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Hl 4 7] &
fFureke AAHow ool Al 7 WIHEA A= obg Fdkolx, oA oF AbgAl o] Fo Yoot}
Fupeke] AAIAH W Awi otow 10dzF sWubge] oo w@d Aow P rEUH(E# [Parkin, DM and

Fernandez LM, Use of statistics to assess the global burden of breast cancer. Breast Journal. 2006;
(12, Suppl 1):S70-80; World Health Statistics. 2008, World Health Organization.]). 20073, f%2
AAIA o2 oF 540,000 2] AbE-S 2HA ST A [World Health Organization Fact Sheet No. 297. 2008];
WHO $)Ako]lEol A o] &7k ).

Ao A E AW wlole g AR FEA(erbB) AR Bz AUA (KD E 47]e] Ao o
Fojr): erbB—l(“ﬁ] A% ou} %8 (EGFR)), erbB-2(HER-2, neu), erbB-3(HER-3) % erbB-4(HER-4).
erbB AlEe] F&AE 4 dgd D Aol #Astar, Yo TS FPoE HggHoeR dd T,
R %9 3 <Z—, E Qo] del Fgom AFHE )& Erb-2-whd 3aas
Belo] AL, EE G FRUS erbB2 F04 S FAH g AW L Wk BLS o Fsh wal
S H+(i=3 [Slamon D, Human breast cancer: correlation of relapse and survival with amplification of the
HER-2/neu oncogene. Science. 1987 (235):177-182]).

EfAFEH(QTF erbB-2 F&A] Ao og HAists stE ddEFE A erbB-2 P FHYS
= oA odF = Al erbB-2 LY HolA FHIYS = dAlolA], 3Etawyl WHET

i SN L, TG Y NS st shet ey

A (metastatic  setting)olAlel AL HNERA  SAHATH(EI[Ligibel JA  and Winer EP,
Trastuzumab/chemotherapy combinations in metastatic breast cancer. Seminars in Oncology. 2002; 29(3
Suppl 11): 38-43]). 34 %l (Herceptin, Eg}X~5FF5) (¢ [Package insert, Genentech (2008)]). Eg=F
T2 &S erbB-2 FHH == YA (node positive) BE =5 &4 (node negative) (N2EZ7 84|/ X2
Az &4 [ER/PeR] &) Hold #¥ete] ARE 93 v& =3 HE&ow BHx HAqA Al
st sQlEAT.  wEbd, EgafEie (a) %iﬁj‘ﬂﬂl’ﬂ, At mEavne g9l gEe|gd B
Z=AEA, (b) =AEA 2 7R IGES ARREE ARY, R (o) tHA STESAL| SR 2l o] & T

okZ o @ o]Ro7 @y HREOoTA ALEEAT

J‘J
0, b
)

HER+ fgekel AW F @A EF pelde S, % oloAE 1d B9 nE Jmolt. EF BE JR:
shetey, WAL, ER/PR 94 AW 9% 52 ey @ Edanige 9n xdolt. nx aud
gaolw B3, 27] PGS 2E DAL oA AW APL ek, EeaFREY awe] T4 waA

= 3ol 80.6%(i-A[Smith I, et al. 2-year follow-up of trastuzumab after adjuvant chemotherapy in
HER2-positive breast cancer: a randomized controlled trial. Lancet. 2007; 369:29-36])Z%-E 41d¢] 85.9
WA 82%(=& [Perez EA, et al., Updated results of the combined analysis of NCCTG N9831 and NSABP B-31
adjuvant chemotherapy with/without trastuzumab in patients with HER2-positive breast cancer. Journal
of Clinical Oncology. ASCO Annual Meeting Proceedings. 2007; 25(18S): 512 and Slamon D, et al., Phase
ITI trial comparing AC-T with AC-TH and with TCH in the adjuvant treatment of HER2 positive early
breast cancer patients: second interim efficacy analysis. Presentation by Slamon D. SABCC 2006])7}4] <]
Mol FA4 (disease-free) AEES e,

HKI-272(dletEl )= A= A5l el 7]=HAqvk (=53] #6,288,0825). UlgtEde =gt vt
¢l pan erbB A Aoltt. UZEHEFS AXEW EZA Z]UA =W oA erbB-1, erbB-2 % erbB-4& <Al
28 7)ol EfaRagis Aol AFH o R o]&I7Mssk A& Exfelty. ulgtEldE erbB-1 % erbB-2 %}
714k}, B 2ER A58 B oerbB-1 B erbB-2 oA AMEF] e AAAY. A delH = gk
El'do] erbB-1- R/HE&= erbB-2-#8d ¢F AxFolA FFF S (ME 1650 < 100n) & 7H & AAFEH(E
%l [Rabindran SK, et al. Antitumor activity of HKI-272, an orally active, irreversible inhibitor of the
HER-2 tyrosine kinase. Cancer Research. 2004;64(11):3958-65]).
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vlgbeld (e Mee HKI-272 3hsbs)S, oo A3 o= °F 0.01 WA 100mg/kg®] Fo® WHAR Fojd
T Atk & FEjol A, dlgEIdS oF 0.1 WA oF 90mg/kge] FoF WE Fojevt, vE deolA, dg
Bl oF 1 WA oF 80mg/kge] Fo=F B2 Fodrt. v oA, digEde oF 10 WA oF 70mg/kg2l
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1680mg/ otk T2 EjolA, vgEldel AT Fo=2 o 900mg/F WA oF 1600mg/Foltt. THE el
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Aol gl BdE sl 27le] W shubel 1i1 WE R Qe dEErh 1d ek vidd dlEtEd 240mg Eis
Id ek wid flek. Ay Age T ¥, did2 AgE 5o FRES ASDRS) oMEZF 9dd w7
°of AW A B AFE, B oofofx FAd w7 e Ao sl AL FAE Zlelth. IS 13} &%
=u A

s 4 *]71}— S3td 2a-YE(log-rank) AFS ARgstel EAET. 91N
7 2 AFstE F22(Cox) vlE A9 9 EHAGEH[DR Cox, 1972,
"Regression Models and Life Tables (with Discussion)", Journal of the Royal Stati tlcal Society,
Series B 34:187-220)ZF-E f=dtt. odEe] gt F3F A & B 95% AF 7L IEH-wlo]of
(Kaplan-Meier) ®W(F&[Kaplan, E.L. and Meier, Paul. "Nonparametric estimation from incomplet
observations." J. Am. Stat. Assoc. 53, 457-481 (1958)])< A}-&3te] HriEt. 13 &% < BE g
o] BEsly = AomA Ao Hs AR HHo| s ATk, FAE 9 A FAES BE iAol
vlgbeld = 9oks Foute zlox gojd ok el digh Am o oa] fokdt). w ool A
ARl wbAlo]l S goky| 3, & o Fubel AR Ao)rp wheEl-ghll A Al (¢ [Mantel
Statistical aspects of the analysis of data from retrospective studies of disease. J. Nat. Cancer
Inst. 22:719-48, 1959])& Ab&3te] A=t
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