Sensitivity Results from Mixed and Low Titer Performance Panels 

The evaluations were carried out using six panels totaling to 74 serum specimens (as shown in Table 1). The six Boston Biomedica Inc. (BBI) mixed and low titer performance panels contain clinically diagnosed positive samples. All specimens were stored in aliquots at -30°C and were thawed at least once and not more than twice.

In this model of HCV infection, the sensitivity of the UBI HCV EIA was determined to be 98.65%  for positive samples.

Table 1.
Summary of UBI HCV EIA Sensitivity Results 

from Mixed and Low Titer Performance Panels

	BBI HCV Panel Code
	Number of Samples**
	Number reactive

by test

	PHV103
	11
	11

	PHV104
	14
	14

	PHV105
	13
	13

	PHV202
	19
	18

	PHV203
	16
	16

	PHV204*
	1
	1

	Total
	74
	73

	Sensitivity
	98.65%


* 
Only one member from PHV204, PHV204-15, of anti-NS3 antibody predominance, was assayed.

** 
After culling panel members that test Ortho 3.0 EIA negative.

BBI, Boston Biomedica Inc., West Bridgewater, MA, USA

Relative Sensitivity Performance on Seroconversion Panels 

For evaluation, specimens in nine seroconversion panels (BBI), were screened by two reference ELISAs, the Ortho HCV 3.0 (Ortho Clinical Diagnostics) and the Abbott anti-HCV 3.0 (Abbott. Diagnostics) and the results compared to the UBI HCV EIA to determine relative performance on these seroconversion panels.

Each of the nine seroconversion panels consists of a series of sera collected from time sequential bleeds from a single HCV infected patient.  Each of the bleeds were taken at different time intervals early in the infection (window) period.  

The HCV antibodies of the infected patients, tested by the UBI HCV EIA, the Ortho HCV 3.0 and the Abbott anti-HCV 3.0, were detected by 0-28, 7-32, 8-28 day post-HCV infection, (mean were 14, 29 and 17 days) respectively. 
The results (Table 2) are shown for the interpretation of each serum based on the criteria of the UBI HCV EIA, Ortho HCV 3.0, and Abbott anti-HCV 3.0 kits. “Detected Day Since First Bleed” indicates the average minimum day by which each kit detected infection in each of the  seroconversion panels. The result shows that the average of minimum day of detection by the UBI HCV EIA was 14 days and it is the earliest relative performance among these HCV kits.
Table 2.
UBI HCV EIA Sensitivity

	BBI Anti-HCV Seroconversion Series Code
	Detection Day Since First Bleed

	
	UBI HCV
	BBI report Abbott 3.0 EIA
	BBI report Ortho 3.0 EIA

	PHV904
	14
	14
	14

	PHV905
	18
	25
	21

	PHV906
	0
	7
	0

	PHV907
	13
	21
	21

	PHV908
	19
	32
	19

	PHV909
	28
	28
	28

	PHV910
	8
	8
	8

	PHV911
	14
	14
	14

	PHV914
	16
	19
	24

	Average detected days since 1st bleed
	14
	19
	17


Summary of EIA Specificity
An independent measurement of assay specificity considers the repeatability of the sample’s reactivities (as the S/C ratio) of UBI HCV EIA.

A naïve panel of 1997 normal blood donor sera, were tested on UBI HCV EIA kits. Specimens with absorbance values less than the Cut-off VALUE were considered non-reactive by the criteria of the UBI HCV EIA and were considered negative for antibodies to infectious HCV. 
A total of 1994 samples were found negative in the EIA.  Three samples were repeatably reactive, giving rise to a 0.15% repeatably reactive rate for the UBI HCV EIA kit.  UBI HCV EIA, as shown, demonstrated excellent specificity at a rate greater than 99.8% in the screening of naive human sera from normal blood donors.

Table 3.
Summary of EIA Specificity Test for UBI HCV

	
	HCV

	Number of Test Samples 
	1997

	Number of Repeatably Reactive 
	3

	Repeatably Reactive Rate
	0.15%


Tested normal plasma samples are from blood donors of Gulf Coast Regional Blood Bank.

