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ko BRSEME, ik e, bR AEER RA sk, Ak FUES, K EHRd, RE badd, REMR B
B fRRe, BEH O ER0, RAJI EWR, R EAR, gk Y =% B, kRE O OEFE, HIF NS

HIV fifil, A7V —=2 7 & L fERRao 2 B TEi SN TWA. MERREICB W TE, BFkL LTy A
Y7 uay h (WB) ERNERSNTEAEN, 2018 4 11 HiIcA A/ 7a~ b (IC) EEFHE Um#i- ik mik
(LLF, B IC #5) OREENRTR N E CTHRABIAERNL & LUK ENT. 72, 2019 F 11 AW ~==27 1
23, 202046 AlCix TR29RICB1T 5 HIV-12 BYYEOBWH A K7 A 2 2020 it 73CKET S, fEBRA S WB ¥E0 O iR
IC EERAWDLFIRICAEELIL R o2 Enn, 4%, MAEBS COMR IC IEOEANEL LB b5, A, BAHMHE
LT 2 — 28T, WB IEHEREE B E 721 3REER] (HIV AR 2 VTR IC 30 A TEORE 217 -

7=, T OFER, WBIETIE HIV-1 BEIEHIEIZE S 722030 7289 T5% DM ERSHEZR ICIEIZ L 0 HIV-LEEMEE 220, WB BT
B EE LCHERICIEDOHERITAERA THL D Z LRS-,

F—U—F: bt MUEREYA VA, BRWGREANSIERRE, HIVERE, JUAHERRRE, #MRRICE

[ VI s S i

E hEEREY A LA (Human Immunodeficiency
Virus ; HIV) IV ha A LA LT U A LV RARIE
95 RNA VAL ATHY, % RMERERDIEFRE
(Acquired Immunodeficiency Syndrome ; AIDS) ®DJ#
FRE LTHmbN TS V. fitio HIV AT,
2020 FFOEFTITH 3,770 F A, FHEGREELZITHN 150
FANEHESNTND 2. BARTIE 2021 Fl2HlE SN
B HIV ERE T 742 ATH Y, 5 FEEFEOWRD & 72
S7=—FT, AIDS BEHKIT 315 ATH Y, WEHELY LR
DUt HIVIEYeE & AIDS B 2 S bW - Bl X
1,057 fETH Y, FHEMEHEERICHD S AIDS Bl
BOFEEE, &AL LTH 3 HE 5D, HIV EzE S5
WD B MLENRH D D).

HEHETIE, (REFT T HIV i oo, 1993 4
9 HICHFEMA - A= (2021 4F 3 H a0 « #A
REICUA) F, 20054F 4 A IS ERMRAE - MkEE
XL, A7 HIV BAHRSEEEZIT> TN D.

HIV L, A2 U —=r 7k L R o 2 B ©
RS T D 9. HIV IR % 6~8 % HIV fiikpE
EEBFS TRV, FUERAETIRHETE vy T A
Y RO BEET D ZOHA, A7V —=  TRAET
BPE & 720, HERMEBEZITo BRI, v A&7 ay |k
(WB) ETIXHUEADORH A REE 22 r — A3 4 U, B
MEMRA (NATE) 2L, REHEEZIT> TN,

2018 4F 11 A, WB iElZfkb b A 4/ 7ua~ |k (IC) i
ZIRE L U e buikraEmAtis (LT, #R IC 15)
DORIENRFEPETHEADWAEIEL & U ORKREN. £
7o, 2019 4 11 A i3RI~ = 2 7L (EN2EYYE
FFFERT) 923, 2020 4F 6 HIiE T2k 5 HIV-1/2 Ji&
YSEDBWT T A KT 4 2 2020 i) DH3ekiT S, el
2N WB IENHER IC 2 VA FIBEICAF IR -~7-. &
HIZ, 2022 4 6 HRIC WB HEORIENIRFEKR T L5 2
L ESRRC, MABSE TOMRR IC DG AT Z &2
WEIND. A, BRMEFELSMEE % — (LT
220 1BV TH, HIV-1 Gt WB I HERRE B & 72
VRS 2 D CTHERR IC IEOA HMEO R 21T 720 T
WET 5.
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201941 H 7 52021424 H IZHBIN O A RIHIVIR AR TR
M SNFEBIRIZIBN T, B0 ZRA 7 V) —= 7k
THIVIENE & 72 5 72 19RRIRE L O, e CHIV-1E51E
& 7207210988 K (WBIERGMET4, WBIEHIERE @ 29,
WBIERENE: : 6) Zftalikt e Le

