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M 2 b AR R (R B RS2 T R/ B S IR T . R T FUIR R RE A HER2 I RIE, & SN
OV S 5 P B 414K THC3+3K ISH 39 Lk =2.0. FBEREHL (1:1) 52 #h 2R PR fih
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PTG A HAt HER2-$E [0 254D R FTVAST J5 VFAk bk E2 45 05 BURZS 24T 43 JZ BB L

FEAF 21 RIAHIIEE 1 R, $IKS T 3.6 mg/kg A fh. BUEERE 21 KM 1 K, Hlka T
6 mg/kg M Z Bk BT BRAESR S o S S 7 [m) = sl A B i 32 331 (LASR R AR MDD |
BRI 14 A R AR S B Z R SRBUIRYT  TE R AT, AR B AR YT IS TR 10
AMH GEHE: 1~2A4HD) , lZERR AR DY 10 M GERL: 1~13 4MHD o %k
A SR YT IR R T RS F 4 E E A 7T WG A I, Ry i 22k B ht LA e eI 14
JEl #A HER2 #E[A)ATT .

TR AU A R 2% fR IO R BV A (IDFS) o IDFS 5& SCHABENLSM 20 H 28
PR A TRV NS P LR R B2 TR ey 3 s X M iR i e AL R I AR R
Pk 7L B B4 DR PR AR T (R N i) o L 2 A3 IDFS G o — R ME AR SLARED IR A= A7 I (DFS ).
BAAEH (0S) FITGimu K A (DRFD .

T AR B N D Govk 2= R R R LR Pl . SRR AR A 49 & GEH: 23~80
), AN 72.8%, TH & 8.7%, BASIEREEAN L 2.7%. S HIEFS, Frf EEH
ke NHEFEA 22.5%KE A6, 54.2%K BB 23.3%K A 17 Al X . PEFEAA 101
B8 . PIVRIT LRI R TS R AR L, BRI MRS (BERZ R PRE: 72.3%, WE%
RHITE: 27.7%) « BEGKSH CRATFER: 253%, TTFR: 74.8%) FARFIGST G 7RI
ELRE GREARATE: 46.4%, WESHESCRIPAN: 53.6%) .

REZHUEH (76.9%) GHSZIE & EIRRAMNHHIIIIT 75 %o 19.5%I1 B35 8 532 ih %
PRELUECA Hofh HER2 BEMZ5Y) (FENHTHBEIT AR ), Hh 93.8%) B 520 %
PREBUVE A T E

5 i 2Bk B PURIT AL, A IRIT X R IDFS BRE B PR R UG53 3 (RS L
[HR]=0.50, 95% &1 [X [8]°4[0.39,0.64], p<<0.0001) , #24F IDFS A X BFE 50%. B3 il
F TR ER TR 22 BRI 3 4F IDFS ZAGTHE 7N 88.3% vs. 77.0%. WIS B2 W3k 4 M
B 1o H B A R i 4 R 5 2R AR — .
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Z* 4: KATHERINE BF 558 201 8 45

il Z 2R EHT B ZER P
N=743 N=743

FEL
TEEERRER (DFS) °

RAEFMANEEHE (%) 165 (22.2%) 91 (12.2%)

HR [95% CI] 0.50 [0.39, 0.64]

pfH (log-rank fr3%, K572 <0.0001

3HETFME 2, % [95% CI] 77.0 [73.78, 80.26] 88.3 [85.81, 90.72]
KEA !
IDFS (CE¥EE —FREIEFLE)

RAEFMHNEERE (%) 167 (22.5%) 95 (12.8%)

HR [95% CI] 0.51 [0.40, 0.66]

pfE (log-rank f&%:, HK73Z) <<0.0001

3HETLFME 2, % [95% CI] 76.9 [73.65, 80.14] 87.7 [85.18, 90.18]
TR (DFS)

RAEFMHFIBEELRE (%) 167 (22.5%) 98 (13.2%)

HR [95% CI] 0.53 [0.41, 0.68]

pfH (log-rank £55%, K532 <0.0001

3ETLHEME 2, % [95% CI] 76.9 [73.65, 80.14] 87.4 [84.88, 89.93]
BAEFH (08)°

RAEFMHMEHEHE (%) 56 (7.5%) 42 (5.7%)

HR [95% CI] 0.70 [0.47, 1.05]

pfH (log-rank £5%, K52 0.0848

5EAEFER?, % [95% CI] 86.8 [80.95, 92.63] 92.1[89.44, 94.74]
Toimdn B KRR (DRFD)

RAEFMFNEERE (%) 121 (16.3%) 78 (10.5%)

HR [95% CI] 0.60 [0.45, 0.79]

pfH (log-rank £5%, K52 0.0003

3ELHEME 2, %[95% CI] 83.0 [80.10, 85.92 ] 89.7 [87.37,92.01 ]

REEAENIE: HR: KK CL: BiFXIA.

