5%) were reactive with the dHCV Assay (Table 38b). Detection rates were calculated from valid init ia l  
results. 
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Table 38b. Procleix Tigris System - Detection of HCV Genotypes with the Procleix Ultrio Assay and HCV Discriminatory Assay* 
 

 

Genotype 

 

Conc. 
Copies/mL 

 Procleix Ultrio Assay  Procleix HCV Discriminatory Assay 

 Reactive/ 

Tested 

 

% Reactiv e 
 

Unique Donors** Reactive/ 

Tested 

 

% Reactiv e 

 
HCV 

Genotype 1 

300  

11 
66/66  100  

11 
66/66 100 

100 66/66  100 66/66 100 

30 64/66  97.0 66/66 100 

 
HCV 

Genotype 2 

300  

12 
72/72  100  

13 
78/78 100 

100 66/72  91.7 75/78 96.2 

30 65/72  90.3 69/78 88.5 

HCV 
Genotype 3 

300  

12 
72/72  100  

12 
72/72 100 

100 72/72  100 72/72 100 

30 67/72  93.1 65/72 90.3 

HCV 
Genotype 4 

300  

14 
84/84  100  

14 
84/84 100 

100 84/84  100 84/84 100 

30 81/84  96.4 83/84 98.8 

HCV 
Genotype 5 

300  

6 
36/36  100  

6 
36/36 100 

100 36/36  100 36/36 100 

30 34/36  94.4 34/36 94.4 

HCV 
Genotype 6 

300  

5 
30/30  100  

5 
30/30 100 

100 29/30  96.7 30/30 100 

30 28/30  93.3 29/30 96.7 
 
 

All Genotypes 
300  

 

60 

360/360  100  
 

61 

366/366 100 

100 353/360  98.1 363/366 99.2 

30 339/360  94.2 346/366 94.5 
* The same panels were used for testing on the Procleix System and the Procleix Tigris System. 
** Each unique donor was tested in duplicate with three clinical lots of reagents. 
Note: Bolded text indicates reactive rates less than 95% for specimens at or above 100 copies/mL. 

 
 

Procleix System - Detection of HBV Genotypes with the Procleix Ultrio Assay and HBV Discriminatory Assay 

HBV specimens of genotypes A, B, C, D, E, F, and G were quantified for HBV DNA using commercially available quantitative HBV DNA a ssa ys.  
Specimens were diluted with negative human plasma to target viral concentrations of 300, 100 and 30 copies/mL. Diluted specimens were tested wi th  
the Procleix Ultrio Assay and dHBV Assay. Fifty-seven unique specimens were tested in duplicate using three clinical lots on the Procleix Ultrio Syste m.  
At 300 copies/mL, 337/342 replicates (98.5%) were reactive with the Procleix Ultrio Assay and 337/342 replicates (98.5%) were reactive with the d HBV  
Assay. At 100 copies/mL, 324/342 replicates (94.7%) were reactive with the Procleix Ultrio Assay and 312/342 replicates (91.2%) were reactive with th e  
dHBV Assay. At 30 copies/mL, 265/342 replicates (77.5%) were reactive with the Procleix Ultrio Assay and 244/342 replicates (71.3%) were re a ct i ve  
with the dHBV Assay (Table 39a). Detection rates were calculated from valid initial results. 
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Table 39a. Procleix System - Detection of HBV Genotypes with the Procleix Ultrio Assay and HBV Discriminatory Assay* 
 

 

Genotype 

 
Conc. 

Copies/mL 

 Procleix Ultrio Assay  Procleix HBV Discriminatory Assay 
 Reactive/ 

Tested 

 

% Reactiv e Unique 

Donors** 
Reactive/ 

Tested 

 

% Reactiv e 

 
HBV 

Genotype A 

300  

12 
71/72 98.6  

12 
70/72 97.2 

100 70/72 97.2 67/72 93.1 

30 63/72 87.5 57/72 79.2 
 

HBV 
Genotype B 

300  

10 
60/60 100  

10 
60/60 100 

100 57/60 95 56/60 93.3 

30 43/60 71.7 36/60 60 
 

HBV 
Genotype C 

300  

10 
60/60 100  

10 
59/60 98.3 

100 52/60 86.7 54/60 90 

30 41/60 68.3 41/60 68.3 
 

HBV 
Genotype D 

300  

8 
45/48 93.8  

8 
47/48 97.9 

100 46/48 95.8 44/48 91.7 

30 41/48 85.4 35/48 72.9 
 

HBV 
Genotype E 

300  

8 
47/48 97.9  

8 
48/48 100 

100 46/48 95.8 40/48 83.3 

30 32/48 66.7 34/48 70.8 
 

HBV 
Genotype F 

300  

8 
48/48 100  

8 
47/48 97.9 

100 47/48 97.9 45/48 93.8 

30 39/48 81.3 35/48 72.9 
 

HBV 
Genotype G 

300  

1 
6/6 100  

1 
6/6 100 

100 6/6 100 6/6 100 

30 6/6 100 6/6 100 
 

All Genotypes 
300  

57 
337/342 98.5  

57 
337/342 98.5 

100 324/342 94.7 312/342 91.2 

30 265/342 77.5 244/342 71.3 

* The same panels were used for testing on the Procleix System and the Procleix Tigris System. 
** Each unique donor was tested in duplicate with three clinical lots of reagents. 
Note: Bolded text indicates reactive rates less than 95% for specimens at or above 100 copies/mL. 

 
Procleix Tigris System - Detection of HBV Genotypes with the Procleix Ultrio Assay and HBV Discriminatory Assay 

HBV specimens of genotypes A, B, C, D, E, F, and G were quantified for HBV DNA using commercially available quantitative HBV DNA a ssa ys.  
Specimens were diluted with negative human plasma to target viral concentrations of 300, 100 and 30 copies/mL. Diluted specimens were tested wi th  
the Procleix Ultrio Assay and dHBV Assay. Fifty-eight unique specimens were tested in duplicate using three clinical lots on the Procleix Tigris Syste m .  

At 300 copies/mL, 341/348 replicates (98%) were reactive with the Procleix Ultrio Assay and 345/348 replicates (99.1%) were reactive with the d HBV  
Assay. At 100 copies/mL, 300/348 replicates (86.2%) were reactive with the Procleix Ultrio Assay and 324/348 replicates (93.1%) were reactive with th e  
dHBV Assay. At 30 copies/mL, 220/348 replicates (63.2%) were reactive with the Procleix Ultrio Assay and 256/348 replicates (73.6%) were re a ct i ve  
with the dHBV Assay (Table 39b). Detection rates were calculated from valid initial results. 
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Table 39b. Procleix Tigris System - Detection of HBV Genotypes with the Procleix Ultrio Assay and HBV Discriminatory Assay* 
 

 

Genotype 

 
Conc. 

