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TERRF R EIENEFm (SR LAY EAER]T D « EIRKRTT7ET, g DL
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& H B R ) B Bk A S ZE A CATED BRI AT e N, L4 i f P 2% A R LA
BV o X TR AR P B ) K L A R ()RR, R RS Ak S SZ B DL AR T 13K 2
R .
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B AR T AR PN 2 WAR T BE AR AR AE N A IR T o WRYRYT I R Ak
AR IR BB KL 5~10 5. GRS IRIRTGAERS, X 4822 5l A0 B 4 2 3 1
LR B VLS TARME IR S RO sl . S 5N AREESERAS] 1: 5120 £

(91%) HA I RN B = 82 & RSHFE (=4 4 pALN , 88 1~3 > pALN F-ZE b
FrE LT AR —: MR/ =5em. HE 2 3 90 M NHREE: BAF2: 517
4 (9%) FF 1~3 > pALN Al Ki-67 H&iE (=20%) M AHIEE .

PR YT 20 2 TR] B (0 N VG T 25 AR AE B R 2 PR R A1 e A P« B AR NZH
5637 4B, NHBFEMHAFER KL N 51D GEHEN 22-89 %) |, 15%KEEN
65 ZELL bs 9% B E Ntk T1%IEE AR, 24% 1 EH NTMAN, &F
5% A FHAMNF . 44% ) BF AL T AL ATAEE AL M. 60%1EEH 4 NEL 4 UL
EARERERAYE, 38%IK R MR A LS 3 2, 22% (M B R R AR 5 R K =
5cm.

T L AU CRIE B AR (IDFS) 58 SO BTN B 38 2 K
RAE LU 25 R I T RE LR RS R | R AR R E R im bR K
X YR e L e S DR M S L MR MR A PR AR AR S R R B T

ERIAEIT ANRE (N=5637), B DUPUAJIBC & A 70 A6 T7 2 2 5t ¥ IDFS, 4
- IDFS SAEWR G0 T AT ] N 70697 4.0 70 9 85.8%A1 79.4% (3R 9) , 4 FF4
X3ka5 6.4%. IDFS Kaplan-Meier B2 UL 1. B UL PG FIBEA N 40 VAT S0 3 e i i
HIim S KA (DRFS) , 4 4 DRFS RIEBE AT AR H W - ia 7 4 5
N 88.4%A1 82.5%, 4 LK 5.9%. HAEFH (0S) BRE G-, Bk

57 NBEE) OS HR<1.
#£ 9. monarchE: BXMEIEELE (BRET AR

Fal PG R B A BN UET
NIRRT
N=2808 N=2829
TREEERAETH (IDFS)
RAEFMHMEERH (0, %) 336 (12.0) 499 (17.6)
KL (95% CD 0.664 (0.578, 0.762)
p1E p=0.0096°
48 A IDFS (%, 95% CI) 85.8 (84.2,87.3) 79.4 (77.5,81.1)
T E RAEFE (DRFS)
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RAEFMFHEEHH (n, %)

A& (95% CD

48 ™~ H DRFS (%, 95% CD)

281 (10.0) | 421 (14.9)
0.659 (0.567, 0.767)
88.4 (86.9, 82.5 (80.7,
89.7) 84.1)

N=B# 0 CIEEF XA

“p fEkE S ER IDFS I 4.

A 1. monarchE: FTRIEMHERAEFF Kaplan-Meier B (B RVET AR

80 1

70 1

60 -

50 1

40 -

VIR F (%)

