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(AR B30 . LR I ADRS 2 45 H07E B B ARAR S0 P 0 B 7 A SR AN FISE 4 10 R 8 B h 2
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T RN OIS X R B R RS AR R A

L SRR B R B S R RS . MR PRI S B ) ELAA T 4 L

DD FETE

FEIMAEC 335 (NYHA 2280 N—1V) 2l S BR B HUH WA R, 2 S HE 4
Ko TRMZHRPGURT BE T, WERLINREA IR, AP X A8 R
Wi PRI AN K. S3 7 SR ity S A ML B (B LRI D .

FBHIAGR

TECERVERL A PERIG AR DL O T B AN 48 UHIbR T, 5 AR S 253697 40 (1%-
4%) AL, M Z IR+ EAS B b R E TR 9%-12%, 7E M 2Bk BB 2ihy7 4
H, RIREEN 6%-9%. MR Bk BT+ IR P RIABERE IR (27%) UEE I
DiRe ANt s, I3 m T EM PR RIS IZIGITH (7T%-10%) o EXHOLD)
RE AT RE I M i 5 22ilie b, 52 Tl FE B2 74 (0%) AHEL, b2 EREHi+2 Pl g
1BIT A B R IATAEIR B O D ZEsm W R N 2.2%. XA,  HILODIREA 2]
Koy B (79%) Bz e ik O )1 =2 a6 97 J5 38 Fridcs .

BHIZLER (3E69T)

PR BIA YT IR KRG, L0 IIRE(LVEF). 7E BO16348 iR36H, Hifrpf
VIINTE Y 12.6 M H OWERA 124 M H, i ZBREH0RYT 1 44 126 ) 5 ££ NSABP
B31 #1 NCCTG N9831 ik, rhfzfavimt(al AC-T 4y 7.94F, AC-TH 414834, fE
NSABP B31 fl1 NCCTG N9831 ', P&l sl HA AC J& A0 % 5 L7 B4 i) i
L 6% EFELE AC T RAST IR R H IO IhEEAR 42 (AC 7 AT 45 I LVEF < LLN
BN TR LA B AIR> 16 %) A JT 46 il 2 BB HTI6 YT . 7E NSABP B31 1 NCCTG N9831
dr, M ZEREHURIT GRS, 2 BRI+ ARSI AL B R I 7R B BR ] 12O T R AN 42 R AR
i TR RYMH, 16 BO16348 iR+, M 2Bk HPUER 2507 — R IH R 177 B R
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MO RERS T ZEAE (WE2, B1. B2 . AC-TH A57EF 17 2.0 45
VIR FEAT B9/ BT AR B, SR B 700 2 50 ML 2 000 8 10387 0o Ik D e AN 4 I 49 26 3 i AR
AL ZA TR R e D S T REA AT M, AC-TH 4K AR R A Fe 1 0 ) 52
VR, 64.5% 1 SO BT AR, 90.3% ) 25 U & 5 1 43 H 5 A B A KA

# 2. ANSABP B31. NCCTG N9831 . BO16348 #l BCIRG006 R HH RHILINEERE (e
FRLVEF) HEE e

LVEF <50% H At T3 24 %) T 1% LVEF #03] T %
LVEF TR T <20% H. >20%
<50% >10% >16%  >10%
RIENSABP B31 FINCCTG N9831" ¢
AC—TH 23.1% 18.5% 11.2% 37.9% 8.9%
(n=1856) (428) (344) (208) (703) (166)
AC—T 11.7% 7.0% 3.0% 22.1% 3.4%
(n=1170) (137) (82) (35) (259) (40)
R4B0O16348°
i Z B 2y 8.6% 7.0% 3.8% 22.4% 3.5%
(n=1678) (144) (118) (64) (376) (59)
piig =3 2.7% 2.0% 1.2% 11.9% 1.2%
(n=1708) (46) (35) (20) (204) 2D
R4 BCIRG006°®
TCH 8.5% 5.9% 3.3% 34.5% 6.3%
(n=1056) (90) (62) (35) (364) (67)
AC—TH 17% 13.3% 9.8% 44.3% 13.2%
(n=1068) (182) (142) (105) (473) (141)
AC—T 9.5% 6.6% 3.3% 34% 5.5%
(n=1050) (100) (69) (35) (357) (58)

%R 5NSABP B31. NCCTG N9831 FI1BO16348, MM % Bk PRI TIFAAR IS FME. A
HBCIRG006, MBEHLIIALH T H .

b it NSABP B31 11 NCCTG N9831 /7% £ F H R MIFR BRI B4 (AC—T) BN
FEhn 22k 57 (AC—-TH) .

C R IGNSABP B31 FHAIENCCTG N9831 & 31 [1IAC—TH £H {7 [s 15 B 7] 8.3 4F-.

O 4 iy 22 Bk BT 2L P R B 7 1R 12,6 A H

€ IR BCIRG006 7% : %32 L B A RENE LT 5 2 P 3 (AC—HT) BRIt Z 2k i ht (AC-
TH) ; Z VTR RN Z 2k ¥4t (TCH)
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B 1. NSABP B31 Ml NCCTG N9831: HIXHI LVEF BHLR T [%>10%3H: HAXHER T 50%H] &
RERAER, T ARFERNEEHSF
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B 2: BO16348 iA%:: B IRHIILVEF BEL T =10%3 HASHEMRT50% K BRRER, B

ATV
0.50
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g 030
B
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o 020
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Number at Risk
1678 1142 873 538 263 Herceptin 1-Year
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A 3: R BCIRG006: LVEF X TELEH K FFE=10% B FEE(KT 50% 48T AR SRR H

FrRES TR R AR
050
045 AL -»T (dowomubicin + cyTlophosphamice - docetarel]
' === AT aTH {dosonbicin + cydophosphanide = docetasel + Hercepiin)
040 — = == TCH {docefax + carbopiatin + Harcaptin]
o 035 -
I
E 030
¥ 025
'=:i 0.20
|
< 015 o
010
005
000
] i 2 1 24 4
Time {lanths)
Mumbar at rigk
AET 1 a7 823 B9 3
-iE-l’TH 1 E 255 fg 4;4 %15 EEE
TCH 1056 976 Br? 535 250 271

IS 1] O R BEHL 2 LA A 3

£ 1 Z BR B PUR AT I =IO s PR IR R AR Sl )T /3 P 3/4 S0 ThRe A 4
(AR FE MR /3383 (CHF) ) RAER 5 R HR 7 U2 Bk B yiia 7 1 B8
(0.3 - 0.4%) o KAZLEINHZER RGBSR BB K AER RS (2.0%) . 5 3 &£, &%
AC—P (ZRWE + BRI ZJ5 R EHAT) + H (22 BPD /T B LI R
F R A ZIE 3.2%, T AC—P IR AL N 0.8%. 5 R HIAR W R TH L IEA R Ik
RGN

£ 5.5 I, AC—D (ZELE+MBER I )5 2 Mifi38) . ACHDH (ZEILE+
IBEIENG, 2 )5 2 Fafh 38+ 22kt 1 DCarbH (ZPfhZE. KA1 22k HD
BT HA SR O IEF B LVEF F4:70 50009 1.0%. 2.3%F1 1.1%. X TAGEIRE) CHF
(NCI-CTC3-4 %) , AC—»D. AC—DH Fl DCarbH j&J7 41 5 E &£ 43 N 0.6%. 1.9%
A10.4%. AC—D 5 DCarbH ZH 38 K A=A f R 0O I A B B A4 XUR A O HLARALL: AR
%f AC—D M1 DCarbH 6474, AC—DH 597 4K A A REIR IO IEAS RS54 1) KU 39
RINATERI OBEA REFAFEL LVEF F4F R R AR IR EE 28 2.3%, 1fi A5 AT
41 (AC—D F1 DCarbH) Z°4 1%.

FALBEVIIY 12 S H A RAE LR TR, 58 B BIAL YT 5 32 52 22 BR B pTIR T T /1Y
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BE I NYHA -1V G0 )13t 0.6%. HAFETIH 3.6 FF )5, i Zekp
PURIT — G WEE CHF F/2 O E N REAN A R A2 537108 0.8%7F1 9.8%.

TERE T BO16348 H, A BE VT A 8 SR 45 IR, 252 th Bk SRR T — 5 B CHF
(NYHA -1V 20 KAERN 0.8%, BFEERMEMITERME O ZIEEAEREFN 4.6%.

il 2 Bk P VRIT B T, 7T14%EEE CHF ml i CE SUNEE KA G £ /0 2 il 2
LVEF {H>50%) ; 79.5%%FHEF AR A2 FINRE AN B B Nl . 20 17% O I REA 4
MR REHL ERE TR IaI T4 W)G .

FEWT T NSABP B-31 1 NCCTG N9831 W 7T Ik & 70 h, %F ACH>PH A (ZRHAE
+ NG, 2 )5 R B+ M Z B D P ALREYT 8.1 45, 5 AC—HPH kv 2.0 4
BEAT I ATAREE, B RO IhREA I R E Glllfabs LVEF o4k 18.5%M) AC—PH
9N LVEF {5 %% 10%~50%. £ AC—PH 41H AR 78 i td O s rw A, &
64.5% (11 N\ e 0 B I REA A AT, TERE —IRBE VT JCREIR,  90.3% 19 A 58 4l 4>
LVEF &% .

FRIA RN (FrFiETE)

FERBETE I RS MO16432 1, il 22 Ex ST ST i Bh A7 (045 3 MR IR 2 31t
B, HZ 15 180mg/im?), Hh-ZERkEHiETT A AR 0 DI Re AN 2 K AE IR 1.7%. (2
&, FEREPEIRR K BO22227, IR ApTIABHBILT (RIS 4 AR
B, JLEPURIE 300mg/im?) AL BET I 70 AN I, 2 EREGT (BRIka 251D H
00 73 3R FE L O 38 5 ) A 50N 0.3%

BBHEEE

£ BO18255 46 v, Gk MR, SRR mEmE/NTET (FP) ZEF 22 B BT + 960 R 18 1/ It
1 (H+FP) 47 LVEF {43 74 64% (Vi 48%~90%) Fl 65% (i 50%~86%) -
o Bk AT AT 1 2 HRE (L LVEF T REMEA O 15E38)  4b, BO18255 ik
HiC S 2 30 LVEF K B8 I R EIR -
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+ 3: LVEF X FiiE iR es (BO18255 A%K)

LVEF T [ 81 J5 S A SRR A B 2B B/ S PR T R A
(N = 290) (N =294)
(BIRITHBE T D) (BIRITHBE T D)
"LVEF FF> 10%, F&Z<50% 1.1% 4.6%
#i X1 {H <50% 1.1% 5.9%
"LVEF FF£> 10%, P£%>50% 11.8% 16.5%

LSRRI %2 K LVEF K85 7R S HIR%A2 16 LVEF &M IS (FP, n=187 5H
+FP, n=237)

R 4: ODEAREH (BO18255 AL

FUR BB/ B T2 2k B/ 4R e 4
(N = 290) (N = 294)
(BIBTT A B EH ) (BIBIT A EEEH )
O EA B A 6% 6%
>3 ZZNCI CTCAE 3.0 ik *3% **100
9 4 B R WIS
4 BB RS

SRS, OIIBEA R EATAEVG T AN AL 22 TR R H IR 25 1 27 5

LIRS (ARR) [EEH/RY

FE P A 22 BR BT 0 i AR X 6 #0800 280 e B o o 22 BR B BURZE IRR, N SE A
BRI PRI IR e RIS L BN . STAUEREE L LAl i N R B AT
(Z0 EEFEm] D .

