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M 2 fFh ol L BIfED UB 7 74 % — (7 r—Xth, KR OfHBIEIR

M IEH IS R AHBABIR 235 5 C & 2R T & 72,

A BFED UBT7H 54 % — (7 u—Xt, KB

N =4 MEAN REPEATABILITY SD  REPEATABILITY CV
UB 0.46 pg/dL 0.008 1.8%
TB 15.73 mg/dL  0.33 2.1%

B. FAFh ofkds
N=7 MEAN (RFUs) REPEATABILITY SD  REPEATABILITY CV
UB 118.64 21.66 18.3%
TB 478.33 41.36 8.6%
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Bt UB 7F 7 4 % —1%, SD KU CVHIZKAIETH 2 23, FAFET OeRIL. BRRAE L L
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4  HEE COERE

LY DR ENIIT S 2EMEICD W THRESEZ 100%E LT, UTORALY BEHEET> TS,
<X >OQLBYOFBEULICERL TS, OBRIERICERL TV, OPPENTL S,
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T EO 2 EEH (300 HA) O TEARRART v 4 N3 & RIRFHHEE BRI o
RIEHEDOHH T O IRA T2 et 2L, £ 34~35 T AWwE. ZOBEFEOREEITE
Wi S8 DRI E O LI % ) T 3 7 D BER TN S B D EFRE ORISR OFETH 5.
RPN R E ORI L LT T T B v Mudt IgE Hifk (omalizumab) X, HAToD
e FEIZ 50 EMHTH Y, BED 1 HDOEEEIX30 THICh 3LV, &G5HoFERHEOHE
& 72 % biomarker IIfFEE THERICHEVHEINT WS, o CEWEHOHEED ER I 2. &5
i, TAETEERREZERE L ZW I N BT OR CHEIEEZ I S~6 WA LHEEINTE Y,
omalizumab (FEFERBFICHEICHEH D, ZDEFEDOH 7000 NIERICEVIEREINTEY, %
DHESTEIIHE. T T win v, A ENICTEHRIC omalizumab 1, BEFRECHIR B AT 72 E
FEFCMME DML & 72 0, %2 0 BELBUZEPIC 200~300 T AW 2 EHEE ST 3.

BEicfAE 1, omalizumab OG5 h OIFIHED HE & 72 5 biomarker DHIE R ZEBHEL ~ )L
THEZLTHY, ShpEE OHFEIMFRICL > T L IEERELLELZEESR (v 8=
F VW) mE X2, REBINEE B3 2 L 2 AMRREO H L 3 5.

HEREM T 21T 2 i X 3 BRI sh R

Toa v = vgWidkic X o THEEmMS, BEEMERFRIESNE B X CEECHELEE ~o
omalizumab 58 % b 32 &L T&, BEOAHE L BWFH OB 2843 5. omalizumab
DG EZWHD 5\ %, FIETE XTI E O EREHIREIC K O <.

6 HEXFE D FEMRIL DO

ROSEIZDNT, BEMHDIFEICETER L TS L,
O DOWIZRETE, BAMA~A LR F— 2 Iid 2 ESRT

ARZEREIL, 2 D DI/ 1 Tt 7=,
BB SR free IgE WIE R (2 v oi =4 v WiEE) OffEyr 5 (K> 7 7 A b & o K[HETE
BB - free [gE IER DAY 7 —3 a v Ol X 2 ERL ((RERINER)

—BRPE : IR free IgEBIER (2 v =4 vBWiEK) o BkRE&tky 2 7 2 + & oFER

|5 |

FAEDFERE L~V CHESL L 2 R A & S0 E W 7 v 2 A4 (ELISA) D Rlifb 2175 2 & %
Hive L, i3 % ELISA o /7 i3 fiEaE % A7z,
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(6 YAFEEOEMRILOME (00%)

(#R) > 2 7 A + 2> 5, ELISA Ot 0 JjED T FovA4 R L EEEO B oMtz L Td v
ELISA D f#ft & v ) si—BRS o HiE%Z 7 ) 7T 7-.
BRI T 0B %217 - 72.
1. ELISA O&:#EfL