1.IDFS A1 OS K T Iy 240565 225 T Kaplan-Meier fiHEHER H 3 ST FHMARM S EAGFR; 354K

SRRV P

& 1: KATHERINE 5t TR ZBHER A7) Kaplan Meier 142




100 4
80
60
TAZZE MBI EATE | (%) emnn-- 7 Bk A
RS BRI
40
H Z B B SR TR A
W743) _ (u=T43)
DESTI, w09 165222)  91(122)
20 K43 IAHR=0.50 (95%CL0.39-0.64)
p<0.0001
SFIDES 77.00% 8830%
O -
T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60
: i CAD
AR R ) 8 2
MZHREI 676 635 594 555 501 42 20 119 38 4
BEMmZEREYL 707 681 658 633 561 409 255 142 44 4

7E KATHERINE 50, 7EFT o 15 e 1S4 B vh 35 v] AR S8R 7E IDFS 7 1 — 30
HITIRER, SCRERVAG IR (B 2) o TEMEZEEEE A (n=412, 27.7%) H,
IDFS A EE A 0.50 (95% CI: 0.33,0.74) ; fEBER ZARBAE R E WA (n=1074, 72.3%) 1,
IDFS [ LA 0.48 (95%CI: 0.35,0.67) o Brifiihiay7 b B2 i 2 ek s pi Bt & 07 10 iR
W (n=1196, 80.5%) , IDFS KIRKLL A 0.49 (95% CI: 0.37,0.65) ; 4352 - Ef pfimnit
fivbt HER2 #E Ay T A7 B3 4 (n=290, 19.5%) , IDFS XL 0.54 (95% CI:
0.27,1.06) ; F&32 #H2Z PR B HUINMA2Z BRI S ITHIEE (n=272, 93.8%) , IDFS KX EL
790.50 (95% CI: 0.25,1.00) . ARETIHITJEMRELEPEMEEE (n=689, 46.4%) ] IDFS KL A
0.52 (95%CI: 0.38,0.71) . AFNAITEMREL TSR IEN &3 (0=797, 53.6%) ] IDFS X
Bt A 0.44 (95% CI: 0.28,0.68) .

& 2: KATHERINE 55 P41 IDFS #ZxkE

RAEBRESRENNBEYR/ B 3 FERRBRIEITRERFE
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HRBRAGT  BREEZRAG HEBRAG  ARBEBREH

BRRBEE (n=743) (n=743) R H (95% C1) (n=743) (n=743)
P 165/743 91/743 l—F—4 0.50 (0. 39-0. 64) 77,0 88.3
ERE ()

<40 37/153 20/143 — 0.50 (0. 29-0. 86) 74.9 86.5

40-64 113/522 64/542 = 0.49 (0. 36-0. 67) 7.1 88.8

=65 15/68 7/58 e 0.55 (0.22-1.34) 81.1 87.4
R HBRA '

RArFAR 70/190 42/185 e 0.54 (0. 37-0. 80) 60.2 76.0

aFA 95/553 49/558 [ —i 0.47 (0. 33-0. 66) 82.8 92.3
BRZAERE .

BAtE CER BIPER PeR Bt/ AT 61/203 38/209 —a— 0.50 (0. 33-0. 74) 66. 6 82.1

BRI CER F1/28 PeR Bt 104/540 53/534 [ 0.48 (0. 35-0. 67) 80.7 90.7
RHY HER2 B3I '

1 B A2 VT 141/596 78/600 + 0.49 (0. 37-0. 65) 75.9 87.7

22 Bk U0 A5 oAb HER2 S 247 24/147 13/143 p——— 0.54 (0.27-1.06) 81.8 90.9
REHTERBERESRE .

WRELE T 103/346 62/343 e 0.52 (0. 38-0.71) 67.7 83.0

LS B/ AR PP 62/397 29/400 om 0.44 (0. 28-0.68) 84.6 92.8
BRIESN (FREFRE) H

ypT0, ypTla, ypTlb. ypTlmic. ypTis 52/306 40/331 I:—l— 0.66 (0.44-1. 00) 83.6 88.3

ypTl, ypTle 42/184 14/175 —— 0.34 (0. 19-0. 62) 75.9 91.9

yPT2 44/185 25/174 —— 0.50 (0.31-0.82) 74.3 88.3

P13 21/57 9/51 e 0.40 (0. 18-0. 88) 61. 1 79.8

ypT4 6/11 3/12 A 0.29 (0.07-1.17) 30.0 70.0
KEHELESN (RREFRE) !