IRR I P AR e BB U AR X 9 o

FRPEAS R G MAE « 222k 5T 5097 B AR T B 2575 9T - AR B RE T, %
9T 2 TR &2 IRR 1 R A= 2 A A

R VEFLIE B, W ZERRPUECATRITA IRR RARIE 49% % 54%2 (7], Tixt
HR257R Y7 4HAE 36% % 58% 2 8] (Rl gefL & HABALYTY) - M ZERBHEIRITA, EE IRR
(B VL ) 15 5%E 7%, XTHR 257697 45 5% % 6%.

HHARL I e h, i Z IR RBECA TR T4 IRR KAERIE 18% % 54% 2 [6], it &
ZHYRIT AHLAE 6%% 50% 2 7] (Al REAE HAh b T) o I ZERRAPiEcEIIT4, EE IRR (3
Ll D) 35 0.5% % 6%, XfHRZVETT 4k 0.3% % 5%.

7F FLHAFL I B BT v BT (B022227), IRR RAEZ 5 ki AR w5k 45 51—,
EelikiniE 2 37.2%, EEM IRR (340 KRAEZR 2.0%, %A KL 42008152 IRR.
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A B SRR
MBFFHE
AR

L 2 R AR H 52 M 2 Bk B BT SR 2R YT IR R MR R TN L, WHO 43 2% 3 It
AHIRE S LRI E AN BT LR AR R AIC T 1%. ARWERF] WHO 434% 4 R EEE.
GRS LA ER T WHO 73 2% 3 208k 4 22 I 2 Bt i TR A2 R 2R I i
(34% b 21%) . M2 BRI G 2 WU ZRIR YT 3 a4 Ji) ML B3 1tk s T 22 DA 28 51
ZHIRIT IR (314 R vERI AN RIS RE R AE 3R 32% L 22%, F NCI-CTC brift) o %
BRELHUIR A 22 V0 fh ZI6 7 1 KR 8 R A w0 i i 3 A 4 L k2> 4 o 2
T2 PRI R (23% HE 17%) .

H NCI-CTC #r#fE, 7 BO16348 iIu, HH-ZERHHUIRITAH 0.4%E#F MIEL /KT
TF3804%%, HHHEZH N 0.6%.

AUl

BEATLXT R R RS0, it 2 BR e S AT 0 S i Ty T 1 R, B R
RRAZE (30%vs21%[B0O16348 iRK4]) « NCI-CTC 2~5 Z#T ML A sk KA FR (12.3%vs
6.7%[NSABP B31]) , 752l i3T MLa i & 4% (0.1% vs O[INCCTG N9831]) . HiZEk
FPLHRY) (H0649g H) ¥A¥T )5, NCI-CTC3 XMk EZH< 1%, fEiL BO18255 (F4F
PEB D o, & Z PR g S A T AR R, SRR A 250509 28%AT 21%, NCI
CTC 3/4 43X 1737104 12.2%741 10.3%.

o EFL IR AE

FL I A IR T A BE AL BRI RIS, 2 SRk ST S AT 2 e T R A T Y
&, NCI-CTC 4~5 ki 4u s/ he (1) K A % (1.7%vs0.8%[NCCTG N9831]) #1 2~5
20 H LA RO RE Y R AE R (6.4%vs4.3%[NSABP B31]) o BR8P L iy i B ALY BRI
RG22 Bk BRI A B B AT (1 58 NCI-CTC 3/4 4 v 4 b 440 A s i [ %
A3 (32% vs 22%) AU R A0 B o D FE A AE # - (23%vs17%) i T B ALY
[ . 7RIS BO18255 CRLA4PE B i, M BRI & 10T 415 B pb T 440 L,
NCI CTC 3/4 g VR dn oyt > A AR 2253 1) 9 36.8% A1 28.9%, A #Avik ML 40 iy /D> 73
4 5.1%F1 2.8%.
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SEHER S 1
L

T Bk EHTEL 25 AT RSB, A 1298 % & Bl WHO 3 5 4 ZUiTIE A3, 1%
e 5 R 609 4 1 T WL AT .

SRR IRIT BEAM L, M Z Bk P S BAZRLIR T I B K AE WHO 3 5§
4 FHFEERTREAR (7% vs 15%) . FEHEA MWEEH] WHO 3 8 4 2715 I 51 1 &k A

M ZER P LTS, S BUE S B /N R AR (1) 5 45 S E A 1R« B8 R AR IR
B) 75 Ml Z 2R B PTIRTT TG 4 S H BIRZ) 18 A F TR BRI R IUA « BEVE B /RS 2%
JR Kb /INERAEAY, L A1 AR B /NER B 98 o B 98 1) I AR A 25 o A A ot EE AN 7 IO T 3
EBEER

7t BO18255 4 H, AW LRI IE Y7 276 I E A E 20k 7 T s LR S M 22 5

NCI-CTC AE (3.0 i) >3 'E AR RN AE FP+H kAR REERm T FPA
(P KA 253 08 3%F 2%) .

NCI-CTC AE (3.0 i) >3 HARFELE (SOC FFRTIRS IATIEZR A RE4E) « ek
fRME— A BB L R e, HAE FPHH AR AR R EES T FPAH (WAHKE
AR 1%MI<1%) .

MZ BRI A W7 IS, & TR R R . R SRR AR (46% vs
30%[H0648g]) + NCI-CTC 2-5 Z /g Gx/ J #H: Hh 11 ks 4 B s A Rk AR 26 (24.3% s
13.4%[NSABP B31]) Al 3-5 g i Y/ f #ht it o 40 B ok 2D i AR R A2 R (2.9% vis
1.4%[NCCTG N9831]) . 4B T Hh B gL i A= B i WAL AT . L IPIRGE . R AT PRIE .

7215 BCIRGO06 H, 2 ERAPTIAINE AC-T I ARG R AR T, (H 2Bk
PUARINZE TCH iR TFHE[44% (AC-TH) , 37% (TCH) , 38% (AC-T) ]. =41/ NCI-
CTC 3-4 ke A= ZFHMPA[25% (AC-TH) , 21% (TCH) , 23% (AC-T) .

TBIT RS VE LI B AT BRI R 58, il 22 BR B BT S i A AT 259 40
SRR R 0 R #R A R PR A B ek R AR R R T (23% vs 17%) BAL ST R .

i Z PR ERPTIR ST 1 B MR B R G R A G0, FERIGIRE SR /N R B I
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B R

Vg Y
A HEEIE )T

FUMS FBIE T I B, il 2R RIS AT I R T AT IR R
NCI-CTC 2~5 2 fifi i 52 b () k& A (14%vs 5%[NSABP B31]) , NCI-CTC 3~5 Zifiiliiifs 2
ST R AR ) 2 R R e & A2 R (3.4%vs 1%[NCCTG N9831]) . Hi-Z¥kHHiEc &1k

I A0 R OMAR T I R A L SRR S N A I Il PR fE (NICI-CTC 2~5 2 : 11.8%vs
4.6%[NSABP B31]; NCI-CTC 2~5%%: 2.4%vs 0.2%[NCCTG N9831]) -

@

fils 2 IR ) A AR, 22 PR BRI T B O 0.7%, SRS T I RO 0.3%. 1
ZEIREBPURTT I EE T, 3P AEBOEIER R A, Kb 1 GIRIONZ ISR Thae s si &
fiE. ALY BB, LR A B R 3 v

BB

1252 1 2 PR B HUIG T B A SR 2 R AR A 1k ) A A AR A . R
AN R BN IE SO ) — B E LR A IOE, S SO R REUIE . P A
e AR < 0 BRSO YRR R K i AN S PR B SR AL . B IE WOEEF ).

M1 FE] FE
FE DY IGTRE AL I PR 36 o, = TR6 A L, 22 R B BB A A 7 R AR R

RAFE T HAALIT I B 3 (2.6% vs 1.5%[NSABP B31], 2.5%#/1 3.7% vs 2.2 %[BCIRG006]
F 2.1% vs 0%[H0648g]) -

V24
A1

FUMRIE A BVE 7 B0 Lotk 2, il ZBR R HUICE AT I B = T T B R NCI-
CTC 2~5 515 K3 (6.7% vs 5.4%[NSABP B31]) . NCI-CTC 3~5 I V5 kK 4 FK (2.2%
vs 0%[NCCTG N9831]) . NCI-CTC 1~4 HFIE K EZR (7% vs 1%[BO16348]) . {EikL:
BCIRG006 H, %52 i 2Bk BHiiGy7T i et i 3-4 HIEVE[5.7% AC-TH, 5.5% TCH vs.
3.0% AC-T] }% 1-4 K iHTE[51% AC-TH, 63% TCH vs. 43% AC-TI KA T+ . 852 ih2Z 2k
LR ZGIR T IR 1 FL IR AR TS K AR BON 2% R, B i 2 ek



B A ) B8 (S A 0 83 M 1 2 2
BB B

7£ BO18255 k&6, & #h-ZEREHUIG T AR IR T 40 A 109 & 3 (37%) M1
80 % 3 (28%) I 1 & F e BE AR I M IEYE o 898 NCI-CTCAE 3.0 kR I19 ™ 5 EE b iff,
FP ZHA0 FP+H 415 A 4%A0 9% &34 H B 1>3 RIETE .

BRI

£ B I IR (EBC) #Frasi B 7t BO22227 v, dArpEisit fal#Est 70 A H i, #iZ
BREAPT (BRI 2505 A 10.1% (30/296) [ 24 1 Hih 2Rk By Piik. 78
30 BIA SIGIT I EE T, A 2 5 (38 28 o A A FRoRe U 21 A A BT i 22 2R BT Ak

TR L HTAR B PR AR S M 1 ANTE 28 - Pt R 2 2R B Pt i BU A6 A i I 254880 J 2%, J7 34 #%
o HE 52 A R AR (pCR) PR IAITC S AE A1 (EFS) T4l B 2 4 M (R V6 7 4H 5% /) b7
(ARRs) HAHAH LR .