30 -

201 | meume

104{—

100 -\\
90 -

FI M EFIHh 3w T E & L REDeER (N=2808)
=T EREFEITELEN (9=28297

0 T T
0 6 12
FREMEE A,
A NEf-ERAESEFHEEDSA

2808 2620 2548 2478

it B e S B

2820 2652 2572 2474

5 I B A A L

BENL I #3457 MONARCH 3: i) U1 g A A 75 5 AL B4 1 774E 2 HR BHAE

30 36 42 48 54

EfE] (A
2345 2214 1229 o i)
2281 2103 1201 912 82

HER2 [ 1 ¥ 4 2 i o ST s % 1 L e R (R 409 9 0 A o

7E MONARCH 3 W78 HiPAN 77 B DL 78 B4 07 4 AL 0t 78] Oy 0 ot et 8ok ity
M) TR AR 22 421 s MONARCH 3 W78 /2 — WirE A7 HR FHME . HER2 BAPER S
PG B SR B Mk L L P T R IBEN L XS« 2 RIFINTHIR A 3 WIRETT . B BEAE
RIS I B0 R G S B R A 0 1 4 S VR 9T BB 2:1 LRI BB L 7 2
BT DUPE ) 150mg B H 2 IICA HEFE B 1 AE SR 2805 B AL BRI FIRE H 1 J0R Y7 B
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VB A AR D7 SR AR SRS 0T FALBE IR AR ST . F B SO E IR
RECIST % 1.1 WURAEVEAl I CERRAEAE ] (PFS) + BB VCEA AU 2 i Z W
Zf%E (ORR) | ImPKIREHE (CBR) AEAELEH (0S) .

$k 493 {5 FR 2 BEALIHE BT DUPE R sl BRI, NABRE T PAER AN 63 2 (Vi
32-88 %) o« K4 39%MIEH B HZ G fihibyT, 44%MEE G2 (B
BN G-l iayT o BEAE G52 B SlBh A 43 AR YT 1) 5 AL ZTE R 7 AL 43 26 i %2 /b
12 MABSERIZIETT . KEHEE (96%) (ERLRHAFAEHERBIERR . K2 22%H
BENHBER, 3% BE A NIFER .

TR R T O PFS R E A . FEA YRS RS TR 10 f1E 2 .
# 10. MONARCH 3: HRMHEHIR LS GRFTE WG, BRETAS)

Ra] 0 P R B ZRFIRE
55 2 A B 15 75 E AL B3
Tt R N=328 N=165
ERE AL, BHHE (%) 138 (42.1) 108 (65.5)
RAIELH T (95% CD 28.18 (23.51, NR) 14.76 (11.24, 19.20)
XS EE (95% CD Al p 18 0.540 (0.418,-0.698) , p=0.000002
Morse B, FEE 91 (27.7) 73 (44.2)
(%)

A AT (95% CD NR (NR,NR) 19.36 (16.37, 27.91)
ML (95% CD 1 p {f 0.465 (0.339, 0.636) , p<<0.000001
BEMBMBEE (%] (95% CD 49.7. (443, 55.1) 37.0 (29.6, 44.3)
SRR A (] (95% CD ~ | 27.39 (25.74, NR) 17.46 (11.21, 22.19)

AAMUERR * K EERE N=267 N=132
WMEH
TR [%] (95% 61.0 (552, 66.9) 45.5 (37.0, 53.9)
CD
SEEGM (%) 3.4 0
R (%) 57.7 45.5
I PRIR IR © (AT EZRIR) 79.0 (74.1, 83.9) 69.7 (61.9, 77.5)
[%] (95% CD)

@ FEF RECIST %5 1.1 fRE SR AT &2 .

b SRR B

¢ SERGRRE R RARE =6 N H .

N="EFEHH; CIEE(FXA; NR=KIAZH.