ypNO 56/335 28/344 o 0.46 (0.30-0. 73) 83.9 91.9

ypN1 50/213 29/220 — 0.49 (0.31-0. 78) 75.8 88.9

ypN2 38/103 16/86 ooy 0.43 (0.24-0.77) 58.2 81. 1

ypN3 15/30 17/37 I 0.71 (0.35-1.42) 40.6 52.0

ypNX 6/62 1/56 —1t 0.17 (0.02-1. 38) 88.7 98. 1
PN !

EPN 107/531 62/551 |_*_| 0.51 (0.37-0. 69) 79.1 88.8

BAEAER R EA 6/19 1/21 « 4 0.13 (0.02-1. 10 66. 0 94.7

W 18/64 13/65 —_l 0.65 (0.32-1.32) 71.9 82.5

S B3 % N s BT R 4 S5 B 20/50 7/36 [ 0.44 (0. 18-1. 03) 60.3 81.8

B A B KT S5 R I 0/1 ! NE (NE-NE) 100.0

R AT 0/1 0/1 ! NE (NE-NE) 100.0 100.0

i 14/71 8/69 —_ 0.58 (0.24-1.38) 80.3 90.7
X35 :

ek 29/164 14/170 ————— 0.40 (0. 21-0.76) 79.7 93.4

PHRR 74/403 48/403 - 0.61 (0.43-0.88) 64.6 83.8

tH A 4 X 62/176 29/170 —n—l 0.41 (0.27-0.64) 81.5 88. 1
SRR 5] RIS i) !

Tl 13/81 6/99 e e 0.33 (0. 13-0. 88) 83.4 94.8

T2 70/389 36/365 + 0.52 (0.35-0. 78) 82.0 90. 4

T3 49/185 21/177 ——— 0.38 (0.23-0. 63) 71.0 89.8

cT4, cTda, cT4b. cT4c 20/54 19/59 —_—y 0.74 (0.39-1.38) 57.2 65. 8

cT4d 13/34 9/43 e ] [ 0.50 (0.21-1.17) 65.3 8.6
SR ELAE A CRIGZ ED !

cNO 36/239 12/237 A 0.32 (0. 17-0. 61) 85.2 95.9

Nl 79/370 53/385 ' 0.58 (0.41-0.82) 78.2 87.2

cN2 35/99 13/75 [R—R— 0.42 (0. 22-0. 80) 61.6 81.0

N3 14/33 13/43 _ 0.64 (0.30-1.35) 48.0 68. 1

eNX 1/2 0/3 ] <€0.01 (0.00-NE) 100.0 100.0
SR JifRE P AR !

fRIL 47/298 20/295 [E— -] 0.41 (0. 24-0.68) 85. 1 93.