BB LFIETI, JUk - v T - Ny 77— &k fEL ORE (HIRE) cillids e
FEHWICHEETH o 72,
1—1. 7v—riclEHEldT 2 ) aved v b aliEtE FeeRIodH R O il
(.Y aved v b aREYE FeeRlofiZz 7'V — MICEEN ST 228, MAREOY) aved v b
B FeeRIo#d (0.03~0.50 pg/wel) & a—7 4 v 7Ny 77y —% {8 L7, Vavery
b Al FeeRlaf 13, CHO Al IC FeeRIo#H % 58l FE B & €, Z Ol 1iE % concentrator IC
X 0 R, $T FeeRIafHPUA (clone CRA1) & affinity column ZFHH WL 7z vz x4 v 7
vy 74 vk (WB) TR ZERL 7-.
(2). FIREDERR L 7L — P~ L T, ELISA 2 %47 L 7.
QB). v ITFINERNYy T TTy VN EMERL T
Z OFER, Vav e v b FeeRIodH O 2@ R IL 0.50 ug/well (PBS THM) TH - 7z.
B4 v F 2=z VIR LRI, 4°CIc T 16 R TH - 72,

1—2. Zuyxv Ny 77—t

(1). e D7my v gl (a2 0jRED FBS/PBS, BSA/PBS) % ii#lL 7-.

(2). TNENHEREL 7L — b ~FIL T, ELISA #E{TL 7-.

Q). ¥I7FNENY I TTy Yy FEHERL .

ZOFER, Ta v XNy 7y —DEESMHEIL, PBS/0.5% Casein Wash Buffer (%,
PBS/0.05% Tween-20 &RE L7-. B v F 2 _— g ViR & B E, 25°Cic T 16 FffifT
»Ho7z.

1 -3, ¥ INVRE DR

(D). v 7 ro<t Yy 7 ZHIHECEER PR % TR L 72.

(2). ZNZNHERFEZ 7L — P ~FIL T, ELISA %47 L 7.

(3). BEERMRCHY) e £ 4 F I v 7L v U RTER L, v T OFNEMRE R L 7.

(4). 24 7 E 7= 3FREMABEZ T o 72, ~ b U v 7 2R 28T TEBWE OBRE %17
27z,

Z DOFER, IiE % Sample Diluent (PBS/0.05% Tween-20, 0.5%Casein) T#HRL, +~ 1) X~
7 HGRNIIMNGE Z 40 (57 R, A~V X~ 7 5% 131G % 10 EA RS RESEE T o 7. Zii
A vFa—ya v eRfiE, 4°Cic T 16 I TH - 7-.

1 — 4. BRIPTURRIE & BERE AR D RBE{L
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(6 YAFEEOEMRILOME (00%)
(1). L4 oREEOmEBTIA (4 D clone % polyclonal ® HRP BT IgE Jiik) % & O IEUER
PO 2B L 7. REE IO 2 IREEFIPH N O IREEICEOE L 72, R ERERE G &1 IgE ik
& L T clone 4F4, clone 1A2, clone 4C3, clone M94176, polyclonal $T{f& % F > 7=.
(2). HIRLEDHERFZ 7L — P~ L C, ELISA %47 L 7.
3). ¥ FneNy 77Ty v FEERL 2.
Z DFER, WUk IL, HRP
B~ 2Pt + IgE HUk clone M94176 (Fitzgerald Industries International, North Acton,
MA, USA) &35E L, BifitiA% PBS/0.5% Casein T 1/1000 IC A RABEEE ERE L 2. £
WA Vv Fax—2 g ViRE LRI, 25°ClcC 1T H - 7=,

1 —5. v 7' F ikt o Rt

(D). ¥ v 7rthofiffeae, AR X 2PUEREEE IR W, FEE 2R L 7.
(2). fE¥EHE 7V — P ~II L <, ELISA 21T L 7.

Q). PUEBRELAF Iy 7L v Picbhbiz ) iEEICHEE TR MG L 7.

1 —6. #FPUFEHER @ adfl

(1). 4 REOBMFEEOHRZ G UEERIIR 2R L 72, SHEE N3 2 REHFH )G L 72
IRFEICERGE L 72

(2). FIRLDHERF L 7L — P~ L C, ELISA %47 L 7.

3). ¥ IIFINERNY T TTy VR EHERL T2

Z D5, TBS (Sera Care, Milford, MA, USA) ZFHWTEE S v 2 X—3 3 ViR & EEIE,
25°CIcC 30 CTH o 7.

LAk X 0 SREE free [gE HIER (2 v o8=4 v2Widk) 1%, W& 7.

BB - free IGEBIERDNY F— 3 a v OFHM : /NEEFRSER
1. BRKRZELRIBRERRE BATTAAHEREERESONEREBROFHRPFEL L, &K#EL
B,
HekiCiEBEH C omalizumab JHIE % FAAA L 72 EIEIE RIS UEME EE 61 L oinEMmE L
free IgE fHDO AR % FH 7= CGEMIL 2 ml % omalizumab ¢ 5-Fit% D 2 BIFRI X ¥ T 7272 72).