Copies/mL 

 Procleix Ultrio Assay  Procleix HBV Discriminatory Assay 

 Reactive/ 

Tested 
 

% Reactiv e 
 

Unique Donors** Reactive/ 

Tested 
 

% Reactiv e 

HBV 
Genotype A 

300  

12 
71/72  98.6  

12 
71/72 98.6 

100 61/72  84.7 70/72 97.2 

30 45/72  62.5 54/72 75.0 

 
HBV 

Genotype B 

300  

10 
60/60  100  

10 
60/60 100 

100 51/60  85.0 58/60 96.7 

30 28/60  46.7 47/60 78.3 

HBV 
Genotype C 

300  

10 
59/60  98.3  

10 
60/60 100 

100 53/60  88.3 54/60 90 

30 40/60  66.7 42/60 70.0 

HBV 
Genotype D 

300  

9 
52/54  96.3  

9 
54/54 100 

100 45/54  83.3 49/54 90.7 

30 37/54  68.5 36/54 66.7 

HBV 
Genotype E 

300  

8 
46/48  95.8  

8 
47/48 97.9 

100 39/48  81.3 41/48 85.4 

30 26/48  54.2 29/48 60.4 

HBV 
Genotype F 

300  

8 
47/48  97.9  

8 
47/48 97.9 

100 45/48  93.8 46/48 95.8 

30 38/48  79.2 42/48 87.5 

HBV 
Genotype G 

300  

1 
6/6  100  

1 
6/6 100 

100 6/6  100 6/6 100 

30 6/6  100 6/6 100 
 

All Genotypes 
300  

 

58 

341/348  98.0  
 

58 

345/348 99.1 

100 300/348  86.2 324/348 93.1 

30 220/348  63.2 256/348 73.6 
* The same panels were used for testing on the Procleix System and the Procleix Tigris System. 
** Each unique donor was tested in duplicate with three clinical lots of reagents. 
Note: Bolded text indicates reactive rates less than 95% for specimens at or above 100 copies per mL. 

 
 

PERFORMANCE OF THE PROCLEIX ULTRIO ASSAY IN CADAVERIC BLOOD SPECIMENS FROM TISSUE DONORS 
 

REPRODUCIBILITY 

The reproducibility of the Procleix Ultrio Assay and Discriminatory Assays with cadaveric blood specimens was assessed on the Procleix Syste m  a n d  
the Procleix Tigris System. Plasma containing HIV-1, HCV or HBV was spiked into cadaveric plasma and serum specimens and cont ro l  p l a sm a  
specimens (HIV-1 at 200 copies/mL, HCV at 60 IU/mL and HBV at 45 IU/mL); 20 specimens were tested in the Procleix Ultrio Assay and 20 speci me ns 
were tested in each Discriminatory Assay. The specimens were tested with three clinical lots, one of which was tested only on the Procleix System,  th e  
second on both the Procleix System and the Procleix Tigris System, and the third on just the Procleix Tigris System. Specimens were tested in  th re e  
separate runs for each clinical lot, for a total of six runs. The percent positive, analyte S/CO values, and coefficients of variation (%CVs) are sh o wn  i n  
Tables 40a and 40b. The positivity rates ranged from 96% to 100% on the Procleix System and 98% to 100% on the Procleix Tigris System. Th e %CVs 
ranged from 16% to 35% for HIV-1 spiked cadaveric specimens, 6% to 34% for the HCV spiked cadaveric specimens, and 4% to 17% fo r th e  HBV  
spiked cadaveric specimens. 
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Table 40a. Procleix System - Reproducibility of Procleix Ultrio Assay and Discriminatory Assays in Cadaveric Blood Specimens 
 

Virus Assay Sample Type* # of Donors # of Replicates % Positiv e** 

(95% CI) 
Mean Analyte 

S/CO*** 
%CV 

 

 
 

HIV-1 

 

Procleix Ultrio Assay 
Cadaveric 20 119 99 

(95-100) 2.91 30 

Control 20 120 99 
(95-100) 12.02 19 

 

Procleix dHIV-1 Assay 
Cadaveric 20 117**** 96 

(91-100) 14.60 35 

Control 20 120 100 
(98-100) 18.12 21 

 

 
 

HCV 

 

Procleix Ultrio Assay 
Cadaveric 20 120 98 

(94-100) 5.77 34 

Control 20 120 100 
(98-100) 6.92 7 

 

Procleix dHCV Assay 
Cadaveric 20 119 98 

(95-100) 16.83 27 

Control 20 120 
100 

(98-100) 21.74 10 

 
 

 

HBV 

 

Procleix Ultrio Assay 
Cadaveric 20 120 

99 
(95-100) 13.60 9 

Control 20 120 99 
(95-100) 13.63 12 

 

Procleix dHBV Assay 
Cadaveric 20 120 

100 
(98-100) 21.75 17 

Control 20 120 
100 

(98-100) 23.11 8 
CI = Confidence Interval 
* Cadaveric specimens included serum and plasma specimens. 
** The percent positive results were determined from the initial neat result. If the initial neat result was invalid, the result from a retest neat result was used. If both the initial and 
repeat neat results were invalid, the valid results from testing diluted samples were used. The 95% CI are computed based on the assumption that all the outcomes are 
independent. 
*** S/CO analysis reflects only valid neat results. 
**** Three specimens with invalid IC, QNS for retest. 
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Table 40b. Procleix Tigris System - Reproducibility of Procleix Ultrio Assay and Discriminatory Assays in Cadaveric Blood Specimens 
 

Virus Assay Sample Type* # of Donors # of Replicates % Positiv e** 

(95% CI) 
Mean Analyte 

S/CO*** 
%CV 

 

 
 

HIV-1 

 

Procleix Ultrio Assay 
Cadaveric 20 119 98 

(94-100) 13.46 23 

Control 20 120 99 
(95-100) 13.10 16 

 

Procleix dHIV-1 Assay 
Cadaveric 20 120 100 

(98-100) 18.27 18 

Control 20 120 100 
(98-100) 19.03 19 

 

 
 

HCV 

 

Procleix Ultrio Assay 
Cadaveric 20 120 100 

(98-100) 7.16 23 

Control 20 120 100 
(98-100) 7.65 7 

 

Procleix dHCV Assay 
Cadaveric 20 120 100 

(98-100) 20.57 18 

Control 20 120 
100 

(98-100) 22.67 6 

 
 

 

HBV 

 

Procleix Ultrio Assay 
Cadaveric 20 120 

100 
(98-100) 15.39 4 

Control 20 120 100 
(98-100) 15.29 5 

 

Procleix dHBV Assay 
Cadaveric 20 120 

100 
(98-100) 24.42 5 

Control 20 120 
100 

(98-100) 24.42 4 
CI = Confidence Interval 
* Cadaveric specimens included serum and plasma specimens. 
** The percent positive results were determined from the initial neat result. If the initial neat result was invalid, the result from a retest neat result was used. If both the initial and 
repeat neat results were invalid, the valid results from testing diluted samples were used. The 95% CI are computed based on the assumption that all the outcomes are 
independent. 
*** S/CO analysis reflects only valid neat results. 