FLVIRR 118/445 71/448 i 0.53 (0.39-0.71) 715 85.
BREIRAEST em LIRSS EL LIt L

ypTlas ypTlb B ypTImic A1 ypNO 25/161 17/170 —l— 0.60 (0.33-1.12) 85.3 90.0

Hfts 140/582 74/573 _*4 0.48 (0. 36-0. 64) 74.6 87.8

Rl s S THC R (1) HER2 IRZS

0/1+ 2/13 0/12 < [ 5 <€0.01 (0.00-NE) 83.9 100.0

2+ 33/168 27/158 —a— 0.83 (0.50-1. 38) 80.9 84.7

3+ 130/559 64/573 i 0.43 (0. 32-0. 58) 75.7 89.0

ANV 0/3 ! NE (NE-NE) 100. 0

— T ——
00 0.50 100 500
- -

BREXBRAGIERE  EERAHEE

[Z3 ]
ZEEHA

JELSE 2 BR EL BT 9 HE 1] HER2 MIBTIR 258 IRY) . FUAAE 70 9 NiEAL BT HER2 1gG1 %
RS, N FAIIREE R DM OB IHIF . 45 HER2 3244 IV WA HIREE &, RS ih %2k
TR 2R S A RIS BE R, AR AR S DM BIZHMIEE 43 4. DM 514
EEALS, THRMRARGE MY, SEGHE A MARRET . o, EOMFRER, 5
i Z kT, B3 M Z R RBUIH] HER2 2S5,  RIFHURMKISLE A 5 140 a5 A
F, #0id2RE8 HER2 A\ FLARHSH A HER2 A4 25 K dal ity it %
BHEMAA
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FERLIREE 25 R BB BEIMZ 150, DM W] 5 SRR A58 ORI G (o pR T e . 1305 DML
BFEAN YT N T B L ZERAPUE DMI FEIHKIKE . DML 7E Ames 356 45 1o [
B
IR

BTHRER AR, BRM ZRR U R B NIRRT 7). RS Z Bk RPN
R Z R R T, 5™ B BT (60 mg/kg, L AUC #2024 T IR 221 4 15
AR NE R, AESEORLH L, S ORLPR SE SR . A [ R A B R R B AR L AR
SO R . WEidesk 12 i & 3 J 1 Ikeh T RSB Z BRIt (L4524 4 0O , FIE RS 30 meg/kg(LA
AUC it, ZyNIGRREEER 7 /%), AT, pioR. 2. RER. FEEERD. dTAr
R sh e i AFR A —, LRV FH I AR M AN W M

1858 22 B SR BUREAT AR SRR B R MR T . B S5 2 ER SR BT AR EE 1 DML TR
FIRE. DM XY o ZL 0 M A7 FEREVE AN SRR 30, I LA T FE R I B 1 R0 S5 e
UEUR B B RAE 2% B TR YA JR W TR 45 T T B2 BREL TR A 25 mg/kg (ZUNImIRTTIER) 7 65
22 PR PUAE AR R ] (BEAR 20~50 KD+ M) (BEAR 120~150 KD mER G # AR . fJaff i
T AN K R 22 BR AR FE 43 T 20 B TSR BE TR 33%0 25%, R WA R K & #0.

FE TR RIS, BSE M Z BRSBTS 5 1t 56 7> DML A e A2 BEFLIR SR 2L ) L 51 ™ 5
RE L. S 22 BB s L A0 M 25 1 36 4 DML 35 R 34T sh A ml FLAR 56 o il L0 & B o 1k
A CRESR 120 KD 205 (05 28 KD REAPIIRE T #i S BR 4T (2791856 22 ZRilm K77
BT, FLIT 2 Bk ERPTIR L B MR B 19 0.3% . HRAT 37 AT A 28] i 22 Bk
i, MWHAER] 1 ADHRWAKBR G A R0 .

2
JR S it 22 BR BT I R HEAT 0 R
RE

W2 ks T B =S 30 mg/kg (BLAUC i, 204K REEER) 765 1R ih 22k 5
PU, AT AL RS OB A PR T A AR KB A . R RO TR . BT A A
DM (PEFIRL, 856 il Z BR gl R b AT e e i k.

(25830 /131

B3 i Z BRI B BN D) T RER Y, BORIRES CRIBIA YT X LR R PR )
JOENE S8 SR 2P
MR

A it KA 25 2 . N R S tE I A IR AR 4R 25 IR T
il

MEF 3 IRE KA 25, AALLE 2.4~4.8 mg/kg IIFIE T N RBLIER 25 B0 112, B
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ZHE/NT BT 1.2 my/kg I 55 T PSR 259 .

£ KATHERINE W7t 52 3.6 me/kg AdnfE 3 i —IRE kS a2 &g, H— 1
AR 1858 M 22 2R BT I IS IR IR IR S (Crna) > N 72.6 (£24.3) pg/mL. BT HEARZ
B It BbkiES 2505, RS ZERBHTP REMAERNY (3.1310) , EPAT IR
=HE.

ARt

T A ot 38 3 A Tl A 0 B K AR AT 3 AR AR, T4 6 3R P450 [F) LR R 2
HiZid# . 1E M ARSI 2UEAKCE RS =4, A3 Lys-MCC-DM1. MCC-DM1 A1 DM1 .
FEWTSE KATHERINE A1, 56— AN A M4 255 1) DM P33R K — SRR, ~FIAME
N 4.71 (£2.25) ng/mL.

NI ORAAARSMRE T S L W], DM1 CREE I ZBREHTI /N T sy FEZE CYP3A4 R
i, bES CYP3AS .