PUPARAE BSR4 e BE MR A8 I 7 R 1) R AR AN ko 53 4h, il r Gl 2 (R T4
FRPER (RGP e 2B REREm, Btk FEARRALHE . FEA R
SEINA] L FEBER 25067 ML E B & IR . T ISR, A i 22 2R BT AR BH A 22
FoeE s dh U A B 28 AT RE 2 60 N IR o

EWEER

LA 25904 B S oA 22 B Bt BT e 36 TR A AN RSONE o
#5: EMEET P IRE KA RIRR

BERGHK R R M

ML Kk B2 SR G Lot 1. il 5 I

G B /MR B AE
T RGN AR S
R I R

MR 25 5 5 B il v

oI 2 A PR T

QNYZIpu B

W ZR S8 1 SRR SCVEIRZE

i A B

I 3

[ J5 {14 A g

i
SPERPIR F A SR A AL
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I 38

il 4tk

R

Mk 7K

P JIE S PR 2R BT

VAN SREE P

Vi IhfE S

GEORIS Y S T IR

iR BN

HR AL

ESy/ U

RNREMF

NRGH T DR ZERBGUIRTT I BE PG A REE . BT AT R Y
it 2 BR TS IR 2 (AR RR G &, A B TR I, RIS RFAFAR S

)& T T
£6: FREM
BERG R ANRFH
S 512 Y5 ik 5 58
TRER
ML K% bk B R B Bk
HRMZ RGN i 110
PR
B ik
5 B W% %
R 2240 i B B 07 W
57 7P R R e
EY7a EPS
JER R 9%
JULIA) B B 5 45 4 S 2 7 LA
BT L WA IR 2 B HEFR I A
A R 585 FLURR R FL3 %
&= By R S 2 2R S P S B AN

(%3]

SEH T SR il Z Bk i

[EEFIN]
— B

EREE S AT AS AR kI B R

N T SR EY ) S TR, RS SR s I S (A D i 24 i R T A

KPR

1 B B DU A 167 2 0 D BT
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LD REAR &
— L IEER

fth 2 B EAGTUA] G A O I REA A L DR ARE | S I S A RER O D L O VLR
FLCYEPESE TS, 0] 5] AR 1) 70O Z 5 L 20 B(LVER) BRI . il Z R B dify T B R
AT e EEE (CHF) (L2410 HEW 2 [INYHATH-IV 2% 8 RER O ThREAS 2 X
BN, XA A] W T E  ZBR BT 2 B I (BRI E R E) W77
T Z R BB S B I IR YT IS . O ThREAS 41T B A HH FE 21 R I 5 5 T A A
Ko o, o ERR R (FlnE L SERBIKSR . CHF. &Pk DIEA 4. ZFEN) B
BEE A

AR AR LR o, 1525 7 DA R, BRIy a] B ithZ 2k B pthk
W (W L8B4 ) - EH 2R, B2 B IPUE R B L IR
e LTI ER T BESE AN o

P i R FT R R4S I Z 2R PG 7 D H NS TR RBUE R B ARTT .
i E A ROASRPTAE ZIAR T, TR U)W 28 5 A BEE DA E

T B IR AT, R SRl S AP UE R BN B, BNIEAT R
O EPPAL, EHRR L AR, OB (ECG) PSS 03 1 B MUGA  (TBUR 0 I
EIER) . MR B IO ThREA R, B CHF ARAEATAEIR . FELZRIS
BEAT RV, Y T IIRAE 3N HER Ik, KiisyTaR 6 MPHER K, HEFIE
th-Z Bk YT 25977 5 24 D H .

4 LVEF EAIR LN 10 N E 20, JFH N EESE 50%LL R, IS8 4545 A iih 2 2k
B, JFEZ 3N EE I LVEF. % LVEF B, Buf—32 Tk, sl IRRE
X CHF, Msa 2k i ZER AP 25, BRAFUONBE R KT . X+ 54
TAEIRODIREA R B, BRI (A% 6-8 Fl—1k) o & BF K/ O = D) BERF S
B, ERFEAEIR, BRI ELIRRTT, BRAF IR 8 B3R s KT KU

X T EHBLOGIIREA 2 B kS s E T A Y i Z Bk T 2 e, A AT
HITHE PRI 7T o 45 A 1 2 BR B PTIR T IR A A 1 A RE IR A0 73 5238, U SEASE FH A0 77535 (HF)
HIbRHE TR T IR T o AEREPE IS T, KZHOR A O /35 BUCREIR (1 Lo D REAN 22 1 B
B TIERIT IR 2] 70 . X LA AR T RIS L KK R AL (ACED 57
B SR TR K AR B 77 CARBD AT B BT o K 20 H0A Lo IERECIR 0 i 22 B BRIl PR 3R 2
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R, FEREERSZ i 2Bk PUR T I RE T, RIBULE AR R .
FBMA A% (MBC)

FEFRE VRSB, R ER BT BRI E R A RE S I
FEH77 MR (EBC)

XtF EBC S, JLLN AT OAEVEG, R IS N EE Ik, &IbiRyT A6
MHEE R, BAEFIEMZERBAPLEIGIT)E 24 N H . B2 TR IBUER T IES
VGBI, IF NV AR IR, BRREMZERAPIS 25697 )5 54, & WRLVEF
R BRI 2 S T BE

it 2 B AL R A B R T I RS FERR A O IUEEZE. (MDD S L FRZIIRITIN L&
Ji CHF (NYHAN-IV) 8o s HAt O IR FAPIRIT IO EERHE . BA IR KR W
oo JUE RS 3 B3 S o AL s 42 1) A v v 247 A 4 1 £ v L P P 4252 it 2 2k B i)
oA R S MR I B 0 2 1 B

W IT
BB, HZERRIM B RS R ARG I HIZ.

EBC H&H, SHKEZ b I# M- RAEAR BRI AL, & ORI
JRHES M ZER BPUR YT B, AR AR O e A A R g . 22k Pt 5 E A e
RE ISR T RERATICRE IR Co SR A0 2 2R BESRAZ ot e 53 it 2 ER PR T W
TR IR 5, KED AR AEA R F AR AR IAT18 S H A

4 BURBYAH BRI T it o, (O R RSRR A FEmRe (550 %) o LVEF 22K
SARHT LVEF KF R (<55%)  SA2RE. M ZERBHUIRIT AT E0AT /F LVEF KA
B A3 FH o Bl T A A 0 L S 25900097« 58 i B AT e 32 i 2 Bk iy s, 0
ThReA 4 KU 5 i 2 2R U AR IR TT AT 45 T IR R U AE IR 9T BRI R s Ak 4
¥ (BMI>25kg/m?) A 5%,

e

TEHT R BNGIT Y EBC &3+, RUHA M ZER R S BM PR A0, FFHAN
TRk 2T B . IGNERARRIAERIBIT T ZNRRERFEA BT 180
mg/m? (ZFHA) 5360 mg/m? (KFLLE) .



N RAZ S HT G T B AT R AR AE R S Z R RS IF 25677,
WA 5 AT FH S A R EAL T

65 % UL b R i e T U Im R 2 50 A PR
LTy FEdE

2T E I Z IR AT AT, MR VPG B O IhRE, AR L. AR A JF i
FLEIEE MUGA GEAHELMEIER) AR ENE LVEF 5. ElRKRE+, %H
RIS [8) 2 HEEAT O D BE I -

o JRUSHNTBR BRI I IE LVEF L.

o T EREHIATT I 3 N AT K LVEF TR, ELEET 4 A AT K.

o I EIRAHLIATT AR A TFIEN A 6 4Tk LVEF IR,

o M TR E A O BN AR AL, 4 4 JHHEAT U LVEF IR UL LA
HHEDD

ENSABP B31 1, AC-TH#115% (158/1031) K& EH 8.7 FEFEVIIN Al 5, BT O
e Z ) LVEF (EZSM0HD N FREIRE A IE 3 0 W Bl -2 2R B HTIE T .

7£B016348 4 CNHI—ER I ZERBHRIT) o, 7 12.6 4> HEEVII a5,
A 2.6% (44/1678 1] ) 1) 5835 R0 JU 2 457 (48 FH il 2 2k b 7E1:(3% BCIRGO06 7,
TCH 2H3£2.9% (31/1056) HJ&E#E (JITFBi1.5%, HAEITHB 1.4%) , AC-TH 415.7%
(61/1068) HIE#H (ITHIEL1.5%, FZITHB4.2%) BLO R IEIEH 1 - Z 2k B,
164 A7 252 f Bk 7 B 7S I 0 7 32 38 (CHF) f) &34 (NSABP B31. NCCTG N9831),
LA ERFHIE T ONUR, —BIEF I, TR R, 33 6] B e s — R BE Ui N IE 8252
ONEZIPNIRTT - (e —IRBE VI, 20 24% )17 7% B3 R 28 10 70 O s 5 i A3 B (G S
N> 50%) , HAEGRSHR 2l SRy iR stk O ) 3B R AR F TR 7. RFF
HH I 2 BRSBTS O D RN A I S 4k SR B S 2 R SRR YT I 2 Ak

R 7: FLAERENGTHEA S T MO 3 R AR

ST 7o MO ) 5l R AR R
- ES i 2 Bk 2 i St A

b AL DY S

mggAsBlf B31& NCCTG ACT SRR+ ISR 500t (6apo00)  1.3% (21/1655)

i

BO16348¢ T — 22 2k BT 2% (30/1678) 0.3% (5/1708)
b % >

BCIRG006 %C_’z@ﬁﬂ% + H 2 B 2% (20/1068) 0.3% (3/1050)
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BCIRGO06 i@ﬂh%#ﬁém %R e (41086)  0.3% (3/1050)
A RIENSABP B31 FF412 HAC—TH 2H (107 [ 5 B [7] 8.3 4E.,

PBIRE (ZERIE) MR,

CBLFRL 9 R A SAE A Oy VIR B R B L 9 R A TG i A R KT PR B G B

L g A I 2 BR S AR TR A 12.6 A BE VIS RIS 9 NYHA T & IV RIS VERET .

fEiX3B0O16348 CHMH—EIM I Z B FHTIRYT) h, TEH A8 FEREVIRS (IR, HFE 7
MG J73E5 (NYHA NIV 20 R AEZH0.8%, 2 A TR AITGRE IR 0= )
REA A KA 94.6%.

#8: HRHIBETA T HLIRAS? R

NYHA I-IV 2 NYHA -1V 2
R HF ith 2 2k Bt Xof e i 22 Bk LT pagiGt
H0648g (AC) ° O IIREA A 28% 7% 19% 3%
H0648g (ZEA2EE) O IIREA A 11% 1% 4% 1%
H0649g O IIREA RS 7% N/A 5% N/A

3 Fe ML O ) SR ERTCAE IR PR LVEF 7600355 ML 73 B0 5 T
PREAK (ZRHERERLE) R .
CAHE 11K E BBEIE O IR 1
fE5 BCIRG006 1, & 2R 55177 = B NCI-CTC 3/4 ZL Lk ML /BEAE K A2 % .
(AC-TH: 0.3% (3/1068), TCH: 0.2% (2/1056)) T AC-T(0 #i).

#EMXRM (IRR)
A5 FH i 22 Bk s TR SR B L IRR.