2. WIEFHE
1) EREMERLZEW R ¥ —COHIVEERE
I IR R~ = 2 T A% FE 2, KU

: MR BT v Z — AR T A N ARFER

169-0073 HLALHSHT1E X [ A BT 3-24-1
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FORHERIERE & AT et v & — SR BR B SR Bt A A 72
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X 1. BRAEEE R &M 5eE v X —I281) 5 HIV Mt
v ka—

THEZ o —F v — MIEWVHIVEREZ L L T\ 5. F
F*, ELISAVERREE (P = 227 U—HIV Ag-Ab ULT :
AFT v R) Ik kAT V—=v TIREEFEEL, B
PEOGAE, MR E L LTICE (FAF A7 Y —1 -
HIV Combo : 7Ry b BAT T ) AT 4 7 A AT 4 H)V)
EITo72. ICIEEVEOSAE, B £ kA7 Y
— = TRAEOBIGIEO RTRENEN B 5 72w, ELFATEREK
(RNAFAT oA Fy NHIVT 2F N : EF A Y 20—«
Ty R) LD A ) —= o TR FER L.
WA 7)== TRENSEROSBAICE, A7) —=v7
RAERNEEHE L, BEOGE IR EZIT 72, i
PRAEIIWBIE (77 - 7Ry MIBLIOTT - 72y b2
SR ATy R) EBEML, WBIEIC THIEMRE £ 7213k
P& 72 5 BRI OV TNATEE (223 ATagMan HIV-1
[(F—h)] cava - EATT A T 4v7 2 [~
202046 1 Virus test kit : % 5 7 /31 4 [20204E7 1
~], U7 %A LPCR#EZ: : QuantStudio™ 12K Flex
(Thermo Fisher Scientific) ) 17\, BtEIC7e > 7=k %
HIVIR &M & L7z,

2) DUAHERRRE

FICTE (Geenius HIV 12 v h : XA AT v R) %
A, BASCEIC)E > Tt 2 EiE L7z, i 5 ul 2 v
=L 1 ORI T L7ctk, $EENR 202 ¥ =L 1ICH T
L7z, Borigth, FEMEHK 5% 7 = /L 2IC T L, 2043

* 1. MR IC ORIV R

INUR 2 BIET i)
1 gn36 ENV HIV-2
2 gp140 ENV HIV-2
3 p3l POL HIV-1
4 gp160 ENV HIV-1
5 p24 GAG HIV-1

6 gpal ENV HIV-1

HE L7, v bhe— I A R L%, kRO
V= —%AL, $REHE L. BTy ROAFRIC
DWTE LIZART. HIV-L BBEOHEIEREL, N2 R 3,
4,5, 6DHH, R FAFEEEOVTRNEET 2 A
UEDAY Pt LizBaThy, S F 3, 4,5, 6
DT NDONY RE BB WEAITEME, Zhsod
HBITHEHRE TH S, £, HIV-2 GrEoHEiEdEx, N
VR 1, 2 DIBETONRY ReERHLESBATHD, A
YR L 2 WOy R L RWEEITEME, Fh
DS OSGETTHIERE & L.

mREEE

1. 27 ) —=r 7RERMERE & WBIEBERIKORE
RICEDORIERER

—WA 7)== TRREG DD, ICIERRME, kA7
U —= 0 VAR LY BT HIVEEME & 72 o 7ok
19 DWW THERRICTE & il L7258, 19t Tics T
WO RHHSnd, HIVEMEEHESN.
7=, WBYEIZ X 0 HIV-151E & 72 o 72 R 7400 1256 L CHie
FRICTE 2 il L 7=/, TMERTHIV-IE L 722 o7z, A
¥ RO R Z — oz i LTSS, T X Tomt 2 —
NZEBWT, HIV-IBMEHIE IS LB 728 R4 (gple0) &
R K6 (gpal) DEF O RIS Tz (£2) .

7 2. WB IEG RN 31T D RS IC IERM N R g —
(n=74)

HIV-2 HIV-1

B o meamici

NE— 1(gp36) 2(gp140) 3(p31) 4(gp160) 5(p24) 6(gpal)
1 27 + N.D. N.D. @) O @] (@]
2 20 + N.D. N.D. O @] N.D. @]
3 14 + N.D. N.D. N.D. O N.D. @]
4 13 + N.D. N.D. N.D. @) O O

N.D.= Not Detected

2. WBHEHIEMRBE E/2i3fatE L RO NATREIZ X Y
HIV-1BEHE & 72 - 7= R IR ORERICIE DB ERE R

20— = TR IE I OWBEH ERE, NATHA
BT & 0 HIV-1E5E & 72 o T2 iR 201 & 6t B - R ICTE
Ze G UG5, 2544 (86.2%) ANHEERICYE THIV-1H5ME
Llpolo. 25RO RO/ AN Z— 0%, WBIER A