 

SPECIFICITY 

Specificity of Procleix Ultrio Assay and Discriminatory Assays in Cadaveric Blood Specimens on the Procleix System and the Procleix Tigris 

System 

HIV-1, HCV and HBV seronegative cadaveric blood specimens were tested to determine the specificity of the Procleix Ultrio Assay and dHIV-1, d HCV  
and dHBV Assays. Approximately 50 cadaveric and 50 normal donor specimens were tested using three clinical lots on the Procleix System a n d th e  
Procleix Tigris System. The specificity of the Procleix Ultrio Assay and dHIV-1 and dHBV Assays for the cadaveric specimens was 1 0 0 % (9 5 % 
confidence interval: 93%-100%) for the Procleix System and the Procleix Tigris System. The specificity of the dHCV Assay for the cadaveric speci m en s 
was 98% (95% confidence interval: 89%-100%) (Tables 41a and 41b). Specificity rates were calculated from all valid initial results. 
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Table 41a. Procleix System - Specificity of Procleix Ultrio Assay and Discriminatory Assays in Cadaveric Blood Specimens 

 

  Control Cadav eric 
 

 
 

Procleix Ultrio Assay 

Mean IC S/CO 1.94 1.89 
Mean Analyte S/CO 0.05 0.09 
Specificity Rate 100% 100% 
95% CI Specificity Rate 93-100 92-100 
n 50 47 

 
 
 

Procleix dHIV-1 Assay 

Mean IC S/CO 2.00 1.99 
Mean Analyte S/CO 0.14 0.11 
Specificity Rate 100% 100% 
95% CI Specificity Rate 93-100 93-100 
n 50 50 

 
 
 

Procleix dHCV Assay 

Mean IC S/CO 2.07 1.98 
Mean Analyte S/CO 0.14 0.21 
Specificity Rate 100% 98*% 
95% CI Specificity Rate 93-100 89-100 
n 50 49 

 
 
 

Procleix dHBV Assay 

Mean IC S/CO 2.01 2.02 
Mean Analyte S/CO 0.11 0.10 
Specificity Rate 100% 100% 
95% CI Specificity Rate 93-100 93-100 
n 50 49 

* One initial reactive, QNS to resolve 
CI = Confidence Interval 
n = number of  samples 

 

Table 41b. Procleix Ultrio Tigris System - Specificity of Procleix Ultrio Assay and Discriminatory Assays in Cadaveric Blood Specimens 
 

  Control Cadav eric 
 

 
 

Procleix Ultrio Assay 

Mean IC S/CO 2.05 2.07 
Mean Analyte S/CO 0.05 0.07 
Specificity Rate 100% 100% 
95% CI Specificity Rate 93-100 93-100 
n 50 48 

 

 
 

Procleix dHIV-1 Assay 

Mean IC S/CO 2.04 2.04 
Mean Analyte S/CO 0.03 0.03 
Specificity Rate 100% 100% 
95% CI Specificity Rate 93-100 93-100 
n 50 49 

 

 
 

Procleix dHCV Assay 

Mean IC S/CO 2.02 2.03 
Mean Analyte S/CO 0.03 0.10 
Specificity Rate 100% 98*% 
95% CI Specificity Rate 93-100 89-100 
n 50 49 

 

 
 

Procleix dHBV Assay 

Mean IC S/CO 2.02 2.02 
Mean Analyte S/CO 0.03 0.02 
Specificity Rate 100% 100% 
95% CI Specificity Rate 93-100 93-100 
n 50 50 

* One initial reactive, QNS to resolve 
CI = Confidence Interval 
n = number of  samples 
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SENSITIVITY 

 
Sensitiv ity for Detection of HIV-1 in Cadaveric Blood Specimens on the Procleix System and the Procleix Tigris System 

HIV-1, HCV, and HBV seronegative cadaveric blood specimens spiked with a low level of HIV-1 were tested to determine the sensitivity of the Pro cl e ix  
Ultrio Assay and dHIV-1 Assay. Approximately 50 cadaveric and 50 normal donor specimens were tested using three clinical lots on the Procleix Syste m 
and the Procleix Tigris System after spiking each with approximately 200 copies/mL of HIV-1. The positivity rate of the Procleix Ultrio Assay and  d HIV -1 
Assay for the cadaveric specimens was 100% (95% confidence interval: 93%-100%) on the Procleix System and the Procleix Tigris System (Table s 4 2 a 
and 42b). Detection rates were calculated from valid initial results. 

 
Table 42a. Procleix System - Reactiv ity of Procleix Ultrio Assay and HIV-1 Discriminatory Assay in Cadav eric Blood Specimens Spike d w ith 

HIV-1 
 

  Control Cadav eric 
 
 

Procleix Ultrio Assay 

Mean IC S/CO 2.36 2.31 
Mean Analyte S/CO 12.85 12.05 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 50 50 

 
 

Procleix dHIV-1 Assay 

Mean IC S/CO 2.12 2.07 
Mean Analyte S/CO 17.01 15.89 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 50 50 

CI = Confidence Interval 
n = number of  samples 

 

Table 42b. Procleix Tigris System - Reactivity of Procleix Ultrio Assay and HIV-1 Discriminatory Assay in Cadaveric Blood Specimens Spiked 

with HIV-1 
 

  Control Cadav eric 
 

 

Procleix Ultrio Assay 

Mean IC S/CO 2.17 2.21 
Mean Analyte S/CO 12.70 12.29 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 49 52 

 
 

Procleix dHIV-1 Assay 

Mean IC S/CO 1.84 2.02 
Mean Analyte S/CO 20.28 21.28 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 51 50 

CI = Confidence Interval 
n = number of  samples 

 
 

Sensitiv ity for Detection of HCV in Cadav eric Blood Specimens on the Procleix System and the Procleix Tigris System 

HIV-1, HCV and HBV seronegative cadaveric blood specimens spiked with a low level of HCV were tested to determine the sensitivity of the Procl eix  
Ultrio Assay and dHCV Assay. Approximately 50 cadaveric and 50 normal donor specimens were tested using three clinical lots on the Procleix Syste m  
and the Procleix Tigris System after spiking each with approximately 200 copies/mL of HCV. The positivity rate of both the Procleix Ultrio  Assa y a n d  
dHCV Assay for the cadaveric specimens was 100% (95% confidence interval: 93%-100%) on the Procleix System and the Procleix Tigris Syste m  
(Tables 43a and 43b). Detection rates were calculated from valid initial results. 
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Table 43a. Procleix System - Reactiv ity of Procleix Ultrio Assay and HCV Discriminatory Assay in Cadav eric Blood Specimens Spiked with 

HCV 
 

  Control Cadav eric 
 
 

Procleix Ultrio Assay 

Mean IC S/CO 2.03 1.95 
Mean Analyte S/CO 7.93 7.05 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 50 50 

 

 

Procleix dHCV Assay 

Mean IC S/CO 2.03 1.91 
Mean Analyte S/CO 22.06 19.35 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 50 50 

CI = Confidence Interval 
n = number of  samples 

 
 

Table 43b. Procleix Tigris System - Reactivity of Procleix Ultrio Assay and HCV Discriminatory Assay in Cadav eric Blood Specimens Spiked 

with HCV 
 

  Control Cadav eric 
 
 

Procleix Ultrio Assay 

Mean IC S/CO 2.09 2.06 
Mean Analyte S/CO 7.89 7.69 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 50 50 

 
 

Procleix dHCV Assay 

Mean IC S/CO 1.88 1.91 
Mean Analyte S/CO 23.21 23.32 
% Positive 100 100 
95% CI (% Positive) 93-100 93-100 
n 50 50 

CI = Confidence Interval 
n = number of  samples 

 
 

Sensitiv ity for Detection of HBV in Cadav eric Blood Specimens on the Procleix System and the Procleix Tigris System 

HIV-1, HCV and HBV seronegative cadaveric blood specimens spiked with a low level of HBV were tested to determine the sensitivity of the Pro cleix  
Ultrio Assay and dHBV Assay. Seventy cadaveric and 70 normal donor specimens were tested using three clinical lots on the Procleix System and  th e 
Procleix Tigris System after spiking each with approximately 30 IU/mL of HBV. The positivity rate of the Procleix Ultrio Assay for the  ca d a ve ri c  
specimens was 100% (95% confidence interval: 95%-100%) on the Procleix System. The positivity rate of the dHBV Assay was 98% (95% confid e nce  
interval: 92%-100%) for the Procleix System (Table 44a). On the Procleix Tigris System, the positivity rate of the Procleix Ultrio Assay and th e  d HBV  
Assay was 96% (95% confidence interval: 88%-99%) (Table 44b). Detection rates were calculated from valid initial results. 