IRR I R _FAR e 5 B BUS MAR X 73
ALREUTRIG T T 92D IRR & A XU

e SN EAE— BRI, RIK. TE, B/RSA L. MKk, AR G
BIFESRAALD S, XL REIRAE. AR, M=) (W TARKBT D .

i FH il Z BR A PURE I ™ ) IRR ARG PR R E . IR BRI SORERZE . DE)
I MM R B PR = PR RRE P O R AT SRS L DA R RTD .
PR E ST IRR B W kit AT B T Hl LSRR, AR e, Tk
S 2 o BRI 24 B FAERUR 24 DR B 0 B L B R Wy, BT I 2 U R W RTIR T
PAESREIR . ™ S SR B-32 AR DT T BTUER 55 SCRF TR T BRIDIR T« AR LB
JIp B, XL S BT RS BB SR T O o T I U R O ACRE B FE 3 B EOIR
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A PR PR HE FR) B, S M Ay S B K KB vl BE 2 BE o DRI, X8 SRS AN N A2 it %
BREPLIATT -

FITAT 2 P R e s AR 7™ EEAT I P P 6, il BR PR Uy E i P b, (RTINS 45 724
Yy . 2RSS ERRER . BRI R R . RII  SCRUE Y KRR, B
Al R TR M 0 S8 L B IR AR L S A G e o I A A 7™ E A S L ) S8 5 B 7K
AEL

H AT ) TEERIFE L P 1 55 (A 4 S B i 3 R AR 2 it 43 52 2 BR B iR
T7 I B E R SR AR GRS I ZBR P TIR YT AT, 2207 1 7™ T S ML)
B TSI N A 2L e 24 AT R B R, — S8 R RE T 52 B T 22 BR S p0iR T, T
—EERHRE N T IEIE RIS R R T AR

AR

Z I LA it Z BRI X R LI I . BT RIRIE T, 22 i Z Bk i
SRR D RGBT A B A A BRSSO LSBT BRI PR it BR
A SN PR 2R o L 75 o BB A (8 P o 22 Bk P DL KA 24505 7 A H N PRZE T g =0t
LG E, IR E R EE R SRR (W [ A E L2481 ) .

FifT 3R R R

£ _E T i i 22 2R BT D S S FH A o ™ B B S A, IR SRR R 2 R
FET:, WMATRER IRR (387 R EGEIR R I . HeAh, CHRIE R B4 (8] 5T Mt (Rl i
R« SVERPIREIEEE AL MR ARRGVERT R . BRI A 2R K
AR DI HEAN 42 o

S 1A) S VM £ XIS PR 2R 0 47 22 i B s Y R0 T 5 ) Jo 1P i ) A e
AT, WAL WVOMIR . KAREEANTEOT o DRI ST Jr e R R A5 I 171
T DR 78 B ) e 18 R 3 T A A i 5 2 P RS B e o R, T R AN N 422 52
ZEREPURTT -

A 5 5 ) F A 2R fa ek /R i B

£ 2 BR B PUR ST IR T A M 2L A BE AL X I PRCS6 I 1 BB T 1)
T30 7T 4 NCICTC 3~4 PR 2 B Jak /e A 8 Hh P s 4 R /D B ) i A %
bR aif sl e BRIBCIURESE T AR AR AR AR L DA RRAT D .
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HER2 ¥l

Rl HER2 PR A 0038 & #5252 ith Z BR B TR T 1 B E B s 2, 9 R HER2
FRAE R B E BOE M REMIRTT Th 3222 ). HER2 1 ERIA TN HER2 Jik A7 18 AU S 12 Hh
BT BEIRFIR SR (1 S 596 3 58 B AN IR B3R AT, B A Y R OE S A [ 22 b e U 2 24
B RS E BT T R E BORTE F AN B S GG I s i X i, T e S B AT EE 1Y)

+
45

— S SR o 1) R LA DU A BT 2 i Bk B PR T R R R X LTV
HercepTest™. FICONFIRM™ anti-HER-2/neu (4B5) Primary Antibody (HER-2/NEU #i/4)
(IHC K1) ; HER2 FISH pharmDx™. INFORM HER2 DNA Probe (HER2 DNA ##41)
Rabbit anti-DNP Antibody (DNP #i/&iR77) ATINFORM Chromosome 17 Probe(17 5 4L {ifA
#&1)H LL K DDISH HER2 Probe  (DDISH HER2 ##%1)  (FISH A& o i i & B 2 i ix 2t
R S R B A5, DL T A TR PR Bk 5 R AN HRAE TV

RIASTME CREAE IHC 51 RIPRH]. R gh SR fh 2 Bk ppu st i RIA M E
X R (FISH 77 BRI, A OURER— A 77V HERR i Z 2R BRI T VB IE Z a5 AN ]
HU. FISH PSS RAREHER: HER2 3o B 3 1A A B Z Bk S fi ity 7 P e 2 s T g . %
BrEFL S (H0648g) JAI7H IHC Fl FISH Kl 5167 45 RIS R LK 13 FLIMEH B
7597 (NCCTG N9831 F1 BO16348) H IHC il FISH #: 5477 45 1% R W& 9.

Pl Bt HER2 i FRIEF1 HER2 J [RI47 14 S A% FH A At v A U 77 7%, 3 — Okt
BN E, XEHT B MILRMALURI Y 2R, A e R LR B R HER2
FEIRBE 2 53 iRk . BO18255 56 HH AR T 2 R4 1Y RN A (1 ik B SR IA (AR SRS U7
FUIRIE TR ACEELF . FE T HER2 JEN Y1 (BO18255 iRk56) AR (AL ERIE (IHC) Al
25 R0 B IR TT R WA 16,

R HER2 17 74 2 HER2 247718 59 15 )

i 22 B TSR DATE A3 AN 80R I 7 5 8 HER2 i iR ek HER2 FER ¥~
SR EE TR . HER2 I ERIA R BT S LML (IHC) (18 & JiRg ZH 2R v AR
2. HER2 JEPR 38R FH [# 5 JiRg 2 2R 06 JR AL A4 380 (FISH) B €8 J5 07 4 222
(CISH) . fnfR & 1) HER2 1 B T4 5 B 73 #uk 3+ (IHC) B FISH B CISH 25 5L [FH 1,
T 12 BR B HTIR T R
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PRUESE R HERG PEAT SN, IR A AU e [ S B = S, LATE 70 PRUEIR 3825 SR 1Y)
AR
R BT IHC Rt R R SN T

D VARSI it HER2 FHETEAl
0 oYL 2,85 < 10%JIH 57 20 a5t e £, I

1+ RS> 1096 1) R 20 LB S C OB T LT LS AR, A | FAE
A EB oy SRR et

2+ AR DN 3> 10%oF) ik Je 8 4 0 e £ 55 3 v 45 AI5E
PR
3+ ARSI > 100011 e 4H A 4 R g s e £ FH A

—MEIEN T, W R4 HER 3 (K45 DI S etk 17 $5 DI L R KT8l s
T2, BEAAETCGAAARLT STLIHM T, WA MR A RHER2 24 R #5 LECK T4, WALRN
FISH BH4: o

RO T, WK T5006 14 iR A A R 1 BRI AH BRAX HER2. S (K75 DU 5 4,
JUHE Y CISH A

A RVELR RN VAR R E TR B, 1278 FISH AT CISH A3 Rk I 77 1 11 15t B
o, WA LR E I70 HER2 Al ) i3

IR R AHMEAT I E A HER2 SR A BRI RIE, WA ZUfE e s 4 it i et 1A
Rk B TE R SRR S S . ISR AURAT A 8 AR S AT R, DU Y HER2
WA, I HAabZiaeis X o s &R (2+) S9BHE (3+) HER2 Id 2 RIA 2 [A] i) 2 5+

A # HER2 1 /& 71k 3 HER2 Z[AT7 18 17 20

IR FTHERA AN R 7 5 I HER2 3 B RIABHER2 JEAY 1, HERFIHC /E N
BRIy 2, WARIE T EAGMHER k(R B4 IR0, JUJ06 2R FH HR 4 56 i 437 2% 58325 (SISH)
BRFISH A illik. (HAZ, QR E RN AT B AR LN EER VPO, WIHER R A SISH
VS o D9 ORAEAS I 5 92 AT 28R I 3R A5 A HERA BE AT EE IR RO 25 2R, I ZRAEBC % %k T
TEN G SE e = S HER2 Al o A3 S-AG I 7 VAN S5 AR FEA UL B, 38 PR A
HER2 A&l 5 Al G B A A7 dh A B T 5

{EBO18255 X u&, e i 45 5 2 IHC3+BSFISH PH M (1 53 .2 WHER2 FH M3
ANARL . FET GRS R, ARMRRTHER2 FEARIAKFERER B, BIIHC
SEUN3+, BRIHC 73 #0 2+ HFISH 45 5 2 BH

2 26 T3t 46 TH



FE—TU7 L 7 (D008548 1R 36D , SISH Al FISH &l v %t 15 ¥ £ 1) HER2
FED P A 25 R — 2 (>95%) .

FERFIHC BUISH K IMHER fRRIAIT, 825 FH AR I PR 38 4 2 o] A X
HEFZHIVEAN IHC Rt R P R G T

7| SNEURERY T - Gt R TRIREAS - et e HER2 FH

4 PEVE A

0 | o/ MifEBlE <10%JH 5 4 it AT f T 240 0 A e 2 B R e A1
HY U S

1+ | > 10%[1 R 4 A HE AR 55/ L A7 RSP 1) Je e 240 i 1 AR 9531 ) L BA 1
PGB S s A0 S A | ARERASBI IR S L, AN RS g 2 e €
H BLAE 35 o A A Bt

2+ | > 10 %R 40 i Bl g5 2 o A RSP R fe e 240 i 1 B0 5 3 SRR LI
SRR A M BRAMUIKIRE | FER AR, ERAMIL. BOAMU AR RN, AN
SR RS A ALt T o) b

3+ | > 10% i RE 4 A HE AR 52 1 AT 5 P ) e T 240 i AR 5 ) 4 PR
SR JERAMIM EEAMIU PR 8 A EEAMULL EAMU AR BN, AN RE S

ARt E L

—MIESLT, SRR I HER2 JE A% DUE S e R 17 $4 DUEC2 [a E Rk T 8)
T2, NAEASISH BFISH 2 BH .

BEMRIEN AR HIBE ST

it 22 Bk B PO 25 R AR AR LR U RE I AT R, IR IR A R] B L B Sk A ik
L ETARKMT D o HIREIEMIOER (B GESHB] B “RiEmHRRM” O 1 E
B AEHIER 7 AT IR AT AT 25 2R B AR LA
[ZAREIE T HE]
24

EARIYIIA] 2 4] S JRE S S Y T 2 BR BT, A AR R O TER A R 1 KT Xt B LT
FESG RN 4 T4 Y 2 2R B PRI

ARIELE LR mAH, PRZ YIRS 22 2R AP A 4200 H I Ko 2D, R il ids
SIESZEYERR LR BAR . B i E e th 22k s ptia s WIa UGB T 8o) s 7 4
HRCR AT )3 g it (S LB 152 1) « N R C 22 B G ) LAT H I R Be k.
AR SR A 22 B PR TIR YT, B BB A 2 BR L BTIR T3 IR R e 5 i 22 Bk R T
BT TN HAANE, 22BN B AT S DI o 1 AN A5 i 22 BR 4702 15 52
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PERERE ST ARSI AT SIS T B IEE R WA dh B E AR B e iR LA EE

2Bk EPT E T A, R T AEARIE LA Y 22 B AT R 24 BB S AT VR T IR AR
I VLS KD AL, RO AR B85 SO A JLAET . X i
A R T S BR R PUR SE AR RUT R A7 1B R SR KSR EGs 5 R 22
BREPURITIN, FAREDE R

X ALY LA 22 BR B PTIR T (N E 2e s BIN AE 15 R AR TR A ISR AR AR
b, MINAEGIE N 2R AE L RIEA TS T N AT A NS EAT I o 55 IARMBORT 22 2R 5470
PRl W a0 V) SU Rt PRE S SR NS e

LTI ARSI R 34T, B NBI4ERRA R (2malkg) [ 25 {557 4h 20, A
HiEHR X IE LA F. SR, SN T AR A58 7514 0 UG R, W6 U5 28230 HER2 %2
PRI GAE 1 5 IR R K 8 1O EE B R B = b A2 AR P 2R AR /N BR TR IR BB T2 PR AR I 2 B 2 R A
W BEURFI (4288 20~50 K) FIBR i (4258 120~150 K) W %2 2 i 2 B2k s prpe iz il
JiEE

H BT IS A 018 Z2 1048 B il 22k s r R AT A F R iakE s i LA E. st
T T8 S 7 VB UE 3 3 IH Bh S22k R s AR A e 1 iR ) LA s .