% 3. WB I EIRB N BT A HERR IC BN R
AV Ny (n=29)

oo HIV-2 HIV-1

ikt fERICHE

WNH—= 1(gp36) 2(gp140) 3(p31) 4(gp160) 5(p24) 6(gpal)
1 3 + N.D. N.D. @) (@] (@] ©]
2 1 + N.D. N.D. O O N.D. @]
3 9 + N.D. N.D. N.D. O N.D. @]
4 12 + N.D. N.D. N.D. O @] @]
5 1 + N.D. N.D. N.D. N.D. N.D. O
6 3 — N.D. N.D. N.D. N.D. N.D. N.D.

N.D.= Not Detected
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# 4. WB EHERBEFNC T 2 iR IC IEORIERE (n=4)
. " e HIV-2 HIV-1
s v e JO5 BBS name (RS o 1gp36) 2(gpid0)  3(p3D) 4(gpis0) 5(p24)  6(gpaD)
1 M 26 + + + 1.68E+04 + N.D. N.D. N.D. N.D. N.D. O
2 M 39 + + + 4 53E+07 — N.D. N.D. N.D. N.D. N.D. N.D.
3 M 21 + — + 1.93E+05 — N.D. N.D. N.D. N.D. N.D. N.D.
4 M 27 + + + 3.11E+07 — N.D. N.D. N.D. N.D. N.D. N.D.
N.D.= Not Detected
7% 5. WB LRI 381 B a8 IC I EOWERE R (n=6)
" " - HIV-2 HIV-1
e e (OFD OV mae GEDTE maici 1gp36) 2(gpid0)  3(p3D) 4(gp160) 5(p24)  6(gpdD)
5 M 38 — — + 6.90E+04 + N.D. N.D. N.D. O N.D. O
6 M 30 — — + 8.11E+05 + N.D. N.D. N.D. N.D. N.D. O
7 M 29 — — + 4.97E+05 — N.D. N.D. N.D. N.D. N.D. N.D.
8 M 20s — — + 2.90E+06 — N.D. N.D. N.D. N.D. N.D. N.D.
9 M 32 — — + 3.61E+06 — N.D. N.D. N.D. N.D. N.D. N.D.
10 M 28 — — + 1.69E+05 — N.D. N.D. N.D. N.D. N.D. N.D.

N.D.= Not Detected

B AHEBICIER S Fo8F— (F2) LHEEILT
wt (£3) . WBIETIE, Nv FOBHARZ—12kY
HIVIEAI 2 HEE T2 2 &N TE TV, TERICHET
133 R S8 — ARSI 22 22 B350 g, N
R /85 — 12 K W WBIE & [RTFR FE O HIVIE YL A1 % HE
ETHIEIIREETCHD B BN,

—HT, UFES R6 (gpdl) DH DK THIV-LHIE

R L7220, BRI AN R ST HIVEZME & 2o 7.

ZDOZ LD, 29fFF4rE (13.8%) 1XHERRICHE THIV-15
PEETEE ST, Wb BEYEIAB & 720, NATHRA
BB Ip o= (324) . HERRICHE THEE SR - -4/
RoE L EIL, NATHRAEOHFE, 10°~107 copiessmL T
HY, BROHOBMIKTHD Z EREESRE. Lo T,
B 5 —E ORI ORI XS U CTIERERRICHE CTIXfEE T
=P, NATHRAENSREIZRDGERH D Z EBRBI N
7.

WIZ, A7V —= TRREBENOWBIERRYE, NATH
EEHVEC X 0 HIV-1B51E & 72 o - M iR6 1 & 5T 42 TeRiIC
LaERLE. Zo/E, 11 (167%) I3 KN4

(gp160) &3> K6 (gpal) 23 &dy, HIV-1EGME & 72
ST, WHE NV K6 (gpdl) OB SAVHERE & e
0, MEIFREETH o (RE) . 2O LD, 65

(83.3%) [IHERRICIE THIV-1GE & i E S 9, NATH
EPLIEN R DMK TH o7z,

Pboz &on, WBIETIEHIV-LE HIE S e o iz
HIV-1EPERR R3S o (25.7%) X RERRICTE TITHIV-1
EHIE T EPNATHRAEDN LB/ 508, 261F (74.3%) |
MEFRICTE THIV-1 & HE Sz, éﬁimimgﬁﬂqﬂlooﬁﬁ
(91.7%) HHERRICHEIZ X 0 HIV-1EME & I E ST,

Kondo & D EOTIL, WBIEIZ LV HERE TH-T-
BRI IR 1B R THI D B (6B HEIERE) TWBIL
WICHRERECTH Y, ErhimiE a2 AR 6 98.5% L
WBi (HIV-1: 81.5%, HIV-2:90.0%) &H~_TE<,
RIS DN Evh, WBIEX D £ O S TEN
TW5E LTS, SEIOKFHIENTS, WBIETHE
LR BN TR D T4.3%, BFHIHAWHEKDI1.7%
BNATHAE A5 2 & 72 CHIV-1BS M & e 5 2 &8
TE, MeBICIEOF AN RENT.