 
Table 44a. Procleix System - Reactiv ity of Procleix Ultrio Assay and HBV Discriminatory Assay in Cadav eric Blood Specimens Spik e d wi th 

HBV 
 

  Control Cadav eric* 
 

 

Procleix Ultrio Assay 

Mean IC S/CO 1.66 1.56 
Mean Analyte S/CO 13.39 12.92 
% Positive 100 100 
95% CI (% Positive) 95-100 95-100 
n 70 70 

 

 

Procleix dHBV Assay 

Mean IC S/CO 1.89 1.72 
Mean Analyte S/CO 21.75 21.54 
% Positive 100 98 
95% CI (% Positive) 95-100 92-100 
n 70 70 

CI = Confidence Interval 
n = number of  samples 
* Included serum and plasma specimens 
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Table 44b. Procleix Tigris System - Reactivity of Procleix Ultrio Assay and HBV Discriminatory Assay in Cadav eric Blood Specimens Spiked 

with HBV 
 

  Control Cadav eric* 
 
 

Procleix Ultrio Assay 

Mean IC S/CO 1.78 1.89 
Mean Analyte S/CO 14.58 14.41 
% Positive 96 96 
95% CI (%pos) 88-99 88-99 
n 70 70 

 

 

Procleix dHBV Assay 

Mean IC S/CO 2.06 2.17 
Mean Analyte S/CO 22.62 23.54 
% Positive 84 96 
95% CI (% Positive) 74-92 88-99 
n 70 70 

CI = Confidence Interval 
n = number of  samples 
* Included serum and plasma specimens 

 
REACTIVITY IN SEROCONV ERTING DONORS 

 
PROCLEIX SYSTEM  

Commercially available seroconversion panels collected from plasmapheresis donors were tested to determine the ability of the Procleix Ul t ri o Assa y  
and HIV-1, HCV, and HBV Discriminatory Assays to shorten the window period of HIV-1, HCV, and HBV detection when compared to antigen a n d /o r 
antibody tests. Two separate studies were performed, each with a different clinical lot (Tables 45a and 45b). Both studies tested a similar set of HIV -1  
(n=10), HCV (n=10), and HBV (n=10) seroconversion panels at one site. Each seroconversion panel was tested with the Procleix Ultrio Assay (e i th e r 
neat and 1:16 diluted in one study or neat and 1:8 diluted in the other study which used development clinical lots) and with the HIV-1 Discrimin ato ry  
(neat only), HCV Discriminatory (neat only) and HBV Discriminatory (neat only) Assays. The test results were compared with those of the Abbott HIVAB 
HIV-1/HIV-2 (rDNA) EIA Assay and the Coulter HIV-1 p24 Ag Assay for HIV-1 seroconversion panels, with those of the Ortho HCV 3.0 ELISA te st  fo r 
HCV seroconversion panels, or with those of Ortho Antibody to HBsAg ELISA Test System 3 and Abbott PRISM HBsAg Assay for HBV seroconve rsi o n  
panels. 

In some cases, seroconversion study samples were tested in the same runs with the samples from the Procleix System pivotal clinical studies, includ ing  
the clinical specificity study described earlier (see Specificity in Normal Blood Donors in the Procleix System section for run statistics). When 378, 1 4 3,  
and 127 samples were tested neat in the Procleix Ultrio Assay and HIV-1 and HCV Discriminatory Assays, respectively, none of the samples had in it ia l  
invalid test results in the valid assay runs. For the 378 samples tested diluted in the Procleix Ultrio Assay, 2 (0.5%) had initial invalid resul ts.  T h e se  
samples were not retested: 1 was invalid due to an Internal Control (IC) failure and the other was invalid due to the sample not being pipetted corre ctly.  
For the 108 samples tested in the HBV Discriminatory Assay, 1 (0.9%) had an initial invalid result. This sample was not retested: it was invalid d u e to  
dispense verification failure. 

 
HIV-1 Detection in Seroconv ersion Panels 

The Procleix Ultrio Assay was able to detect HIV-1 RNA a median of 14 and 7 (or 14 and 8 in the second study) days earlier than the Abbott HIVAB  
HIV-1/HIV-2 (rDNA) EIA Assay and the Coulter HIV-1 p24 Ag Assay, respectively, when specimens were tested neat (Tables 45a and 45b). The Procl eix  
Ultrio Assay was able to detect HIV-1 RNA a median of 11.5 and 4 days earlier than the Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay and the Coul te r 
HIV-1 p24 Ag Assay, respectively, when specimens were tested at a 1:8 dilution. The Procleix Ultrio Assay was able to detect HIV-1 RNA a median o f  
11 and 5 days earlier than the Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay and the Coulter HIV-1 p24 Ag Assay, respectively, when specimens were 
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tested at a 1:16 dilution. Similar results were observed with the HIV-1 Discriminatory Assay, as compared to the Procleix Ultrio Assay, when specimens 
were tested neat in both studies. 

Table 45a. Procleix System - Comparison to HIV-1 Antibody and Antigen Tests on Seroconv ersion Panels 

Study 1 (Number of Days Earlier Detection) 
 

 

Panel ID 

Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay Coulter HIV-1 p24 Ag Assay 

Procleix Ultrio 

Assay (Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHIV-1 Assay 

(Neat) 
Procleix Ultrio 

Assay (Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHIV-1 Assay 

(Neat) 

60772 12 7 12 7 2 7 
61694 11 8 8 6 3 3 
62238 14 20 14 7 13 7 
62357 11 7 11 4 0 4 
65389 14 12 14 7 5 7 
65790* >11 >7 >11 7 3 7 
66048 15 12 15 22 19 22 
67485 18 14 18 8 4 8 
68106* 14 10 14 >46 >42 >46 
68582 14 14 14 7 7 7 

Median 14 11 14 7 5 7 
* Panel did not show Ab or Ag reactivity. 

 
Table 45b. Procleix System - Comparison to HIV-1 Antibody and Antigen Tests on Seroconv ersion Panels 

Study 2 (Number of Days Earlier Detection) 
 

 

Panel ID 

Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay Coulter HIV-1 p24 Ag Assay 

Procleix Ultrio 

Assay (Neat) 
Procleix Ultrio 

Assay 

(Diluted 1:8) 

Procleix dHIV-1 Assay 

(Neat) 
Procleix Ultrio 

Assay (Neat) 
Procleix Ultrio 

Assay 

(Diluted 1:8) 

Procleix dHIV-1 Assay 

(Neat) 

60772 12 7 7 7 2 2 
62357* 11 7 11 4 0 4 
63602 16 9 14 9 2 7 
64954* 15 13 15 15 13 15 
65790* 12 7 12 8 3 8 
66575 14 11 11 10 7 7 
67485* 14 14 14 4 4 4 
68582 14 14 14 7 7 7 
66048* 15 12 15 22 19 22 

68106*,** 15 15 19 >54 >54 >54 
Median 14 11.5 14 8 4 7 

* Intermittent Procleix Ultrio Assay reactivity prior to ramp up is not used for this calculation 
** Panel did not show Ag reactivity. 