WA HT %

AN 2E I Z 2R TR R W BT, BT AGRERREE (1gG) Al 4r WE| A
b, PRIV E AR SN, B AR 22 Bk BTG T (A SR AL . R BRI SR
BEEIH . FLT T PR G R E BN B AR ) LEUIR ) VA TE R A

TEFME AR AT — TR 5T, WE4R 120~150 K RLER K44 T 25 £ N R 4k 557 &=
(2mg/kg) HIBHZERmpr, S5 RRHMZER AP W B E AT . FE N REE T

TR AT LI 2 Bk, SRR LA H IR KR B TAR TR B
B

H1 TV 2 250 S BN T L B U TR BRI LR A AR B
R, BRIEE, EHRR 1 BB 7 A PSR U T S 7 T DS 7 L
S I TR AT
[LEIZ]

AN 18 24 B AR B AR T R AT .



[(ZFEME]

252 T R I LR VA 7T [H06489g A1 HO649g] k4 BliiA 77 [NSABP B31 #1 NCCTG
NI831] i & v, A 386 Hl4Fke 7L 65 & LA EIEE B A 1 M Z ek yiiayr (L,
NG A 253 B, HREVEFLEA 133 41D  BHEEE LI R AR fE
B AR B o i il 2z 2R g g U0 4 Bhia T B 4 T PR a8 BB A [ AN H 4
WCER I Js PR, ANREI W2 47 S b il Z 2R Pt e R S AR TR 5 . CikiE R In
IREIGWANRE 7R /0 U B, FER RS 1 AL va 7 AL Sl a7 b, 2 B 2 ek
PURIT R CRSefede, SRl I a], SATFH, oA BEAR TSR
R /NT65 B

(B EEE]
PR B It R, B DIREAN G0t 2 BR PRI AL B TC M .
(Y EER]

[ ARAE AR A BEAT 22 BR R HT I 29 EAE T I PR s A i 5 e 245
HIFHZE, RRIARKRESCOALER (S0 (48751 ) .

ARG, 2R 5SS ER R, 2R iE R A R4 T e 1.5
5. AWM BEAERM RS, 522k PN, 20 IEREZRER 25880 J154 % H
KA

M ZER IS Z M EE. K4 FTASHI A BT A, X259 K ih 222k P id
25BN 1 R A

M Z Bk A SR RN Z R A (S FEAREY) 6-0 FEIELL AL (POH) i
EEEE (DOL) ) MIWFE.

B ZER RPTa] RESE N — Fh 2 R LE AR (7-iA-13- —Fa ik Z KRR, D7D)
U RFE . D7D HIEYIEVERZARUIYIIR BT = I R S SO A . A REA 258
L AFAERS, 3 W 5 32 i 22 BR FL IR I XA

P EATE 7B YAl 1 R B AR 5 BN 5 i 22 Bk T T 25 1 AED
1% (PKD o i/ lIR M AE SRR W], REHARE A DS AR (1 5-FUD 254K
) 1A SRR 5 5 25 BOUEA + 22 Bk BT & F 25 R0RE . SR, 45 M 23k pi &
F 2GS, ARG R S R IR BT A (R 3 ] BRI R, A Y 24540380 115
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AR B T 25 B R A+ it ZER P TE I 2520 o 2 RN it 2 BR LT
254030 J1 A AT VR
(ZYdE]
AR PR 050 o R A I ol 8 il 22 R T R 22 KR B E>10 mglkg .
(R iA% ]
FLERE
AR FE) 6T

EXTPRIRENL TFBOE GRS GRIENSABP B31 FIiHNCCTG N9831, Wit i %
WL E IR B 2 VR A I 0 i T AT 4063 2 ) L B = TRENL . JFSCrEIG ARES Calae
BO16348, i —4 i Z Bk BRI 20 5 AR 2L (R iR 8 T0 s A A7 43 b 64 3386 44 %
PE) KB DU IRREAL JFRCHEIG RS GREBCIRG006, $£3222 i 3 ) #AT &M
e, SEH T B BRSBTS B2 A ALY IR TT HER 35 2258 LR 1) Lok v 22 A bk AN 2%
G

I R4 NSABP B31 fl NCCTG N9831 H, FLARMEARA LRI HER2 FHME
C(IHC kill7s 3+4) By 1Y (FISH AL NBATE) o HER2 A A7 R AL 7 2H Al i ot s
Kl (NCCTG N9831) Hif ZRAES L = 56 (NSABP B31) o AAERAI. A
S L USRS 2 B8 S I 43 R BRI Sl o P S R B R 4 v L . (R
ik £ >100mmHg BUC4E H>200mmHg) B E A REANA.

AL (1 1 822 RIWREFIRBEBILE 7 SR (ACSRIED) BUEEISE
I ZE2RBPT (AC>R R+ ZERBEHD 697, £ 2 Mlleh, BEEZ 744021 K
SRR 2 L2 60 mg/m? In3A kL iZ 600 mg/m? VAT « #E NSABP B31 t, K424 )E
(80mg/m?) EiAF 3 JE (175 mg/m?) 45%—Ik, A 12 ; 75 NCCTG N9831 ', Hi/fE
YRR R Y. M2 BRI L dmg/kg FIVIAE Ui IR TE R B R aRTRIT M H 2, 2
Ja B UL 2 mglkg RI4ERFRIR 2525, 2252 Ji . IR i O /) s v iR s e 5 VRS
M ECTBERS, RUK AN I Z R BBy (S0 DHEAE] ) - WRE Tl
AT, —BBAESE AT R PR . ER BHER/EL PR FAE M 5 AT K67 . G
TR I B SR TR AEAE I (DFS) , 58 SCNMBENL A 42 BLE %« ok 00 L e
55 IR R e BAE T R IS 1]
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3 3752 B A AN T B L A A BT FER AL 2.0 VI G, AC— HH2EE
+HZ R BT DFS. A BT Hh G THRI 1 52 OS 43 Mt 4 4063 1l &, AT 1%y
et (e A AL 8.3 AEBEVI J5, AC—EAZEE+ il Z Xk BhiH K A4 707 BB LR . & 9F T
3 NSABP B31 [ 41 &% iR 56 NCCTG N9831 =AM Fe L e, #HATH 2 dr. £
ELDFS rHrh s BF R AL E RS 49 5 (FuHH: 22-80 % ; 6% >65 %) ; 84%IH) &
HNAN, T%HNEN, 4%RNTEIET N, 4% NN R BRFIEETE 90% N
Rt SE AL, 38% N T, 1% NHRELEZ R, 27% N FEEE, 66% A i i EE
53%:4 ER+FI/EL PR+JMET . fEH 7 8.3 FREVI 5, ARBMER I A AC—EAZ R+l
FRR PR N D GE i S AN LR AE AR AL o

1 BO16348 i, FLIRRE bR AL 05250 = A0 75 R HER2 BRI &1L (IHC
3+) BRI (FISH) o WRELZE PRI LR 7 L AL T> Tle B4 BB NIE . ik
0 JI3E VR B LVEF <55%. il ] 14 Co R S 8 o 7 29067 (R Lo B0 + N PR S 385 (1o 5
ECG B/ iE B OB, & I e 45 il A EE (i & > 180 mm Hg &7 5K He> 100 mm Hg) 55X

BEENEES 5%

B3 BO16348 (1B it ATE HER2 [ R WIFL s B vh, AR TR WS ALYT A
7 (A& 5, RFRFEE— 4 A B R = A — i 2 2R PR T S R AL AT LU A 7
SE AR E M TF ARG PLE B/ TUASTRE AT I, A2 E AL BE (111 NAE 2 HiAh
W7, B4 I R ER P IIR YT B AR I R RPTIR YT o AT I ER DI BRA M £ IR e K
PRUERYT . ER+FI/EL POR+ZIR & 1% I T8 ke, 2 & SV R IRIT . 148
mg/kg #2EETIE, IREHRFR 6 molkg, B =JE—IRIEETIES T ZRESL. FEER
fabr N AAFH] (DFS) , € 5 NSABP B31 1 NCCTG N9831 [

i 2 Bk FPTLLAE A A 12.6 AN H B U7 IN TRV AT R 9307 SERE 0 b AT e T, Skt
— R ER PR IT A S SR AT ORL, % O MR RIEHTE TIR i & DFS 45 R IRHE -
BEAL P =S (n=1693) Ml 2 BR BT — IR 4L (n=1693) ) 3386 il 2 1) iz
TR N 49 % (BN 21-80 %) , 83%AHE N, 13% AN FRRHE: 94% =i
FERE, 50%A ER+H/EL PR+FAME, 57% Ak A5 BAME, 320 k&5 f 1, 1E 11%HH)
B, TR T, TR AR . 96% (1055/1098) ik EL L
P95 B B e SRR : 75 1008 1513k E2 25 B 14 7 95 B8 3 v, 49%(543) A ER- & PgR-,
47% (512) Jy ER M/5E PgR +, JF H 2D LR S fERHE B — 3 5 B e /KT
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2 cm. 2-3 FEEAERE< 35 % . FERENLT 2T, 94%IM) B He s ad DU IR A BL Rt i A0 T T

7%0

TEAA LA SR 5 — AE i ZBR BT T L1 2% DFS 4585, AT RIBEME TR
GINT, A HTEIEAE AL 8 ARV, X — AR A 2 PR ST VR YT AT L. ARYE %S
B, il 2 Bk R T EKON PEAR T AR T EAA MR s (EE R AR ST ARE ATT)
i, A M 2R BT T S — A M R BB O AEAE I (DFS) UK = 0.99 (95%
Cl: 0.87, 1.13) , p{E=0.90, Sk EAH] (OS) =0.98 (0.83, 1.15) ; pfH=0.78].

