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x1. EFERM

J14Z bhO—JVLevel1 | J1Z bO—Jb Level 2 p243> rO—Jb
N 10 10 20
Max (C.O.l.) 20.9 46.8 5.8
Min (C.O.1.) 19.7 45.7 5.6
Mean (C.O.1.) 20.28 46.24 5.64
SD 0.335 0.365 0.059
CV (%) 1.66 0.79 1.06
x2. AEZBELM
J4ZbO—JbLevel1 | J4ZF bO—Jb Level 2 p243> hA—JL
Day 22 22 22
Max (C.0.1.) 20.8 46.5 5.7
Min (C.O.1) 18.3 42.6 5.3
Mean (C.O.1.) 19.6 452 5.53
SD 0.62 1.11 0.12
CV (%) 3.14 2.46 2.18
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R3. BHREFICE T SHEBRE ERRAE S LUARHED C.O.I. fEHE

Seq fekFAZE (C.O0.) A (C.0.1) FERRIRE
1 >50.00 >100.0 WB (+)
2 >50.00 >100.0 WBiZ% (+)
3 >50.00 68.1 WB3 (+)
4 >50.00 >100.0 WB3 (+)
5 >50.00 >100.0 WB3& (+)
6 >50.00 >100.0 WBiZ% (+)
7 >50.00 >100.0 WB3 (+)
8 >50.00 >100.0 WB3 (+)
9 >50.00 >100.0 WB3 (+)
10 >50.00 >100.0 WB (+)
11 >50.00 735 WBi (+)
12 >50.00 99.7 WB3 (+)
13 >50.00 26.9 WB3 (+)
14 >50.00 >100.0 WB (+)
15 >50.00 317 WBiZ% (+)
16 >50.00 63.1 WBi (+)
17 >50.00 45.2 WB3 (+)
18 >50.00 >100.0 WB3% (+)
19 >50.00 92.5 WBiZ (+)
20 >50.00 >100.0 WBi% (+)
21 >50.00 235 WBi (+)
22 >50.00 95.5 RT-PCRi% (+)
23 >50.00 >100.0 WB;% (+)
24 >50.00 >100.0 WBi (+)
25 >50.00 >100.0 WB3& (+)
26 >50.00 >100.0 WBE (+)
27 >50.00 86.7 WBiZ% (+)
28 >50.00 36.1 WB3% (+)
29 >50.00 >100.0 WB3& (+)

x4. EHEBHREICE T FHEIRE L RERAEL LURHZED C.O.. EHE

Seq HEREE (C.O.0) A (C.O.1) TR E
1 2.25 0.0 WBE ()
2 279 0.0 WB3 ()
3 2.76 0.0 WB ()
4 152 0.0 WB3& ()
5 1.61 0.0 WB3& ()
6 9.14 0.0 WBE ()
7 1.02 0.0 WB3& ()
8 1.41 0.0 WB3% ()
9 2.15 0.0 WB ()
10 1.13 0.0 WB3& ()
11 1.85 0.0 WB3& ()
12 2.07 0.0 WB3& ()
13 1.09 0.0 WB ()
14 1.19 0.0 WB3& ()
15 1.09 0.0 WB3 ()
16 4.28 0.0 WB3& ()
17 4.37 0.0 WB3& ()
18 418 0.0 WB3 ()
19 152 0.0 WB3 ()
20 1.21 0.0 WB3 ()
21 2.54 0.0 WBi% (-)
22 1.71 0.0 WB3 ()
23 1.63 0.0 WBi (-)
24 1.23 0.0 WB3 ()
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Fundamental Examination of 4" Generation Detection Kit
for HIV Antigen and Antibody by Using Fully Automated
Chemical-Luminescent Immunoassay System HISCL-2000;

Hiroyuki ONOTOGTI, Masayuki SUZUKI, Chisato INO, Eriko SATO,
Chihiro KOBAYASHI, Yoshihiro WATARALI and Satoshi YAMAZAKI

Clinical Laboratory, St. Marianna University School of Medicine Hospital2-16-1, Sugao, Miyamae-Ku, Kawasaki, Kanagawa 216-8511

SUMMARY

At present, an estimated 34 million people worldwide are infected with human immunodeficiency virus (HIV) .
Day-to-day advancements in methods of testing for and treating HIV, the virus that causes the condition, have
compounded, ushering in an era where early diagnosis and treatment of HIV infection allows infected individuals
to live longer without developing acquired immunodeficiency syndrome (AIDS) .

In this study, an HISCL-2000; automated immunochemical analyzer (Sysmex) was used to conduct a
fundamental study of HISCL-Ag/Ab (hereinafter, the studied kit), a newly-developed fourth-generation assay kit
based on the principle of chemiluminescence enzyme immunoassay (CLEIA) that can simultaneously detect anti-
HIV-1/2 antibodies and HIV-1p24 antigen, and this kit was compared with a conventional second-generation anti-
HIV-1/2 antibody assay kit (hereinafter, the conventional kit) .

When the two kits were compared, the studied kit produced fewer nonspecific positive results than the
conventional kit. The concordance rate of the two kits was 96% overall and 100% for positive specimens.
Additionally, on the histogram of cut-off index (C. O. I.) values of specimens determined to be negative by either
kit, values for the studied kit were significantly lower than those of the conventional kit, thus making the result
clear. The reason underlying these results is likely that the humanized monoclonal antibodies in the studied kit
are in principle designed to make them less likely to have a nonspecific reaction such as the development of
human anti-mouse antibodies (HAMA) . This indicates that the studied kit improves differentiation based on a C.
O. . of 1. 0 because it can differentiate negative specimens at lower C. O. I. values.

The results of this comparative study indicate that the studied kit has excellent specificity compared to a

conventional kit and is useful in routine testing.
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