 

HCV Detection in Seroconv ersion Panels 

In both studies the Procleix Ultrio Assay was able to detect HCV RNA a median of 32 days earlier than the Ortho HCV 3.0 ELISA test when specim en s 
were tested neat, at 1:8 dilution, and at 1:16 dilution (Tables 46a and 46b). The HCV Discriminatory Assay was able to detect HCV RNA a median  o f  
32 days and 34.5 days earlier than the Ortho HCV 3.0 ELISA Assay when specimens were tested neat in the two separate studies. 

 
Table 46a. Procleix System - Comparison to Ortho HCV 3.0 ELISA Assay on Seroconversion Panels 

Study 1 (Number of Days Earlier Detection). 
 

Panel ID Procleix Ultrio 

Assay (Neat) 
Procleix Ultrio 

Assay (Diluted 1:16) 
Procleix dHCV 

Assay (Neat) 
60779 0 Not Reactive* 0 
61067 32 32 32 
62286 23 23 23 

62680** >22 >22 >22 
62804 20 20 20 
62886 31 31 31 
62999 39 33 64 
63318 32 32 32 
63625 62 38 38 

790989 46 46 46 
Median 32 32 32 

* Panel did not have a reactive NAT result 
** Panel did not show Ab reactivity 
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Table 46b. Procleix System - Comparison to Ortho HCV 3.0 ELISA Assay on Seroconv ersion Panels 

Study 2 (Number of Days Earlier Detection) 
 

Panel ID Procleix Ultrio 

Assay (Neat) 
Procleix Ultrio 

Assay (Diluted 1:8) 
Procleix dHCV 

Assay (Neat) 
790989 44 44 44 
61067 27 27 30 
60779 0 0 0 
62286 23 23 23 
62999 33 33 39 
63318 52 34 52 
62886* 31 31 31 
63625 38 38 38 
64150* 46 46 46 
64273* 29 29 29 
Median 32 32 34.5 

* Intermittent Procleix Ultrio Assay reactivity prior to ramp up is not used for this 
calculation. 

 

HBV Detection in Seroconv ersion Panels 

The Procleix Ultrio Assay was able to detect HBV DNA a median of 19 days and 17 (or 18.5 in the second study) days earlier than the Ortho Antibo dy  
to HBsAg ELISA Test System 3 and the Abbott PRISM HBsAg Assay, respectively, when specimens were tested neat (Tables 47a and  4 7 b ).  T h e  
Procleix Ultrio Assay was able to detect HBV DNA a median of 11.5 days earlier than the Abbott PRISM HBsAg Assay when specimens were teste d  a t  
1:8 dilution. The Procleix Ultrio Assay was able to detect HBV DNA a median of 9 days and 7 days earlier than the Ortho Antibody to HBsAg EL ISA  
Test System 3 and the Abbott PRISM HBsAg Assay, respectively, when specimens were tested at 1:16 dilution. The HBV Discriminatory Assay was a b l e  
to detect HBV DNA a median of 16 days and 15 (or 17 in the second study) days earlier than the Ortho Antibody to HBsAg ELISA Test System 3  a n d 
the Abbott PRISM HBsAg Assay, respectively, when specimens were tested neat. 

Table 47a. Procleix System - Comparison to HBV Surface Antigen Tests on Seroconversion Panels (Number of Days Earlier Detection) 
 

 

Panel ID 

Ortho Antibody to HBsAg ELISA Test System 3 Abbott PRISM HBsAg Assay 
Procleix Ultrio 

Assay 

(Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHBV Assay 

(Neat) 
Procleix Ultrio 

Assay 

(Neat) 

Procleix Ultrio Assay 

(Diluted 1:16) 
Procleix dHBV Assay 

(Neat) 

62675 19 17 19 19 17 19 
62825 29 29 29 29 29 29 
62967 14 5 14 14 5 14 
63133 11 9 11 11 9 11 
63568 14 11 14 10 7 10 
63659 15 0 0 15 0 0 
63997 21 7 14 19 5 12 
64006 20 8 18 20 8 18 
64121 19 0 27 19 0 27 
64132 23 14 23 15 6 15 

Median 19 9 16 17 7 15 
 

Table 47b. Procleix System - Comparison to Abbott PRISM HBsAg Assay on Seroconv ersion Panels (Number of Days Earlier Detection) 
 

 
Panel ID 

Procleix Ultrio 

Assay 

(Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:8) 

Procleix dHBV Assay 

(Neat) 

62825 17 3 17 
62347 11 7 11 
62967* 10 3 12 
64121* 19 19 17 
64006* 23 11 23 
66201* 21 21 23 
67303* 22 12 19 
68029 18 16 16 
68105 29 29 29 
68739* 15 6 15 
Median 18.5 11.5 17 

* Intermittent Procleix Ultrio Assay reactivity prior to ramp up is not used for this 
calculation. 
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PROCLEIX TIGRIS SYSTEM 

Commercially available seroconversion panels collected from plasmapheresis donors were tested to determine the ability of the Procleix Ul t ri o Assa y  
and the Procleix HIV-1, HCV, and HBV Discriminatory Assays on the Procleix Tigris System to shorten the window period of HIV-1, HCV, a n d  HBV  
detection when compared to antigen and/or antibody tests. Testing was performed using HIV-1 (n=10), HCV (n=10), and HBV (n=10) serocon ve rsi o n  
panels using one clinical lot. Each seroconversion panel was tested with the Procleix Ultrio Assay (neat, and 1:16 diluted) and with  th e  HIV -1  
Discriminatory (neat only), HCV Discriminatory (neat only) and HBV Discriminatory (neat only) Assays. The test results were compared with those o f  th e  
Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay and the Coulter HIV-1 p24 Ag Assay for HIV-1 seroconversion panels, with those of the Ortho HCV 3 .0  
ELISA test for HCV seroconversion panels, or with those of Ortho Antibody to HBsAg ELISA Test System 3 and Abbott PRISM HBsAg Assay fo r HBV  
seroconversion panels. 

In some cases, seroconversion study samples were tested in the same worklists with the samples from the Procleix Tigris System pivotal clinical  
studies, including the clinical specificity study described earlier (see Specificity in Normal Blood Donors in the Procleix Tigris System section for wo rkl ist  
statistics). For the Procleix Ultrio Assay, from the valid assay worklists, 378 test results were generated from neat and from diluted samples. For th e  n e a t  
samples, 2 (0.5%) had initial invalid results. These samples were not retested: both were invalid due to clots in the samples. For the diluted samples,  1  
(0.3%) had an initial invalid result. This sample was not retested: it was invalid due to a clot in the sample. For the HIV-1, HCV, and HBV Discrimin ato ry  
Assays, from the valid assay worklists, 143, 127, and 108 test results, respectively, were generated: none were invalid. 