56 BCIRG006

7E5 BCIRGO06 H, % ZE 7L M br ACIE S HER2 ZERIH 1 (f FISH+) , 7EH0 5K
W= HEATINGE o B R E S W E SRR, BSR4 PIPEm HA T 5 S e ik
R E /b —T0: ERIPR [, M K/N>2cem, HE#4<35 %, SLH A0 SR BA% 73 ek
2 JEEk 3 . ARtk xEe . OV, 3 KBk 4 FOERE . REGYINRITINOE
o B PR SRS o . R R (B75K K> 100 mmHg) {14 T4
B N2 BT N3 B ML FLIE S ) B3 T BEA& S It 75

BAWHHT (11D NEZL R IEMARE Y 2 i (AC-T) , £
Ev B RN IR L 2 B3 22 PG A 38 I pH 2 Bk BT (AC-THD |, 522 U fth B8 R0 -1 4 i 1t 22 Bk Bt
(TCH) . AC-T 4171 AC-TH ZH34% 3 F 45 T— 1k 60 mg/m? % 2L J2 600 mg/m? F i I
fe, FEUANTHRE; A 34Tk 100 mg/m? 2 FhAh 38, JLIUANTHE. TCH 414 3 4T
—IRZ Fafh3E 75 mg/m? &-RE1 CHFR AUC 24 6 mg/mL/min, %k 30-60 7381 , 34
JTRE . M2 ER PR E 45 25—k (WIUGFIR N 4 mglkg, S8R5 AR —IK 2 mglkg 7l&D
e TECTC, RJEIE NS 2yt 3 42—k (6 mglkg) , 352 . fE5EHAMIT G
FHRRYT (USRS T o ER+AI/EL PR+IE EE 12T 5. F B4 RIRbr o A7
# (DFS) .

£ 3222 W22 BENL 7 LR BB, PR N 49 5 GBI 22-74 % 6%>65%) .
BRIARHE A AG 54%4 ER+RI/EL PR+, 71% itk ELEb e (LR 41T, P S 3t
AT T WAL F R

DFS £ (i3 NSABP B31 1 NCCTG N9831 ({5 44 k% BO16348 Flixl5s:
BCIRG006) A iz OS 4% (36 NSABP B31 1 NCCTG N9831 )& 343 Mt I ik 4 BO16348)
5T 9. k4% NSABP B31 il NCCTG N9831 i, Hi{i 2.0 Effivi 5 AC—TH ZHITHH
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AT 4, R 8.3 RV ACHTH A AT B 5. R4 BCIRGO06 [1]
T HEATIAS T I8 6. FERTA DU 5T, 7EH 2 DFS 0 i, DN AN N E#E A
B, MR T8N S SR EE N R GA 25 IREE MR 858 Rre s (R ik
W CEAL IR A WA AR REE) NEE. Fi8>65 SIEH. KK
NSABP B31 # NCCTG N9831 1, OS A% tt>N 0.64 (95% CI1:0.55, 0.74) . fEfr 8.3 4
BET B [AC—TH], flith AC>TH HALFFE N 86.9%, AC—T 4K 79.4%. {3 NSABP
B31 #1 NCCTG N9831 i 2% OS /- M4 R & W], 4 eEhe . R 2 MORZS  BHIEM 455
JIRE R /N3 G e T RITBOTT 53 2510 OS 3k a5 8 A AT R BRYR 7 308 — B FEAFRH<50 &
(1) 538 (n=2197) 1, OS A Lt 0.65(95% C1:0.52, 0.81) , 7E4-#4>50 % 1) & (n=1866)
H1, OS KUz A 0.63 (95% CI1:0.51, 0.78) . {EFM IR MR AN (ER BHPEA
/5% PR BHTED B EF WA (n=2223) , SAAFHAR XU EE 4 0.63 (95% C1:0.51, 0.78) .
TEBW B 2R MBI (ER B/ PR BAME) BUEH T4 F (n=1830) , M4
A7 311 XU T 0.64 (95% C1:0.52, 0.80) o 7E R K /N <2 em (1) i35 W 4H 1 (n=1604) ,
AR AF R XURS B 0.52(95% C1:0.39, 0.71)  7E R K /INR>2 em [ 35 .20 1 (n=2448),
AR L 0.67 (95% C1:0.56, 0.80) -

29: HENSTABERAEXNMEEE GRBNSABP B31 FINCCTG N9831. BO16348 BCIRG006)

DFS 4 DFS XU b BT (0S 0OS Xt p fH
(95% CD) =1
pfE
NSABP B31 FINCCTG N9831°
AC—TH 1330 0.480d 289¢ [0.64¢d
(n=1872) ° (0.39, 0.59) (0.55,0.74)
(n=2031) © p< 0.0001° p< 0.0001°
AC—HT 261P 418¢
(n=1880) °
(n=2032) ©
B0O16348'
7 — 127 0.54 31 0.75
fh 22 Bk B4 (0.44,0.67) p=NS"
(n=1693) p< 0.0001°
7 — 219 40
M5
(n=1693)
A 36:BCIRG006'
TCH 134 0.67 56
(n=1075) (0.54-0.84)
p=0.0006 !
AC—TH 121 0.60 49
(n=1074) (0.48-0.76) p<
0.0001 ©'
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AC—-T 180 80
(n=1073>

Cl= Bf5XIl,

A% NSABP B31 il NCCTG N9831 /7 %: £ K ILENMBEMEIZT R ESE (AC-T) BUERAZEE N
HZ 2R3 (AC—TH) .

© B R AT IRAE AR, AC—HTH 4178 72,0 4ERE5 5 19 £ EDFS 73 #r.

C B ME RIS ANBE, 7E707 BIFET: (AC—TH HH178.3 FFEFEVT) J& HER4&0S 4T .

ARG . PUE R T R B GHE SEEE ZAOR S R, SR Cox B 20 B At KUK
tt.

® 43 2 B EORRAG 565

T4 2 R AP OA T AL T SR I 1] 12,6 A H BB A DFS 73 #t .

O X HRRAT LG -

"NS= REE.

Y56 BCIRGO06 /7 %8: %32 HLE FIFRREIE G 7 3 2 VM3 (AC—T) BREASELIN ih 22k b
(AC—TH) ; ZPHfhIEMK4niZEk B hr (TCH) .

VA3 T L 2 FR U o0 7K SF-40.025.

4. BZIIRBHBIGITHBEENTREFRY GRKNSABP B31 AINCCTG N9831)

@
-
L 0B
=
Z
c
=
§ 04 -
<]
o
0.z
== = = e AC > TH (doxorubicin + cyclophosphamide -> pacltaxel + Herceptin
AL -= T (doxorubicin + cyclophasphamide -> paclitaxel )
Q.0 —
I I I T 4 I
Q.0 a5 1.0 1.8 20 25 3.0 35

Disease-Free Suraval (years)

Number at risk
ACTT 1420 1158 926 €8s 534 375 195
ACTT+H 1872 1826 1240 = = TG4 578 426 239

E5: BZIIREHENGITHEENSERY GRBRNSABP B31 FINCCTG N9831)

1.0

——

2 o6
<
=
o
=
=3
=5
8
& 0.4
0.2
AC->T (doxorubicin + cycicphosphamide.>paciitaxel)
AC->T + H (OXOMIBIEN + CYCIOpNOSPNamIce->paciitaxel + Herceptn)
0.0 i
o 1 2 3 4 5 6 7 8 B} 10 1"
Overall Survival (years)
Number at nsk
AC-»T 203 1951 88 1806 732 1643 1538 12377 o7 €30 399 1”31
AC>T+H 203 1992 95 1807 1843 1787 1714 1633 "aw 787 485 159
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Bl6. #ILAEHBINGITHBE KR AR GAKBCIRG006)

1.0
08
3-:
Y%
1= 06
2
W
c
8
5 04 -
Qo
0.2
s dosniubean ¢ 0 jaxed + Harcepan)
- — H gl
— * koh t
0o
T T T T T T
1 2 3 4 5
Nurnber a1 risk Disease-Free Swurvival (years)
C->T 1073 971 8602 417 a3
AC->TH 1074 1023 885 457 126
TCH 1075 1018 877 447 126

0
AC=doxorubicin and cyclophesphamide, T=docataxel, TCH=docetaxal, platinum salt, and Serceptin, TH=docetaxsl and Herceptin.
Kaplan-Meier estimates are shown

MRS HER2 1 FB BOCRE R 1, % 7T 345 b 5256 5 A 45c4fs 1) 105 NCCTG N9831
MBO16348 £ AT ' DFS #R R M.

R Z W10, EIRKNCCTG N9831 1, BRIHC 3+/FISH+IEAL 547 Hodfa 1) i & LL A5
H8L%SL, FAFHIE D . BT FAHUD, ANRerS A AR ZH A RO IR A I8
R BO16348 I FAEHUE LIIER IHC 3+/FISH K AIWZH K FISH+IHC K037 41 A %
DFS F 2 2 R

£10: RHENCCTG N9831 FIikHBO16348 1, RIWHER2 TRIAKER YT WHRKEITER

RENCCTG N9831 REB016348°
HER2 £l 25 44 BEHE DFS XUt BEHE DFS XUt
(95% CI) (95% CI)

IHC 3+

FISH (+) 1170 0.42 (0.27,0.64) 91 0.56 (0.13,2.50)

FISH (-) 51 0.71 (0.04,11.79) 8 —

FISH 40 51 0.69 (0.09, 5.14) 2258 0.53 (0.41,0.69)
1H§<3+/ FISH 174 1.01 (0.18,5.65) 299° 0.53 (0.20, 1.42)
+
IHC K %0 / FISH — — 724 0.59 (0.38,0.93)
+

& AE T2 = HEAT BUSK P HercepTest 72 IHC & % FH PathVysion v HIFISH (HER2/CEP17
ELAE>2.0)

® RUGBOL16348 H I 5 (1 T AT 6 Bl M IHC 2+,

¢ A R RPUIR YT A AL RE TN ] 12.6 N H

BO16348 56 L fhk B H E 122 #1534 CWE4H54 51 F1 il 2 Bk B 41 14578 Y7 4168
1) o 122 454 [H B P46 B (26~67 %) o k2 EE (92%) 5 & e 1
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KA IR T B . 50%H) B Nk AERA T, WA I B 40%, & 10%fF) &
T HSZ T R BT T JC VAR R R R . MR S AR B MR R 41%. 91% (1)
FARBNIR YT RS2 ORI, 26% 1) BB e T IR A B R A BRI . 1E
BO16348 I 47 DFS 73 My, o [E S s A A0 h 22 BR B4 1 SRRy I 2 SFE R
HEAERIY RN 8LA%HI92.9%, HIZERHPL 1 iR 7 AR S H W E R BB BT X
& (HR 0.29, 95% CI 0.08-1.08, p=0.0489). H1[H #4252 th Z 2k Lprii Bhia I7 J5 s R 3R
i H 5B016348 i I SRy R — B, WK 1l.