2. ELISA D4 HESY F—v a v
Mtk e L CoRBRINEZ 53720, EERERAEZKZEETOMEZH T, K
F§CHAFE L 72 ELISA Ok N Y 77— a v 2§ L 7-.
TN T =2 a VEBRIZIU T OAERCHA X v R o 7-.
- BAEBSE 215 [EERLOREMEICET 2 IEERHER O i oL ICEIT 244
CPE9 3 A 26 H, —#BdiE EAFHEANSE 1145 P 204 6 A 13 H) #H

%
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(6 UHFEEOEMRNOME (00%)

TrFvaxisarzz (HHRBRICET 2 28NBHEOFN) BT 254 4 22T
CPRC 8 4E 7 H 2 HIEHE 443 5) | HEjl

LT oIEBE IR L 7-.

2—1. BREROIER

10 MR O /RIS 13 immunoCAP & IgE (#10-

9387-10 7 7 7 4 7#k) & M7, 300 ng/mL
2 & 150 ng/mL, 75 ng/mL, 37,5 ng/mL,
18,75 ng/mL, 9.375 ng/mL, 4.688 ng/mL,
2.344 ng/mL & BFEAML <A L 72 (X 1).
- Human myeloma IgE (Meck Millipore,
Darmstadt, Germany) % # & fi D {E &L F v
72356 R L € immunoCAP R IgE (#10-
- | | 9387-10 7 77 4 74k) DITHRESL L2 -
1 10 100 1000 7z.

y = 0.0818x0-4734
R* = 0.9866

0.D

0.1

Concentration of IgE (ng/ml)

1 free IgE ELISA O &

2—-2. EEMROPE
T MR, BEMD S 2.344 ng/mL & HRE L 7-.

2 —3. HEBRMKE
F 103, 1EMOMREE H T 2 EE—DH Y 7LD
1[E|Efree 2[E]Bfree IgE .
— . free IgE {6 (IU/mD) % HE L MR TH 5. N &
sample # IgERIE(E AIEE ‘ \
normal healthy control (f## A) %453 @ A 4 %41
(1U/ml) (IU/ml) .
B THEDO BB IR TE 7.

N96 102.89732  95.6919546
N99 207.93215 325.946815
N101 41.487436  47.3377897
N102 952.29925 1181.83206

1 free IgE JIEMED H Z=FHHM:

2 — 4. RE
Human myeloma IgE (Meck Millipore, Darmstadt, Germany) # fEAfrDERIC W 72561kt
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L C immunoCAP #2 IgE (#10-9387-10 7 7 7 4 7#k) O BEER X o7, BREKE X
XY X—=FOER/MED 1/2 TH 5 1.17 ng/mL KL L L 7.

2—-5. WEET7 vt
omalizumab 57 D& R FEMESRRE BE D free IgE fE (pre free IgE) (X, Mk IgE fEICHH
B3 2D CTEFLRMESETH 5 = 2T — Lz kA&t (SRL) 12hhE L 2 OHIEE (pre
total IgE) &KL 72& 22, X2 oan< FHRIEEIE 0.8198 TH - 7-.

5000

4000

pre total IgE (ng/ml)

1000 2000

pre free IgE (ng/ml)

3000 4000

= 1 20-1201

2  pre free IgE B & pre total IgE 5D FH B

2 —6. VUAMEEH
3.4 ng/mL ¥ 1 1U/mL i< L YUiAAfiIE [U/mL T L 7.

2 — 7. WESEELETE

C197 367.422291 176.426263
C208 260.443437 120.592118
C216 571.457588 104.143648
C226 142.474057 69.7607231
C242 1725695234 14.6027514

K3 DML, HHEF v T L SRR A
DIRL 723 v 7V CTIRIEMEICR & 7o 72273
A b, HIEITIZ-20°CLA T CHASHRE L
Vi A 2 Nl U > @A oA R R/ N £ )
VAR AR AP

R 3. A E

3. omalizumab ¥ E#iD free IgE fE (pre free IgE) & total IgE fE (pre total IgE) &

omalizumab BN E D BEE I B 5 5 AT

omalizumab # 5@ 1 2> H MO UAST TRl L 72X 3 @ &L 5 iz £ UASTQD, UAST

(Bl AL 2% 5 ]
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(6 YAFEEOEMRILOME (00%)
@5 UAST@O LGt# L7-. ‘¥ UAST /8 6 LLF% responder, 6 LV K&WA % non-
responder & L, responder & non-responder @ 2 FEJIZF T free IgE i & total IgE fEICH
BENDLDLINE I DFHMEIL7=. K4 DX 51T pre free IgE IX pre total IgE & ik L T kv B4
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