 
HIV-1 Detection in Seroconv ersion Panels 

The Procleix Ultrio Assay was able to detect HIV-1 RNA a median of 14 and 7 days earlier than the Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay a n d  th e 
Coulter HIV-1 p24 Ag Assay, respectively, when specimens were tested neat (Table 48). The Procleix Ultrio Assay was able to detect HIV-1 RNA a m e dia n 
of 11 and 6 days earlier than the Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Assay and the Coulter HIV-1 p24 Ag Assay, respectively, when specimens we re  
tested at a 1:16 dilution. Similar results were observed with the HIV-1 Discriminatory Assay when specimens were tested neat. 

Table 48. Procleix Tigris System - Comparison to HIV-1 Antibody and Antigen Tests on Seroconv ersion Panels (Number of Days Earlier 

Detection) 
 

 

Panel ID 

Abbott HIVAB HIV-1/HIV-2 (rDNA) EIA Coulter HIV-1 p24 Ag Assay 
Procleix Ultrio 

Assay 

(Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHIV-1 Assay 

(Neat) 
Procleix Ultrio 

Assay (Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHIV-1 Assay 

(Neat) 

60772 12 7 12 7 2 7 
61694 8 8 11 3 3 6 
62238 14 14 14 7 7 7 
62357 11 7 11 4 0 4 
65389 14 14 19 7 7 12 
65790* >11 >7 >11 7 3 7 
66048 15 12 15 22 19 22 
67485 14 14 18 4 4 8 
68106* 14 10 14 >46 >42 >46 
68582 14 14 14 7 7 7 

Median 14 11 14 7 6 7 
* Panel did not show Ab or Ag reactivity. 

 

HCV Detection in Seroconv ersion Panels 

The Procleix Ultrio Assay was able to detect HCV RNA a median of 32 days earlier than the Ortho HCV 3.0 ELISA test when specimens were tested 
neat, and at 1:16 dilution. Similar results were observed with the HCV Discriminatory Assay when specimens were tested neat (Table 49). 

 
Table 49. Procleix Tigris System - Comparison to Ortho HCV 3.0 Assay on Seroconv ersion Panels (Number of Days Earlier Detection) 

 

Panel ID Procleix Ultrio 

Assay (Neat) 
Procleix Ultrio 

Assay (Diluted 1:16) 
Procleix dHCV Assay 

(Neat) 
60779 0 Not Reactive* 0 
61067 32 32 32 
62286 23 23 23 

62680** >22 >22 >22 
62804 20 20 20 
62886 31 31 31 
62999 39 33 39 
63318 32 32 32 
63625 38 38 38 

790989 46 46 46 
Median 32 32 32 

* Panel did not have a reactive NAT result. 
** Panel did not show Ab reactivity. 
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HBV Detection in Seroconv ersion Panels 

The Procleix Ultrio Assay was able to detect HBV DNA a median of 18 days and 17 days earlier than the Ortho Antibody to HBsAg  
ELISA Test System 3 and the Abbott PRISM HBsAg Assay, respectively, when specimens were tested neat (Table 50). The Pro cl eix  
Ultrio Assay was able to detect HBV DNA a median of 8 days and 6 days earlier than the Ortho Antibody to HBsAg ELISA  T e st  
System 3 and the Abbott PRISM HBsAg Assay, respectively, when specimens were tested at 1:16 dilution. The HBV Discrimi n a tory  
Assay was able to detect HBV DNA a median of 16 days and 14 days earlier than the Ortho Antibody to HBsAg ELISA Test Syste m  
3 and the Abbott PRISM HBsAg Assay, respectively, when specimens were tested neat. 

Table 50. Procleix Tigris System - Comparison to HBV Surface Antigen Tests on Seroconversion Panels (Number of Days Earlier Detection) 
 

 

Panel ID 

Ortho Antibody to HBsAg ELISA Test System 3 Abbott PRISM HBsAg 

Procleix Ultrio 

Assay (Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHBV Assay 

(Neat) 
Procleix Ultrio 

Assay (Neat) 

Procleix Ultrio 

Assay 

(Diluted 1:16) 

Procleix dHBV Assay 

(Neat) 

62675 19 12 19 19 12 19 
62825 29 29 29 29 29 29 
62967 12 7 14 12 7 14 
63133 11 9 11 11 9 11 
63568 14 7 14 10 3 10 
63659 15 13 13 15 13 13 
63997 23 7 14 21 5 12 
64006 20 0 20 20 0 20 
64121 19 0 25 19 0 25 
64132 17 8 17 9 0 9 

Median 18 8 16 17 6 14 
 

COMPARABILITY OF THE PROCLEIX TIGRIS SYSTEM AND THE PROCLEIX SYSTEM  
The comparability of the Procleix Tigris System and the Procleix System was evaluated in panels comprised of HIV-1, HCV, a n d /o r 
HBV positive and negative samples. The panel members tested in the Procleix Ultrio Assay (n=729), the HIV-1 (n=194),  th e  HCV  
(n=189), and the HBV (n=198) Discriminatory Assays contained positive members with low copy levels, genetic variants a n d  co - 
infected samples and negative members with various anticoagulants, interfering substances, and bloodborne pathogens. Three 
replicates of each panel were tested on the Procleix Tigris System at three sites and on the Procleix System at one site. The conten ts 
of the panels were masked during testing to control for bias. Testing was performed using one Procleix Ultrio Assay clinical lot. Pan el  
members from a valid assay run with initial invalid test results were not retested. 

Of the 27 Procleix Ultrio Assay runs generated on the Procleix System, 1 (3.7%) was invalidated because it contained more than  1 0% 
invalid test results. From the valid assay runs, 4 of 2,184 (0.2%) test results were invalid on the Procleix System; all were d u e  to  
Internal Control [IC] failures. For the Procleix Tigris System, 1 of 23 (4.3%) Procleix Ultrio Assay worklists was inva l i d  d u e  to  
instrument error. From the valid assay worklists, 16 of 6,513 (0.2%) test results were invalid on the Procleix Tigris System: 1 was d u e  
to IC failure and 15 were due to other reasons such as instrument failures, software failures, chemistry errors, and clo ts i n  th e  
samples. 

Of the 9 Procleix HIV-1 Discriminatory Assay runs generated on the Procleix System, 1 (11.1%) was invalidated because it contain ed  
more than 10% invalid test results. From the valid assay runs, 14 of 562 (2.5%) test results were invalid on the Procleix Syste m ;  6  
were due to IC failures and 8 were due to improperly pipetted samples. For the Procleix Tigris System, 23 HIV-1 Discriminatory  Assa y 
worklists were generated: none were invalid. From the valid assay worklists, 18 of 1,695 (1.1%) test results were invalid on the 
Procleix Tigris System: 13 were due to IC failure and 5 were due to other reasons such as instrument failures, software fa i l u re s,  
chemistry errors, and clots in the samples. 

Of the 8 Procleix HCV Discriminatory Assay runs generated on the Procleix System, none were invalid. From the valid assay runs,  5 5 5  
test results were generated on the Procleix System: none were invalid. For the Procleix Tigris System, 1 of 24 (4.2%) HCV 
Discriminatory Assay worklists was invalid due to instrument error. From the valid assay worklists, 21 of 1,678 (1.3.%) test resul ts we re  
invalid on the Procleix Tigris System: 3 were due to IC failure and 18 were due to other reasons such as instrument failures, sof twa re  
failures, chemistry errors, and clots in the samples. 

