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Usefulness of Lumipulse Presto Ortho HCV in screening for
hepatitis C virus (HCV) infection

Asuka Tani, Takashi Kakinoki, Hiroshi Ihara and Makoto Suzuki

Summary Hepatitis C virus (HCV) is a causative agent of liver disease such as chronic hepatitis,
cirrhosis, and hepatocellular carcinoma. HCV is transmitted primarily via blood contact such as the
contaminated syringes used in the vaccination of school children prior to 1958, as well as blood trans-
fusions vertically transmitted from mother to child, sexual contact, etc. The estimated number of HCV
carriers in Japan is 1-2 per 100 residents but 70-80% in patients with chronic hepatitis. Therefore,
screening programs using combination tests of HCV antibody, antigen, and nucleic acid testing
(NAT) are stillinuse. In this study, we measured HCV antibody levels, i.e., the cut-off index
(C.0.1.), by Lumipulse Presto Ortho HCV (Fujirebio Inc, Tokyo, Japan) in 508 sera based on the
National Screening and Testing guidelines. The antibody test results were divided into four groups
(negative, low-titer, middle-titer and high-titer), in which the rate of concordance was confirmed
between a HCV risk assessment by Lumipulse Presto Ortho HCV and assessments by other additional
tests. Our results strongly suggest that the HCV carriers would be efficiently detected with Lumipulse
Presto Ortho HCV.
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No.| 7L A FHCV | 7 # W FHCV |7 %Y 4HCV | HCVHIE | HCVRNA HCVPA |HCVPA
(C.0L) (C.0L) (S/CO) (fmol/L) [ (COPIES/mL) | (A FUEED)| (2Xn)
1 67.2 943 89.40 1269.1 264000.0 >16384 14
2 533 542 75.16 10288.3 331000.0 >16384 14
3 452 62.0 87.13 7878.5 251000.0 >16384 14
4 19.8 12.1 22.40 16.7 | <200000.0 2048.0 11
5 16.0 9.9 20.44 126 | <200000.0 2048.0 11
6 67.4 74.6 115.70 297000.0 >16384 14
7 67.0 77.9 99.77 579.6 166000.0 >16384 14
8 81.8 100.0 114.62 116000.0 >16384 14
9 80.2 100.0 99.37 23733 150000.0 >16384 14
10 64.5 79.6 75.16 3025.7 338000.0 >16384 14
11 0.2 0.3 2.38 3.3 HEARE <32 <5
12 25.8 23.9 45.67 2412.6 486000.0 4096.0 12
13 80.1 100.0 114.22 362810.0 >16384 14
14 42.6 36.0 72.87 1279.0 102651.0 >16384 14
15 70.4 747 88.77 2490.1 677018.0 >16384 14
16 773 100.0 111.73 9170.7 >16384 14
17 84.0 100.0 103.49 19203.3 >16384 14
18 84.0 100.0 118.72 87738.4 >16384 14
19 74.1 100.0 95.62 40.2 11440.3 >16384 14
20 76.9 100.0 104.28 26489.8 >16384 14
21 84.0 100.0 122.25 7601.0 >16384 14
22 37.6 46.0 77.39 1202.4 1208.3 >16384 14
23 84.0 100.0 119.74 418170.0 >16384 14
24 42.6 30.2 66.68 70017 | 2118568.0 >16384 14
25 18.4 19.0 62.73 5543 159263.0 4096.0 12
26 729 85.4 124.89 123510.0 >16384 14
27 73.8 100.0 98.81 34249 1221051.0 >16384 14
28 485 463 77.18 3424.9 15688.1 >16384 14
29 79.8 100.0 108.61 3424.9 113369.0 >16384 14
30 40.2 39.6 68.00 34249 503475.0 >16384 14
31 76.1 100.0 103.53 17876.1 >16384 14
32 74.1 79.5 84.97 2253.4 645611.0 >16384 14
33 31.0 25.6 49.98 1021.6 246600.0 4096.0 12
34 30.5 26.4 53.29 855.7 67925.0 8192.0 13
35 84.0 100.0 109.57 960143.0 >16384 14
36 84.0 100.0 119.03 619786.0 >16384 14
37 63.8 67.1 74.16 159652 | 3285825.0 >16384 14
38 84.0 100.0 108.18 1099580.0 >16384 14
39 60.7 63.3 79.41 1334.6 143604.0 >16384 14
40 747 70.8 89.87 183.4 1293981.0 >16384 14
41 50.4 479 68.57 414.2 163101.0 >16384 14
42 61.3 62.6 99.15 5913.5 | 2263124.0 >16384 14
43 52.8 65.5 59.96 61123 | 2524021.0 >16384 14
44 68.8 69.2 93.06 1613.6 293532.0 >16384 14
45 56.9 60.1 84.89 107.1 23732.4 >16384 14
46 73.6 98.2 91.08 4656.9 | 2117881.0 >16384 14
47 83.0 100.0 119.42 1731984.0 >16384 14
48 35.7 254 73.70 477 9134.4 2048.0 11
49 60.8 50.1 57.13 2499.7 988086.0 >16384 14
50 67.0 97.3 91.48 7879.4 1620265.0 >16384 14
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No. | 7L A FHCV| 7 # VFHCV | 7% ¥ 24HCV| HCV#HiJ5 | HCVRNA HCV PA HCV PA
(C.01) (C.01) (S/CO) (fmol/L) | (COPIES/mL) | (#4AHREE)|  (2Xn)
51 81.5 100.0 99.26 6065.1 1327891.0 >16384 14
52 84.0 100.0 120.84 1226000.0 >16384 14
53 57.1 73.7 80.03 1077.9 728724.0 >16384 14
54 61.2 783 110.28 560692.0 >16384 14
55 84.0 100.0 119.90 312725 >16384 14
56 84.0 100.0 133.13 243565.0 >16384 14
57 50.0 474 99.76 355.4 151456.0 >16384 14
58 19.4 117 28.53 6101.3 3005256.0 2048.0 11
59 64.3 59.9 89.35 1280.4 112007.0 >16384 14
60 78.2 100.0 106.06 18605.1 >16384 14
61 65.5 69.5 92.96 283 66863.2 >16384 14
62 83.4 88.8 115.25 11690.0 >16384 14
63 84.0 100.0 114.90 2283.1 >16384 14
64 84.0 100.0 131.27 292605.0 >16384 14
65 84.0 100.0 136.15 2171594.0 >16384 14
66 51.7 59.5 99.41 1992.1 206008.0 >16384 14
67 77.1 100.0 106.49 446461.0 >16384 14
68 714 975 89.33 3543.2 1645476.0 >16384 14
69 32.1 29.2 80.17 22 3898.7 >16384 14
70 34.8 28.3 78.44 246727 1080944.0 >16384 14
71 78.1 82.2 123.96 1060108.0 >16384 14
72 84.0 100.0 126.96 2237083.0 >16384 14
73 84.0 100.0 128.65 42432.8 >16384 14
74 71.0 97.8 112.47 9086349.0 >16384 14
75 84.0 100.0 103.17 189719.0 >16384 14
76 76.0 100.0 118.69 447155.0 >16384 14
77 73.1 100.0 112.52 2003.8 2196001.0 >16384 14
78 7.1 5.2 10.91 6246.2 19000.0 512.0 9
79 15.2 13.1 20.84 1864.7 368000.0 4096.0 12
80 6.2 5.5 32.96 1084.8 25800.0 256.0 8
81 61.8 61.3 105.34 161000.0 >16384 14
82 64.3 68.0 90.16 6798.8 875000.0 >16384 14
83 84.0 100.0 96.85 44426 753000.0 >16384 14
84 36.2 272 4133 1112.0 50100.0 4096.0 12
85 24 1.9 5.07 115 <5 128 7
86 347 573 50.25 11.8 <5 4096 12
87 42 3.2 474 11.5 <5 512 9
88 6.7 8.0 13.53 13.7 <5 256 8
89 12.1 12.7 18.49 6.0 <5 2048 11
90 35.6 32.1 58.51 0.0 <5 >16384 14
91 432 47.8 47.68 19.7 <5 4096 12
92 83.6 100.0 113.24 <5 >16384 14
93 43.5 44.0 53.37 3.0 <5 2048 11
94 46.2 434 53.57 14.0 <5 >16384 14
95 29 2.0 533 6.3 <5 128 7
96 0.1 0.1 0.43 3.0 <5 32 5
97 31.0 33.1 36.71 9.6 <5 8192 13
98 51.4 61.4 62.90 0 <5 >16384 14
99 67.9 90.9 90.83 3.6 <5 >16384 14
100 6.9 6.5 11.01 0.0 <5 2048 11