BETFIE D WB IR B R <, HIV-1 & HIV-2 Ot
RO FIRETH Y, ERRAE L L TEELRREETH
D, #3 BEH 30 y OMAENMAEE TS Z &, K
IR LR, BARIC K BHEFHIE O 72 OIS HEIC T RS
THHENDHD EVoTENRD - 7. R 1C EIFA A

Jrua~ MEDOFHEEZHWTEY, WBIELE L TIEE
Re 28 <, £ 30 D CHRANERTE D, S5, HH
U —H—OERAIC L0 BB CRERHIED T, MRERR
EBETT—HELTHETIENTE L0, KEFEOR
FEPBLAEHTHS. LEDZ &nd, R IC I WB
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FELOLEBETHY, HENESTHD. F, EERN
fE CRARRANENZ £, BEFTEORMIE T
R D EMRATTRETH Y, HIV AR EEOILIIC
BRDLAREMER D B .

BEVARD FEMid 2 REFTEICBIT 5 HIV Bt M5
I%, 2020 4% 68,998 14 (R4 142,260 1) TH Y, HFitf
DIRAEILOK) 49% & K= <P L7=p 7, 2021 421% 58,172
s oI L, ik 20 FMTRLDBRVIRERTH
5729, ZOBREROBAIT 2019 FICREAE LT a0
F AN AEYYEDOFATIZE D HIV A DO Z S O
DRRHEZNER E LTEZLND. LrL, HIVIEY:
FHORWPRRIB LW, HIVEREIEN EO-ol b, R
ZHEICH L, L0 AN DR RN RE ARt TE
L X IR 2 G L OO BERDH D EEZD.

* L o

B R PR R R oA M 2 3t L7s. BEfAE
DWBETHIV-151E & fifg & T & 7270 o 72 i iR DK 75% 73
TEFBICIE THIV-1 & HIE STz, BeFRICTE & W THER MR
A2 FNE LA, BEAFEOWBEE & Il LT, NATHE
RS Z e SHIV-1EGME & HIE S LD e sgin+ 2 =
EWTRENTE. Lo T, WBIEIZRD D ik L L THERIC
EOERIZAHTH S Z LR ENT-.
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Evaluation of HIV-1/2 antibody confirmation test in HIV-1-positive cases in Tokyo with indeterminate or negative
Western blot results

Mamiyo KAWAKAMI?, Takako YAMAZAKI 2, Yurie KITAMURA?, Hiroyuki ASAKURA?, Masaki HAYASHI?,
Miyuki NAGANQ?, Akane NEGISHI?, Yu YAOITA? Kenshirou KUROKI? Maya ISOGAI? Michiya HASEGAWA?,
Takushi FUIIWARA?, Jun SUZUKI 2, Hirofumi MIYAKE 2 Mami NAGASHIMA?, and Kenji SADAMASU?

HIV testing is conducted in two stages: screening and confirmation testing. Western blot (WB) is a standard test used in the
confirmation testing stage; however, a new antibody confirmation test based on the immunochromatographic (IC) method
(confirmation-1C method) was approved as an in vitro diagnostic assay in November 2018 in Japan. Additionally, the Pathogen
Detection Manual and “Guidelines for the Diagnosis of HIVV-1/2 Infection in Clinical Practice” were revised in November 2019
and June 2020, respectively. In the revised guidelines, WB was replaced with confirmation-1C method as the confirmatory test for
HIV. The confirmation-1C method is expected to gain more prominence in the future. In this study, we examined the effectiveness
of the confirmation-1C method in detecting HIV-1 in the patients who presented to the Tokyo Metropolitan Institute of Public
Health with indeterminate or negative WB results.

It was found that confirmation-1C method could detect HIV-1 in approximately 75% patients that were tested negative by WB
method. Therefore, it is evident that the confirmation-IC method can be a potential alternative to WB.

Keywords: human immunodeficiency virus, acquired immunodeficiency syndrome, HIV testing, antibody confirmation test,
confirmation-1C method
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