Of the 8 Procleix HBV Discriminatory Assay runs generated on the Procleix System, none were invalid. From the valid assay ru n s,  5  
of 594 (0.8%) test results were invalid on the Procleix System; all were due to IC failures. For the Procleix Tigris System,  2 4  HBV  
Discriminatory Assay worklists were generated: none were invalid. From the valid assay worklists, 14 of 1,781 (0.8%) test results we re  
invalid on the Procleix Tigris System: all were due to other reasons such as instrument failures, software failures, chemist ry  e rro rs,  
clots in the samples, and insufficient sample volume. 

To assess the relative performance of the Procleix Tigris System and the Procleix System, the accuracy was calculated fo r e a ch  
system using the Procleix Ultrio Assay and Procleix HIV-1, HCV, and HBV Discriminatory Assays. The accuracies of the two syste m s 
were compared for all positive samples, all negative samples, and all samples combined. In addition, analysis of the S/CO values (IC 
for negative samples and analyte for positive samples) was performed for each system using each of the four assays. T h e  S /CO  
values of the two systems were compared for all positive samples, the subcategories of the positive samples and all negative samples. 
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PROCLEIX ULTRIO ASSAY 

Performance of the Procleix Ultrio Assay on the Procleix Tigris System was not significantly different from that on the Procleix Syste m .  
The accuracy for all sample types was 99.3% (95% CI: 98.8%-99.6%) for the Procleix System and 99.6% (95% CI: 99.5%-99.8%) fo r 
the Procleix Tigris System. Accuracy rates were also similar between the two systems in the positive samples and in the  n e g a t ive 
samples (Table 51a). The mean analyte S/CO values for the positive samples tested with the Procleix Ultrio Assay were 16.32 for th e  
Procleix Ultrio System and 16.50 for the Procleix Tigris System. The mean analyte S/CO values were also similar between th e  two  
systems for the various positive sample subcategories. The mean IC S/CO values for the negative samples were 1.99 for the Procleix  
Ultrio System and 2.08 for the Procleix Ultrio Tigris System (Table 51b). 

 
 
 

Table 51a. Comparison of Procleix Ultrio Assay Performance on the Procleix Tigris System and the Procleix System - Analysis of Accuracy* 
 

 

 

 
Sample Type 

Procleix System Procleix Tigris System 

 
Correct 

 
Total 

Accuracy (%) 

(95% CI)** 
 

Correct 
 

Total 
Accuracy (%) 

(95% CI)** 
 

All 
 

2,126 
 

2,141 
99.3  

6,359 
 

6,382 
99.6 

(98.8 - 99.6) (99.5 - 99.8) 
 

Positiv e 
 

909 
 

909 
100  

2,707 
 

2,710 
99.9 

(99.6 - 100) (99.7 - 100) 

 
Negativ e 

 
1,217 

 
1,232 

98.8  
3,652 

 
3,672 

99.5 
(98.0 - 99.3) (99.2 - 99.7) 

CI = Confidence interval 
* HIV-1, HCV, and/or HBV positive samples with viral loads 100 copies/mL for HIV-1 and HCV or 15 IU/mL for HBV or with unknown copy levels. 
** The 95% CI are computed based on the assumption that all the outcomes are independent. 

 
 
 
 

Table 51b. Comparison of the Procleix Ultrio Assay Signal to Cutoff Ratio Values* for the Procleix Tigris System and the Procleix System** 
 

 
Sample Type 

n Mean S/CO SD %CV 
PS TS PS TS PS TS PS TS 

Positiv e 943 2,796 16.32 16.50 9.06 9.25 55.51 56.08 
HIV-1 228 670 13.65 13.11 4.47 4.84 32.73 36.88 
HCV 211 624 7.32 7.43 1.27 1.36 17.37 18.30 
HBV 234 699 14.24 14.90 1.30 1.14 9.13 7.65 
HIV-1 + HCV + HBV 90 268 35.92 36.43 3.35 4.40 9.34 12.08 
HIV-1 + HCV 60 177 22.58 23.42 7.92 7.85 35.05 33.51 
HIV-1 + HBV 60 178 26.46 25.72 6.47 6.33 24.44 24.60 
HCV + HBV 60 180 20.50 21.16 4.21 4.52 20.54 21.38 

Negativ e 1,217 3,652 1.99 2.08 0.14 0.11 7.13 5.22 
n = Number of  replicates 
S/CO = Signal to cutoff ratio 
SD = Standard deviation CV 
= Coef ficient of variation PS 
= Procleix System 
TS = Procleix Tigris System 
* Analy te S/CO for positive panel members and Internal Control S/CO for negative panel members 
** Samples with false negative and false positive results were excluded from this analysis. 

 
 

PROCLEIX HIV-1 DISCRIMINATORY ASSAY 

Performance of the Procleix HIV-1 Discriminatory Assay on the Procleix Tigris System was not significantly different from that o n  th e 
Procleix System. The accuracy for all sample types was 99.0% (95% CI: 97.8%-99.7%) for the Procleix System and 99.1% (95% CI :  
98.5%-99.5%) for the Procleix Tigris System. Accuracy rates were also similar between the two systems in the HIV-1 positive samp le s 
and in the HIV-1 negative samples (Table 52a). The mean analyte S/CO values for the HIV-1 positive samples tested with the Procleix  
HIV-1 Discriminatory Assay were 17.61 for the Procleix System and 20.06 for the Procleix Tigris System. The mean analyte  S /CO  
values were also similar between the two systems for the various HIV-1 positive sample subcategories. The mean IC S/CO values fo r 
all  HIV-1 negative samples were 2.13 for the Procleix System and 2.07 for the Procleix Tigris System (Table 52b). 
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Table 52a. Comparison of Procleix HIV-1 Discriminatory Assay Performance on the Procleix Tigris System and the Procleix System - Analysis 

of Accuracy* 
 

 
 

 
Sample Type 

Procleix System Procleix Tigris System 

 
Correct 

 
Total 

Accuracy (%) 

(95% CI)** 
 

Correct 
 

Total 
Accuracy (%) 

(95% CI)** 
 

All 
 

520 
 

525 
99.0  

1,593 
 

1,607 
99.1 

(97.8 - 99.7) (98.5 - 99.5) 

 
HIV-1 Positiv e 

 
293 

 
298 

98.3  
887 

 
901 

98.4 
(96.1 - 99.5) (97.4 - 99.1) 

 
HIV-1 Negative 

 
227 

 
227 

100  
706 

 
706 

100 
(98.4 - 100) (99.5 - 100) 

CI = Confidence interval 
* HIV-1 positive samples with viral loads 100 copies/mL or with unknown copy levels. 
** The 95% CI are computed based on the assumption that all the outcomes are independent. 