RNADRH TIE, BEk 9 B, 4761 TH - WG L TV 22 WITREME 2SR D TR & fE
7o INH G, THAE, CRIFFLY A )V AT ENDHED4196) (82.5%) &7 570 ([X4),
Je L TW AT REMED D T L HIE SIS [ 7% AHCV] TEIM37HIH, 3 F2SHCV-
Wik h 8ol (175%). [BIFE. CERIFL YAV A  RNARKMEBREL T THY, 2O b,
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#*4 WEND O E TSR - 7Bk (&)
No. | 7L A MHCV | 7 # VFHCV | 7% ¥ AHCV| HCVHUE | HCV RNA HCV PA HCV PA
(C.0.L) (C.0.L) (S/CO) (fmol/L) | (COPIES/mL) | (e #AFAE40)|  (2Xn)
101 60.0 70.2 83.85 0 304 >16384 14
102 327 37.8 51.03 14.8 <5 8192 13
103 46.0 33.9 80.66 11.8 <5 >16384 14
104 38.1 38.5 42.11 8.2 <5 8192 13
105 67.6 87.3 79.46 0.6 <5 >16384 14
106 13.0 10.1 29.52 13.2 <5 4096 12
107 82.7 100.0 109.65 <5 >16384 14
108 7.4 7.4 29.26 0.0 <5 32 5
109 55.6 74.2 76.12 22 <5 >16384 14
110 433 65.7 70.07 12.6 <5 >16384 14
111 37.0 24.6 50.69 15.1 <5 8192 13
112 13.2 9.1 18.87 0.0 <5 2048 11
113 7.2 72 10.66 0.0 <5 512 9
114 29.9 25.5 28.49 6.9 <5 8192 13
115 49.2 443 90.35 115 172 >16384 14
116 64.3 63.4 85.39 0.8 <5 >16384 14
117 412 45.4 50.23 16.4 <5 8192 13
118 0.9 1.0 3.16 19.7 <5 64 6
119 17.6 16.3 35.17 3.0 <5 1024 10
120 3.0 22 4.59 0.0 <5 64 6
121 14.0 8.7 16.37 0.0 <5 2048 11
122 32 1.8 6.13 0.0 <5 128 7
123 51.9 51.8 73.81 72 <5 >16384 14
124 10.5 13.1 12.25 6.9 <5 1024 10
125 21.7 15.9 20.66 9.9 <5 2048 11
126 414 38.3 36.42 52 <5 4096 12
127 16.0 7.0 35.35 282 <5 1024 10
128 8.0 8.3 12.43 17.8 <5 1024 10
129 35 22 5.30 17.0 <5 128 7
130 6.6 52 5.24 0.0 <5 256 8
131 16.9 17.8 23.33 10.7 <5 2048 11
132 52.7 62.0 62.28 0 <5 >16384 14
133 18.9 17.2 38.48 12.6 <5 512 9
134 84.0 100.0 105.18 <5 >16384 14
135 0.2 0.2 1.11 0.8 - <32 <5
141 0.6 0.5 1.35 1.4 - <32 <5
158 0.3 0.2 1.40 0.6 - <32 <5
[BAE, CRUFZ A VA L TV A IEENE B4 L TR WITBEMEDT D T &g S