F11: BO16348 R, PEEZTVHRITHR

thE 2 (BO16348 i)
T — 22 Bk b 7 — W52
(n=68) (n = 54)
FEAS
DFS H4% 3 8
A 0.29
XU EE(95% ClI) (0.08,1.08)
p1H 0.0489°
WREE R
0S /4% 1 3
K% H.95% Cl 0.30
p1E NSP
& S B AR T
bNs=FERzER.
I ARE R BNIR T

MO16432 (NOAH) X4, it 10 NHrH ML T I & H Z Bk APy RE (A4
FERAELLE (AP+H) , 482 DL P+H, B4k Ll CMF+H) 22 PR ZhEdtAT 1 ik
Fo WRFCAAIN THOS W R QD B REME HER2 Z3A FHE 7L IR JR . 5t
Sy 20 il Bh- i BhVG T 2 M RSB S I 2, TR D R R B AT, 4k DU
ZERBHUHBITIE, BIT 14

R 12: TR (MO16432/NOAH RE)

S 7+ ih 22 Bk HL gt AT

(n=115) (n=116)

RS L
Te AR A 16 59 (95%C1I)
LA ) R 0.65 (0.44,0.96)
p=0.0275

RSN N B e 40% 20.7% p=0.0014
22> (95% CI) (31.0, 49.6) (13.7,29.2)

R R LRI S R LR 25 AR 5 oK HE I AT IR T
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X EER A S EFS, B M ZER RGO BT R, RS Bk U B
9T, FRIRTT 52 i, P R R R A ARG T B 35%. XU ELEFR A N2 X SR e (E, DA 34
TP EA R AER, ai R ol 2Ry, WM ERED 13 ME oA (65% vs
52%) .

L quil o

FE—TRBENLGT R . BEA A TT B R R 36 (H0648g,  n=469)F1— JHFF i () B4 24 1Ifs R X 36
(H0649g, n=222) w1, Xf i ZER PG AT I T 82 1 FU IR 1) 2 4 A ki it
AT TAFIT. 2 /MAES 35X HER2 B 1 B A I A 1 FL IR B3 . RO s = e 2
PEVPAl R 20 212 543 Zd i RIBHER2 &R 1 (4 A0~3 20 HIEH A N A

FERANEA R — 267677 (H0648g )

H0648g y—TiFEAL B 2 OGRS, 1 469 S RIEZ ST IR s
P BT . MR AL IHC AL Gl R SRR, CTAD , 4£0. 1+, 2+, 3+9F7, 3+
FonmAtE . A 2+ 80 3+BHME R IR AR & A CREA LA 33%) .« BFBENIEZ
FL— AT BB E M 2 PR AP T . i BRI BULS Tl R SR TR Amglkg KR, 25
T JH 2 mg/kg 4ERFFEIRST . W TAEA AT W e R A I T i B, TR
EAEE (175mgim?, EpikiaEE D 3/, 20 KoM 1LI7HE, & 6 AT 5 HAhEH
TIT R BRI A B E A% (AC: £ L2 60 mg/m? B3R K LL 2 75mg/m? -+ PRIk
fi 600 mg/m?, 21 KN 1I7HE, 6 PR o fEBLIRIGH, 65% BN 482 B —1byT i
BEAETR I SN B2 M Z BR B BUIRTT , ARSIy RS 4

WRYEIAL B A2 HL5E, 5IURZAT I EE ML, BENLEESZ 2 2R i ALy
) B P LRI FRE I R S G, DR AR (ORR) 1, A2 rr s Al iE K. Bl
WL 32 22 SR Ry TR ST ) BB TR AL AR AR (AR 13) .« IR S8R RCR B L 45
W Z IR PUINEAZ R B, I T2 i ZER R PUin AC B, (HEAERG KA
KBTS



* 13:

HO0648g: ¥ 1EFLARE I —EiB T R

BRATRIT 45 £ Y AC 4
mZERpL Frafr  mEERTRh BREE MR AC
+ + +
a7 YA ACA
(n=235) (n=234)  (n=92) (n=96) (n=143) (n=138)
FEAR
R TTP (f) beC 7.2 4.5 6.7 7.6 5.7
95% H{Z[X [ 7,8 4,5 5,10 7,9 5,7
p g d <0.0001 < 0.0001 0.002
REER
E,%%zb 45 29 38 50 38
95% B A5 X [H] 39, 51 23,35 28, 48 8,22 42,58 30, 46
P f1® <0.001 <0.001 0.10
b g (g) e 83 5.8 8.3 8.4 6.4
25%, 75%WY /313 % 6, 15 4,8 5,11 6, 15 4,8
LA () © 25.1 20.3 22.1 26.8 21.4
95% B X [H] 22, 30 17,24 17,29 13,24 23,33 18, 27
p Ed 0.05 0.17 0.16

& NC=F IR 22510 (% T Ll 2 53 7 LU 2 ) RUBR s
D b7 TN 2T

€ Kaplan-Meier ¥4«
9 3ok i
S L

H0648g A o, ImRYT 802 a8 £ B IR T HER2 s it E R A /K FixE (3+) )

B (MR 1D

F#14: H0648g ¥AIT R SHER?2 BH BT W AR &

HERZ ReIZES BT BRI ORI BRI R R b
(N) (95% Cl) (95% Cl)

CTA 2+ or 3+ 469 0.49 (0.40, 0.61) 0.80 (0.64, 1.00)
FISH (+)* 325 0.44 (0.34, 0.57) 0.70 (0.53,0.91)
FISH (-)* 126 0.62 (0.42, 0.94) 1.06 (0.70,1.63)

CTA 2+ 120 0.76 (0.50, 1.15) 1.26 (0.82,1.94)
FISH (+) 32 0.54 (0.21, 1.35) 131 (0.53,3.27)

FISH (-) 83 0.77 (0.48,1.25) 1.11 (0.68, 1.82)

CTA 3+ 349 0.42 (0.33, 0.54) 0.70 (0.51,0.90)

FISH (+) 293 0.42 (0.32, 0.55) 0.67 (0.51,0.89)
FISH (-) 43 0.43 (0.20, 0.94) 0.88 (0.39, 1.98)

* MZ IR 469 4 g 451 4 B, FRASHIFISH R0 45 5 .

M fE R AR ST AL B, 22 BR R TINAG T A R AT KUK .
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FEREPE LR — 26 =267)7 (H0649g)

fE—TiZ . FR S dlif RIS (H0649g) Hixt HER2 PH M A5 R4 1t FL e &
HHAT T 22 BRI B2, IR T e AT N e R I R e 2 1 B2 IR . A
i 222 fEE T, 66% [ B ST e i LT, 68% B Su Rzt 2 Pkt T RiRyT
FERE PG, 25% B E B T ACIE . IS M E AT . R e il R P A A
amg/kg FEfkETE, B SR — IR 2 mglkg 4EFRE R E K IR TT -

A I VE AR 28 A 23 VP4, ORR (SEAZRMR + B2 M) h 14%, H P se &M% N
2%, HRAERN 12%. TEAMAUIL T IR R IR T B BRI A 1 2. TR A
N CTA 3+[1 - BEAR LR Ry 18%, illSh CTA 2+ B R F N 6%.

BBRtERRE

E—TBENL(L:1) SRR TR 2 b 1 HIE RIS (BO18255 ik36) Hrlhask T il
FERSRPUL A R 5-FU FIRETATT HER2 BHME S 1 B e £ 1) 20 A Atk
Z 0% 0 B Y B HTR B i6 9T (KR R 1 1 e ol B i S S e . BN
TEbR BB BN 594 B B, MM EI AN 314 4 (53%) . fETHRIAIEE —
I BT 2 R B GEiE A OGS ST bt . 2 Hrin 3k 351 il EE AL AL &
FHLT: XTI 184 Bl (62.2%) , X4 167 ¥ (56.0%) . ZHILT YIS &
FIRAE A K

LN 2R RN B R (R 5 R |« BUREAL (F vs. B
BEZSD « AR OB vsE) « ECOG A JPRUL (0. 1vs.2) FIFRmEEE (R
BRI vs. 5-RURMENE ) o BT B 00 HER2 JEH 4 (FISH+) 8¢ HER2 i J# 3k (IHC
3+) , HESREHBAELHLIELIEE (A1 LVEF > 50%) -

TEAEA I ZER PR T A, DL S T il 22k b, &LHE7E 8 mg/kg,
JE8RE 6 molkg, B3 IR, HEMIGEGEER. ERMARAET, AE 1 R,
WA LA 80 mo/mP FI AT IV 45245, vk 2 /NeE, A3k, Ste NEM. AR
AL, KB PL 1000 mg/m? 7B 31T D IR ZA 25, 45 H P Ik CEL H 575 2000 mg/m?),
WIT 4R, BMEAM221 K, e NMEAW. Hob—FrgURmEE K BRIRIT R, WL
REH 5K, ELLFIRHE (CIV) 5-FURMELE 800 mg/m¥ Kifl&E, &3 fH—ik, L6
I
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RIS AT AR 60 & (il : 21~83 %) ;3 76% NP 53%ANWIA, 38% N
BIMZEN, S%ATHHEF N, 5% NI B AF; 91%[ ECOG PS N 0 8¢ 1; 82% &5
RYEER, 18% &AM E AEL M . XS EE T, 23% 2 BUIRTFAR, 79%4%
52k TR BT R SR BTV, 2% 8 S JBUR T Vs

KA log-rank RrIGiE - £ B4 S HRAR (OS) , BT 351 MNBET 5 ) e 24
OS g REAB G = 3 (% L EWIKT 0.0193) , ERLEMT—HFZ )G, LT
OS BEF M. A RE L HT RIS R oM A e 45 B d, v 3% 15 FIiEL 7.

# 15: BO18255 ifM: I1TT ABEAFH

FC FC+HHAH
N=296 N=298
R A (A o i) e A
FET$0E (%) 184 (62.2%) 167 (56.0%)
eh o7 11.0 135
95% CI () (9.4, 12.5) (11.7,15.7)
A L 0.73
95% ClI (0.60, 0.91)
p B>, XU 0.0038
BB ) e A A7
FET- R (%) 227 (76.7%) 221 (74.2%)
SREDATEN 11.7 13.1
JAUK: EE 0.80
95% ClI (0.67, 0.97)
* 54 LR EME/KT0.0193 AHLL .
7: BERMEBREEBEPHNEETFHERER (ToGARE)
Product-Limit Survival Estimates
With Number of Subjects at Risk
10
0.8
£
S 06
.Té 0.4 ‘\-'-.‘X
a iy T
0.2 4 ﬁ"’“ﬂwh\_ -
*—;,rh'h e — e —+
0.0 '
1 206 207 130 60 34 14 3 2 o
[‘) 1l0 2|0 3l0 4|D 5'0
Duration of Survival (months)
—— S EFREEHEE -—-SERTEEELEZTER
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FER MR ABER T HER2 2R 18 (FISH) FIEE AR RIE (IHC) Kl 45 it
177 OSHRZ MM, 45 E/RHER2 BHPE(IHC 2+ FLFISH+ 3 IHC 3+) 3, TLIT B A 2
PR S Aty A A A A e S H 11.8 N H, HR 0.65 (95% CI 0.51-
0.83); i CHEEA W7 N7.6 N A K554 H, HR 0.64 (95% Cl 0.51-0.79). HA4iH