 
 
 
 

Table 52b. Comparison of the Procleix HIV-1 Discriminatory Assay Signal to Cutoff Ratio Values* for the Procleix Tigris System and the 

Procleix System** 
 

 
Sample Type 

n Mean S/CO SD %CV 
PS TS PS TS PS TS PS TS 

HIV-1 Positiv e 313 940 17.61 20.06 4.99 5.49 28.31 27.38 
HIV-1 only 228 675 16.76 18.89 4.29 5.09 25.57 26.97 
HIV-1 + HCV 28 87 20.45 24.28 7.27 6.39 35.56 26.33 
HIV-1 + HBV 25 72 18.69 21.36 7.18 6.43 38.41 30.10 
HIV-1 + HCV + HBV 32 106 20.31 23.17 2.92 2.70 14.36 11.63 

HIV-1 Negative 227 706 2.13 2.07 0.32 0.12 15.20 5.64 
n = Number of  replicates 
S/CO = Signal to cutoff ratio 
SD = Standard deviation CV 
= Coef ficient of variation PS 
= Procleix System 
TS = Procleix Tigris System 
* Analy te S/CO for HIV-1 positive panel members and Internal Control S/CO for negative panel members 
** Samples with false negative and false positive results were excluded from this analysis. 

 
 

PROCLEIX HCV DISCRIMINATORY ASSAY 

Performance of the Procleix HCV Discriminatory Assay on the Procleix Tigris System was not significantly different from that o n  th e  
Procleix System. The accuracy for all sample types was 98.7% (95% CI: 97.3%-99.5%) for the Procleix System and 99.1% (95% CI :  
98.5%-99.5%) for the Procleix Tigris System. Accuracy rates were also similar between the two systems in the HCV positive sa m p l es 
and in the HCV negative samples (Table 53a). The mean analyte S/CO values for the HCV positive samples tested with the Proclei x 
HCV Discriminatory Assay were 22.18 for the Procleix System and 22.81 for the Procleix Tigris System. The mean anal yte S /CO  
values were also similar between the two systems for the various HCV positive sample subcategories. The mean IC S/CO values fo r 
the HCV negative samples were 1.98 for the Procleix System and 2.06 for the Procleix Tigris System (Table 53b). 

Table 53a. Comparison of Procleix HCV Discriminatory Assay Performance on the Procleix Tigris System and the Procleix System - Analysis 

of Accuracy* 
 

 
 

 
Sample Type 

Procleix System Procleix Tigris System 

 
Correct 

 
Total 

Accuracy (%) 

(95% CI)** 
 

Correct 
 

Total 
Accuracy (%) 

(95% CI)** 
 

All 
 

527 
 

534 
98.7  

1,580 
 

1,594 
99.1 

(97.3 - 99.5) (98.5 - 99.5) 

 
Positiv e 

 
289 

 
289 

100  
872 

 
872 

100 
(98.7 - 100) (99.6 - 100) 

 
Negativ e 

 
238 

 
245 

97.1  
708 

 
722 

98.1 
(94.2 - 98.8) (96.8 - 98.9) 

CI = Confidence interval 
* HCV positive samples with viral loads 100 copies/mL or with unknown copy levels. 
** The 95% CI are computed based on the assumption that all the outcomes are independent. 
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Table 53b. Comparison of the Procleix HCV Discriminatory Assay Signal to Cutoff Ratio Values* for the Procleix Tigris System 

and the Procleix System** 
 

 
Sample Type 

n Mean S/CO SD %CV 
PS TS PS TS PS TS PS TS 

HCV Positiv e 305 911 22.18 22.81 2.77 3.06 12.50 13.41 
HCV only 207 618 21.48 22.11 2.32 3.24 10.80 14.67 
HCV + HIV-1 33 99 24.15 24.62 1.53 1.57 6.33 6.38 
HCV + HBV 29 90 23.41 24.55 4.02 1.71 17.19 6.96 
HCV + HIV-1 + HBV 36 104 23.42 23.68 3.26 2.29 13.93 9.69 

HCV Negativ e 241 717 1.98 2.06 0.15 0.13 7.56 6.19 
n = Number of  replicates 
S/CO = Signal to cutoff ratio 
SD = Standard deviation CV 
= Coef ficient of variation PS 
= Procleix System 
TS = Procleix Tigris System 
* Analy te S/CO for HCV positive panel members and IC S/CO for negative panel members 
** Samples with false negative and false positive results were excluded from this analysis. 

 

PROCLEIX HBV DISCRIMINATORY ASSAY 

Performance of the Procleix HBV Discriminatory Assay on the Procleix Tigris System was not significantly different from that on  th e  
Procleix System. The accuracy for all sample types was 98.6% (95% CI: 97.3%-99.4%) for the Procleix System and 98.8% (95% CI :  
98.2%-99.3%) for the Procleix Tigris System. Accuracy rates were also similar between the two systems in the HBV positive samp l es 
and in the HBV negative samples (Table 54a). The mean analyte S/CO values for the HBV positive samples tested with the Procl ei x  
HBV Discriminatory Assay were 24.64 for the Procleix System and 23.95 for the Procleix Tigris System. The mean anal yte  S /CO  
values were also similar between the two systems for the various HBV positive sample subcategories. The mean IC S/CO values fo r 
the HBV negative samples were 1.94 for the Procleix System and 2.06 for the Procleix Tigris System (Table 54b). 

Table 54a. Comparison of Procleix HBV Discriminatory Assay Performance on the Procleix Tigris System and the Procleix System - Analysis 

of Accuracy* 
 

 
 

 
Sample Type 

Procleix System Procleix Tigris System 

 
Correct 

 
Total 

Accuracy (%) 

(95% CI)** 
 

Correct 
 

Total 
Accuracy (%) 

(95% CI)** 
 

All 
 

570 
 

578 
98.6  

1,711 
 

1,731 
98.8 

(97.3 - 99.4) (98.2 - 99.3) 

 
Positiv e 

 
335 

 
335 

100  
997 

 
1,002 

99.5 
(98.9 - 100) (98.8 - 99.8) 

 
Negativ e 

 
235 

 
243 

96.7  
714 

 
729 

97.9 
(93.6 - 98.6) (96.6 - 98.8) 

CI = Confidence interval 
* HBV positive samples with viral loads 15 IU/mL or with unknown copy levels. 
** The 95% CI are computed based on the assumption that all the outcomes are independent. 

 
 
 
 

Table 54b. Comparison of the Procleix HBV Discriminatory Assay Signal to Cutoff Ratio Values* for the Procleix Tigris System 

and the Procleix System** 
 

 
Sample Type 

n Mean S/CO SD %CV 
PS TS PS TS PS TS PS TS 

HBV Positiv e 344 1,017 24.64 23.95 3.03 2.15 12.28 8.97 
HBV only 249 742 24.69 23.92 2.73 2.04 11.05 8.55 
HBV + HIV-1 30 90 25.03 24.60 1.12 1.54 4.49 6.24 
HBV + HCV 30 87 24.68 23.85 2.64 2.23 10.70 9.34 
HBV + HIV-1 + HCV 35 98 23.98 23.68 5.53 3.06 23.04 12.92 

HBV Negativ e 237 723 1.94 2.06 0.21 0.12 10.86 5.90 
n = Number of  replicates 
S/CO = Signal to cutoff ratio 
SD = Standard deviation CV 
= Coef ficient of variation PS 
= Procleix System 
TS = Procleix Tigris System 
* Analy te S/CO for HBV positive panel members and IC S/CO for negative panel members 
** Samples with false negative and false positive results were excluded from this analysis. 
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