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el MAA] A Hre oz 10d3F 59RE e Ao 8 Row HylETH(Ed [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.]). 2007d9l, 3ot
AAHOZ °F 540,000 2] AFES ZAFAT(FEEH [World Health Organization Fact Sheet No. 297. 2008];
WHO fIApolEcl A o] -8-7ks )

HoAdlx g wpoly 2] b A A (erbB) AFe] ElEA 7IUAl AAA(TKD = 4709 744 0= o]
FoJAY: erbB-1(7y A AR EA(EGFR)), erbB-2(HER-2, neu), erbB-3(HER-3) % erbB-4(HER-4).
erbB Alde] F&A= AE T4, TIEE % R401011 Holetal, v T FEoR nAgdA R Ui,
HER-2 A s (S5, 2%F EGFRE A A H = wide] tis] dAH oz AdEE A)S Erb-2-vrwd Iurs v
#do] AU, e i TN erbB-2 ﬂx} TEHES FAAQ I AW B B o549 Ry
AH(E3 [Slamon D, Human breast cancer: correlation of relapse and survival with amplification of the
HER-2/neu oncogene. Science. 1987 (235):177-182]).
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A (metastatic  setting)olAe] AYM  A52ZA  FAEJTH(EH[Ligibel JA  and  Winer  EP,
Trastuzumab/chemotherapy combinations in metastatic breast cancer. Seminars in Oncology. 2002; 29(3
Suppl 11): 38-43]1). 3]A1¥l(Herceptin, Ezt2FF9)(F-& [Package insert, Genentech (2008)]). EZtAF
T T3l erbB-2 Y = %“‘j(node positive) ¥ X=X S-Al(node negative)(|2EZA &4/ 2
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EAgA (b)) =AEA 2 7R EHES AFESHE AR, 2 (o) A StEAIe]E7 A Qo) o] ©d
opF o7 o]Fojx ATWe HEoRA /\]—&E]gh:}_

HER+ Sulole] Ak & alAe] T2 #ajwe 22 W olojx= 19 Eole] Wz XZo|tf. ¥xE HZE awe
sk, WA .Y, ER/PR 94 AWS 9% 322 89 2 EgaRage] A et HE 29
dBox Byea, 27 $UtS z2te = oA A 98S ey, EffaREIu gwol Fi WA
= 3ol 80.6%(:Z%¥ [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] 4\do] 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
IIT 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}+] 2]

Helo] FHl(disease-free) WEES e},

HKI-272 (ke )= A=) Azl e 71sHAvH (v =53] #6,288,082%). UIE|dS =gk 7k 4
Ql pan erbB GAAolt}, MZEIHS MEU B2 7uA] EwddlA] erbB-1, erbB-2 ¥ erbB-4& JAIstaL,
g )] EfaRrRme Ao 4TAeR o 87w e Aot WFE YL erbb1 % erbB-2 A
HHolabs}, the B N5 D erbB-l 2 erbB-2 9FEA ATFEY AL AaAAT. A dolE: g
E'go] erbB-1- B/%E erbB-2-3E& b AEFAN FFF A (AE 1650 < 100n) S 7HIS AAFSHAH(E
& [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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HS 283, olgldt X5 EAL gy APHAEE W, ojlul: WA A oo AT HuS 7]&=skint
wEbA], GAA J S 26%2] ORRS ulgtEldo] ofuliE erbB-2 A frdddel gk o] &4 okEJS AAL
=

, ol dwkdog o XNE FY T Fojzk WA o T o

AA¢ 1

FE53d olTWA YF-Alold 4 3 AdelA, dgElde 27 HER-2/neu A /TEF FU9S 2 ofAo
A EfaRERt 3 o9oky HlwHETh, S Ao Abd BE EffaRFgo] gE oo v}, EfARF
Tol 1270 mwro® AFEE A, 83 ol Abd Folyh AlFE ook dlal, thAto] EfARFERS ALES)
= b AE

SASE Adel BEE Sysiclel B A2 o4, s
%

H
oh: ER B/%EE PR ¥4 ol ER 2 PgR %*g
¥ o= Aed EfAFE o seta iyt sAlel Al

Aol = S d7] 279 F shuel 1:1 vlER Slew v 1d ok mid dlgtEld 240mg E=
] e Z(IDFS) oHIEZ} @44 wj7hA]
7V FAE w7pA o] Ao diE AL FA= Folvk. IDFSY] 1A &%
< ASsE 2a-E(logrank) AEES AREste] A€, HEA
= Asskd F2(Cox) vEb A 37 Z2(Z-AMR Cox, 1972,
"Regression Models and Life Tables (with Discussion)", Journal of the Royal Statistical Society,
Series B 34:187-220]) & F-F] Fr¥tt. oHEe] g 3+ Az 4w 95% AFE S FES-mto]o
(Kaplan-Meier) W (E3[Kaplan, E.L. and Meier, Paul. "Nonparametric estimation from incomplet
observations." J. Am. Stat. Assoc. 53, 457-481 (1958)]1)& A}&3le] Hridd., 13 &% ¥4 ZE Uy
o] FEsty= oA Aod P& ART HAo] s P, FE 2 A FEe2
Ulgted e $9ks Foutes 2oz AHojd kd Fdel digh Xm ol o3 aokdr. 3 5
AR bAlo]l mgk QoFE 3, A= o AWk ARl xpol7p whE-gldl A AP (E ¥ [Mantel N & Haenszel W.
Statistical aspects of the analysis of data from retrospective studies of disease. J. Nat. Cancer
Inst. 22:719-48, 19591)& A}&3te] Algwr}.
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