HER

FTRHEZB) 1 (PR 70Wr, AmErbkiEss2i)a, BSE 2Bk B PiiiEREN 0.68
L/R, BB (b)) 208 4 R B 3 A— Rkt EE G 4))E, RIS Rt Z2kp
LB,

B T#ER PK 00T (n=671) , #RHE . A& A, R4E RECIST #i5E 1L kK442 F1. HER2
M4 (ECD) R JELR 2 BR APUR AN AST i N LA Giit 2478 LSRR &, (2
K&, 0BG PR RS R R B AT RN, RARESL, BRI AR AN K AT Rext R 2 2k
R R B E B IR R SR . R, AR T AR E 3.6 mgke, #F 3 H—k, H
AR IEH A AR B A3
RRABE P RIZ B0 1%

RS M 2B SR BURE A A RBN ) T d R, ARG 2R3 1% Tesemd . BT AR
e PRI TP K 2 BB R Lot DRI v AR A e e e AR i 25 AR 3 0 2 e ma A7 1E S84
ZHEER

SRS M 2 B SRBURA RN T T AR TR, SRR A S 2B )%, TE<65 %
(n=577) . 65~75 % (n=78) MI>75 L H&EE (n=26) T, BEM-ZIRAHHIZB) )15
BEER.

B LBET 2

RS M 2B SR BURH A A RBN ) F T s R Bow, WS BRER R AR 1% . &
& (WLEFEBRZ CLer A 60~89 mL/min, n=254) B HE (CLer Hy 30~59 mL/min, n=53) &
FBE RS M 2R 230 )% 5 1IEH B DIRE & (CLer J¥=90 mL/min, n=361) AL,
HEZEHERE (CLler A 15~29 mL/min) 2B 1 8HEA R (n=1) , BLGIERTSZ

i

C
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FIE
) GETR 3F

JIFIE /2 B DM A2 DML ARG =) £ 2888 . W DIREIEH (n=10) |\ % (Child-
Pugh A Z%; n=10) FIFF /¥ (Child-Pugh B Z¢; n=8) AFiFE M HER2 B FLIRE B &4 T
3.6 mg/kg Adh 5, PSS M Z Bk BRI DML A=Y 230 712

- HFEAFE 4 B Z A DM MY DM A4 (Lys-MCC-DM1 #il MCC-
DM1) (4 1L 2459 B AL AR .

- REMREREEET, AN R RPN A S RERE (AUC) 4
FUIF DD RE I SR 200K 38% 1 67%. RESH M ThREA S B ERZELGLUAG, &
=AW R B S 2 R R R (AUC) 7ERTIhRE I3 5B oL gL 211 Vi

RIEFEFITE (Child-Pugh C 2%) B H A PK HH

ac )|
A :
2~8°C WG AF o
AR aRE ERRMEROH (EXP) , AMHEA.
BB BTN 3
A FH TG B 5 FH 7K S (R A o L PE S0 Ja S B o SRR S RIS, R S 2 nT 7E 2~8°C
IR 24 N, MR E ST .
HRUR B IEVE.
G R IBZGHNT R RN A :
TEEH 0.9%F AT, B 0.45% TSR R A LIE (PVC) BIAF ALK & PVC
[ SR R AR R R IR A i SV T, AT EAE AT T 2~8°C NIl A& 24 /N o WIRAE 0.9% 51k
BAVESHR PR RS, DT RETE s IR UL SR BIRORE, DR R 2 0.2 51 0.22 um (15 4 R IEGA (PES)
WY, 0 LRERE] T MR JBAL B R R U .
URARCS SR S BN TL /R PR B
(3]
PHARI
1 /&
(Epei)|
36 ™MH
(AT 5]
BE MR E: JS20160063
[HtEsCS ]
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BE L2 EAHIE S -

(/4]

LRI REA N Roche Pharma (Schweiz) AG

Hidik: Schonmattstrasse 2 CH-4153 Reinach BL Switzerland

24 FK: F. Hoffmann-La Roche Ltd

Huhik: Wurmisweg CH-4303 Kaiseraugst Switzerland

NI A
oo ik
CINFIREEER
feH Fh:
H LT

% A 25 R A

b e 2R KGE 1100 5

021-28922888

021-50801800

800-820-8780 C([#i%) , 400-820-8780 (F-HL)

11 9:00-17:00)

CN AW I 1) TAF H R — 2 )

HTRHPEFRR, WFSHRHFMERNFICHA S, HHHT K ENG:

www.roche.com.cn
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