O TEV ] EHE SN DMk, 86614
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— 165 —



L7/ I

HOVHER Y —= T RE 508(0
S/CO 1.0ELE 136

S/CO 1.0K# 37260

HCV-RNA5

BEINEREIC L HHCV-RNADBRH

Al (1005LE) [ehAiffi (15~100k%)] EAMGEH) | BETE (1.0K %)
814l 184
HOVHRRRE
[
4245 : 3945
374 4391 l 5641 372

HCV-RNAJZ1

l ofl

l 4765

B, CEFF YL RIS |

| B, CRIFF %5 1 L RICERS:

LTLBATBEMEA B TRLY LTV ATREME A TR
8945 (17.5%) 41945 (82.5%)
X 4 7 ¥ 3 LHCVIHIE i 5

HCVRER Y —= 7 RE 508%

C.OL 1.0BLE 1326

[___COL10k# 3768

B GOLLE) [ hAffi(5~50k%) | EAMGKH | REtE (1.0K %)
504 l 741
HOVRURRE
o A 174 :33
756 174 405 37641

HCV-RNAFE

l 35651

B, CEFF 9 1L RICERR |

I B, CEFF 89 1 LR ICERE

LTLBATREMEAED TR LTLDVELWATREEAEH TRLY
9761 (19.1%) 41145 (80.9%)
5 7 4 )V T HCVHllEf5H

AENFAZ ) — =y FREDOERICHI > TI O
MARZHCVE ¥ ) TIZHEARZZELH Y, 1
W%mﬁ%k&oto;®t 3 FEHE O s
IFFEHEOBVEECHCVE ¥ ) 7% B $
_t#féét%;féto

V. #&&E

LR OKEHCBWTHRIEE L THWZ 2D
ﬁ%(?#vAmekr7¢w%meu
BE\CIE GBS I C & 5 LIRS
fwéﬁ%fﬁ%%ﬁuéﬂfmé§®f%5
NS LFFEOMREE RO [ 7L A PHCV] |
BVREERETAL TV EE LN,

SEXM

1) HHHT i, 26, ok THCVY v

)7 % BT 720 OA TN . O 72 0 D ALBER)
WRET. SPRUIBAEEERR TS - /T HbF e,

2) HIER: FFSADFEETIIICES 5 CRIF St
% ORI T E I T B WFTE. PR3 EEE A

fLE Wi T e i B i3, i i, 2002.

A, SESERD, R b "EEMK””‘
RS AT L VIV A Prestoll | |

B HCVHLARBE BB D SR IRES. B & 3857,
58: 127-136, 2007.
@I, S SF, =K1 ff: Third generation
of Recombinant Immno-Blot Assay (RIBA I ) D ¢4
& X DH M. B & 35, 42: 823-836, 1999.
FEHEK, el & L, TLIRET, e R7-, 2
R M2 EEICBIT BV ISV AT LA ML
X BHCVHUEM I O, B & #E5, 60: 853-861,
2008.

H A i
7T, 2008.

3)

4)

5)

6) KB OWEHA A .30, B

— 166 —