W16,
R 16: RHEHHSEFHERE HER2 KRR FIRR DTSR

FC FC+H
(N=296)? (N=298)P
FISH+/IHC 0, 1+ F4H (N=133)
FETHE n (%) 57/71 (80%) 56/62 (90%)
HHA2OS I (H) 8.8 8.3
95% CI (H) (6.4,11.7) (6.2, 10.7)
UK EE(95% CI) 1.33(0.92, 1.92)
FISH+ / IHC2+ TF.4H (N=160)
T A= In (%) 65/80 (81%) 64/80 (80%)
4708 B TE(H) 10.8 12.3
95% CI (H) (6.8,12.8) (9.5, 15.7)
UK EE(95% CI) 0.78 (0.55, 1.10)
FISH+ or FISH-/IHC3+C W41 (N=294)
FET L n (%) 104/143 (73%) 96/151 (64%)
HAZOS BFEI(H) 9 13.2 18.0
5% CI (H) (115, 15.2) (15.5, 21.2)
A HE(95% CI) 0.66 (0.50, 0.87)

A RERBVEWAL TR, B TFC AR BiFIFISH+ (HIHC RBATE) .
D i pRa ML HT R, S T 6 BB B2 A RS BIFISH+ (EIHC IRBLR 36 [ %

CHAE TALIT6 . B ZRRBHA10 BIFISH-. IHC3+5H%, (hyr418 7). 2k i 418 FIFISH IR
MASVERIIHC 3+ .

o A B A RS R QR R H #2009 421 H 7 HD

FEE 156 FH 0S5 T ZREK, F 614 flE5% 7 HER2 ffik, HER2 B
N 22.7%. £ HER2 B [ 552 v 85 BiI7F A 7 N hnifEdE AAREG . i 2Bk gt
2H 36 B, ALIT4l 49 . HPAEYT AN B N DG FARRIE . BOREE AE. LURBENLAL
PR CBIRTEHE . JERBREAL. TR, ECOG & JRBLAMETT 1) 5P R
I %7 95%H) BE R ¥MION, FEFERIAER (£80%) . £ 80%HEH#H ECOG
IR 0~1, B 1 G1EFSMFTE BEH 2 T -RE R

SRR, SR, T R GRURMERERITED A3 n il S22k iR T
HER2 BH I FE#2 14 B e b B s, SRS 2IGE R A4 12.6 M H vs9.7 M H),
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FP+H ZH BT XU 4% FP 4R T 28% (HR 0.72; 95% C1[0.40~1.29]), 5 B0O18255 iR
50 SR NS IS R ARFE T — 3 (PALAEAFEIH 13.8 M H vs 1.1 M H, HR 0.74; 95% Cl
[0.60~0.91]) (F17) .

R BEFHEY (FAS)

R M I /AR 12 2R BT/ RUR
(N=48) I I/ I
(N=36)
H LA ) 28 (58.3%) 19 (52.8%)
T A 20 (41.7%) 17 (47.2%)
HELFEAER R (D
AL B 9.7 12.6
FRA % 1195% Cl# [6; 18] [10 ; 18]
A b 0.72
95% Cl [0.40 ; 1.29]
SRMENE . P AF A 1 B R B A ERS- FU
* D#E

# Kaplan-Meier 1Pt

# AFE CBUR I IME Fh= AR )5 R B AE T

R =S5 MR PP B2 s R B JE E B <<l A 1) g i 12 i 1 H R ik
JEPUMRIRTT BB E H B AAEBE T (5 s H TR S 1 H

FAS: 2pthdE, GdfEb8E2 7 — X259 0 prd BEYLAL

MATFIR Kaplan-Meier fiZ81P 8 o, PIZRHNZRAE 4 A A Ja W S22 AR Fr
T ERE.
F8: HE YA B A KB A E Kaplan-Meier 122 (FAS)

ERFHE

1.0

0.9

0.8 Log-Rank Test

P=02659

0.7

o5

0.5

0.4

52 T 5 & 0 W W ®m B NN A BB TN T W

07 B8 (A)
126
e AT
FEWRMD 4@ 46 35 27 B 14 1M % 8 3 2 1 1 1 1 1 4§ D0 @
GERerERESND 36 33 30 23 19 13 12 ¢ 7 4 4 3 3 3 3 2 1 0 0
iBTER == ., FRAZ BE/II 58 — 2Tk B ELR R R /T 4
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BT HAR IR BT 20 i Candedt e 2B A7 3 (PRS) | it ey i) (TTP) | Z2ff%.
I PR IR 2 28 RS AR R SR [R]) 3595 81 T 2%, R 5 BB g R — Bulass (&
18) .
® 18: KEFMMAELLE (FAS)

2R TR I N H1 e e SRR T
N =48 N = 36
b wviid;: da sy e
A (D 5.5 6.8
HR (95% CI) 0.69[0.41 ; 1.15]
PRI Bt PR I ]
e (D 5.7 7.2
HR (95% CI) 0.67[0.39 ; 1.15]
5E A 2 (4.2%) 2 (5.6%)
o A 14 (29.2%) 11 (30.6%)
IR A E 13 (27.1%) 13 (36.1%)
I it e 9 (18.8%) 5 (13.9%)
R PPl 10 (20.8%) 5 (13.9%)
ZRAE (CR+PR) 16 (33.3%) 13 (36.1%)
K3k % (CR+ PR +SD) 29 (60.4%) 26 (72.2%)
AR BERT 8]
Syt ) R
16 (100.0%) 13 (100.0%)
g O 4.5 5.8
HR (95% CI) 0.56[0.23 ; 1.35]

HER2 ik & i 22k ity (0 5, EE AL B b HER2 FHEM B 405N FP
413415, FP+H 4128 fil. HER2 BHPE: 2 N IHC 2+/FISH+AT IHC 3+, —THRZE M TR
I, HER2 BHE 38 FP+H 4L FP A i i A A= 47 91 70l 9 16 4~ H A1 9.7 4~ H (HR 0.55;
959%CI [0.26; 1.18]) . X—&5 2R, HER2 BHH: B 852 th 22k brin T v RE 3k 8
LGRS 2. 76 BO18255 iR50 1 L/ Ak i A 1 AR 485

[Z3EEHE]
ZiEEH

HER2 J5iji KK 5 c-erbB2 Zm A 5 I 52 AR B2 5, 71504 185kDa, H4ii) 5 HAm &
B AR F 2R HIZBR B HUE AR S K il e T 4] HER2 w3k iR 41
IS

it 2 2R BT AT SR SUA RS N SRR Y. (ADCC) o fEMRSMIE T, %2
RT3 ADCC RUNAE HER2 15 3RIE [ 4 o L HER2 JF iy 2 fg 8 4 M SEAC
S
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HEAA

AR EArdE Ames 50T AN MLk EA R A g b, dZ Bk PR E IR
#5000 v g/mL I, RWERAL SN . FEAA N GRZ RS, DR ks S i 2 Bk s ik 3
118mg/kg B, R LT /)N BRE A A G B R4 5

AT EMETERRAE T kg b, 2z BR TR 45 24050 B A I R HE A T
2mg/kg/ A 25 A5, R WA H G AT KT P A, RO A AT 71 AR .

BoBtE: RAEATEUE DT
(2130 71%]

TERAR LGB R oMb, SRR E 18 T 1. 11D 11 3R, 357 22 Bk B g
BT TR T (1 1582 9152 18 16 I8, it 2 2k BBt i 2530 S AT T RN
KRR, B R R RS AT R MR AE M BRI AR IR T S Bk TR
A2 i TR ARMENS BRIEAT, BTG RR ARG W LRSI T o LI (MBC/EBC)
LR EIE RN 0.127 L/H, BN 0.176 LIH . dELMEHEBRSET, BRHEBRE (Vmax)
9 8.81mg/H, KIKEE (Km) ~892mg/L. FLAMEEHEM P REAFN262L, BHiE
(AGC) H# 4 3.63 L.

19 (1AM Ak 20 (BB Al THUERI RS 257 £/ 3 R 2577 & 69T
Ji FLUAR I A S e B R R 25BN S 2E TN G B B & (5th-95th 250 1 PK 545
RAENGRAH IR E (Crmax A1 Cmin) P RIS

19, TR S B IKA 2 BB RE SN S ABRERER N -0

B ED
2%2’2575% ﬁﬁﬂ*@%ﬂ N Cmin Cmax AUC
(pg/mL) (pg/mL) (pg.B/mL)
8mg/kg + MBC/EBC | 1195 29.4 178 1373
6mg/kg (5.8-59.5) (117 - 291) (736 - 2245)
3 J4h Y AGC 274 23.1 132 1109
(6.1-50.3) (84.2 -225) (588 - 1938)
4mglkg + MBC/EBC | 1195 37.7 88.3 1066
2mg/kg (12.3-70.9) (58 - 144) (586 - 1754)
RS
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#20: FUBRMRIAGC B i BEREHBIKA S 7 RNRAGR N L TN RS RERER 6

- o5 F4r R0
%%ﬁ% J/ij_\ﬂﬁll N Cmin‘ss Cmax’ss AUCSS ﬁﬁ% ﬁﬁﬁﬂ‘ﬁqlé
TR (lg/mL)|  (uy/mL) | (no.H/mL) | BIH CL ¥ (L/
() H)
8mg/kg+ MBC/ | 1195 47.4 179 1794 12 0.173-0.283
6mg/kg EBC (5-115) | (107-309) | (673 - 3618)
3
AGC | 274 32.9 131 1338 9 0.189 - 0.337
(6.1-88.9) | (72.5-251) | (557 - 2875)
4mglkg+ | MBC/ | 1195 66.1 109 1765 12 0.201 - 0.244
2mg/kg EBC (14.9 - 142)| (51.0-209) | (647 - 3578)
RS Y
T IOIREA N B E

BOAE S DR 2 88 AT BAR I 25 s 12wt 7t . AR IR 254830 7122t v
WoR, BIHREA A ZER B GUAL E

CEN
ST 22 R R AL B R o R
(5]

2~8°CHREJE IR A7 ANIS Hil o
RIF a5 N 6 5]

FETC B AT TR, AN b H 7.2 ml KRS K I 42 2~8°C R A€ TR AT 48 /NI
AR BCLF T TR o
& R I 1 TR B T 3 IR A

B 0.9% AL TR BT I 1D i 22 PR PR TRV, PTAE SR NI AR 2~8°Cop M T AasE
RAF 7 R, FLEAETE 30°CH) SR 25T T ORAF 24 /NI o B THoRe J 1 il Z Bk SR 5T AN 5 B

JEEFR, AR A TG G BN By AR o BRARBC AR AL R R R ATIE SN T
2R N IEAT R, 15 AR RE e BRI LA BE TR AT

THZIERE s BIAT %00 5 24
25 b AT FRCT /N A B Ak
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[R%]

150mg/¥i, 1 /&

[HXH]

2~8°CHECARIE M IZ K, 48 M H »

(AT HR ]

YBS00182020

(LA 5 ]

[l 247 $20200019
(258 ERFAT A Al
H B BREREDURAEMRI 2 IR A

TEMthE:  EdETARICIX Bl 1289 5

(A= 4k ]

Ak AR
Az ik
HIIS S G 1)
CNRREER
(8= TR

R DRI 2 PR
AR X E 1L %1289
200233

021-33395800 (AL
021-33681208

GRS, 400--086-6800 (JE—ZJHH, 4 R24/NEH)

% 46 TU/4L 46 TH