B 2. MONARCH 3: THEEATFHR Kaplan-Meier B (FFRFEVRME, RMEWEITA
)
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G — FENER+SErEIRF (N=328) : F&ERIEAA
] \ ---- FERHEEFEEDSE (N=163) « PEE 4T TR
w—
Sl
e
by
B
ey
R -
'|
5
0 ™
T p B <0.000] tames
Rt (9%EEEE) =0.540 (0418-0.698) t-
i
a L] L] T r T T L I T T L] I T T T I T T T I T 1 1 I T T T I L] 1 1 'I L] T L] I
o a B 1z 1e 20 24 8 32 16
HRAENEE L. IUREC)
=t P P
38 172 136 208 181 164 106 40 0 0
BT E RN
165 126 105 24 el 5B 42 T 0 0

BT DL R O B AL R (AD ARG R A7 (PFS) RERERK (K
L THRI 4 0.540[95% CI: 0.418, 0.6981) : Bl DIFRIELA AL ZH ) fr PFS 2 28.18
ANA, RS ALHRRAL PFS A 14.76 AN H o IX 8845 51 B Rk U1 U RIS 75 &
AL I A6 T R TR 1 e AR T AR A LA I PR R LI, BRI R
46%.

TEE 2 PES 73 it S A A2 A i AN et (RANYR YT 2P LM S 2 93 T4 o HR
N 1.057 (95% CI: 0.683, 1.633) , p=0.8017,

— RIS BOE M) PFS WA T RN, AREF AP R 3, AREFER
(<65 HEI=65 &) WAL TWRE (HioHRE., ERER. RMER) .
REEAFAE TSR . Z R 2 REEL ECOG 1RAEIRES . ELL T B A B
WSS 1t JE BAE T A KR BEAIG . AFAE N IR ) 83 (HR 9 0.567 [95% CI:
0.407, 0.789]) , Hfi PFS v 21.6 AL 14.0 M H s (UHFFEEE (HR 0.565,
[95% CI: 0.306, 1.044]) ; DL AFAE RSB B # (HR 0.517, [95% CI: 0.392,
0.6811) &
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F—Ik OS B4 HT I HR 5 0.786 (95%CI: 0.589, 1.049) ; % X[ HR A
0.754 (95%CI: 0.584, 0.974) . B#% OS TGS R AIXDNG iR EM (Os

REagig 11 fE3 ) .
# 11. MONARCH 3: BAFHEELESE (BMBITARD

Verzenios+FAFS i /R | 22 B8 551)-HRa] R pi e/ >R iy
i e 125
BAERH N =328 N =165
HHHE (% 198 (60.4) 116 (70.3)
{7 OS [H] (95% CD 66.81 (59.21, 74.83) 53.72 (44.75, 59.34)
R EE (95% CD 0.804 (0.637, 1.015)

amsif: N=FFANH CI=Ef5X[8]; ITT=REMIRIT; OS=& LM,

W2 B 1) OS M 7n, OSHR 4 0.758 (95% Cl: 0.558, 1.030) . il Il
FURBEA AL PRI OS N 63.72 N H, LGS AL N 4882 MH. 51TT A
FEARRL, SR ARIBRNG 1 2# B E

& 3. MONARCH 3: AR Kaplan-Meier B (ERNET AEE

1004

s A — FFEFERE S SCERMH (N=328): T{IrtE66.211H

901 YRR AEE A (N=165) : B{EtE 53724 B

804

704

60 4

50+

BERR (b

401
30+ ‘\.
20

FEIF 191 P{E=-0.0664
104 HR=0.804 (95% CL, 0.637%1.015)

0

0 6 12 18 24 30 36 42 48 54 60 66 72 78 84 90 96 102
S FRpS R Time (months)
fo] I F IS SRR HF

328 304 281 266 247 229 211 159 187 174 156 144 131 117 104 99 66 6

REAE S F BREHIHA
165 155 149 138 127 116 104 95 84 T3 62 56 51 47 40 37 28 1

BE AL 0 1T 5T MONARCH 2: [ ULt 1 BB 5 9B 4 =] Ay BRATE B 1252 A 0 il i
J7 e LA BE R ) HR B, HER2 [ i) e S s % 1 L Il JE 3 AR 9T

f£ MONARCH 2 HF 58 A 17 B U195 1 IG5 S 4 =) A R A7 ROPE A 22 4 1k
MONARCH 2 #JF 58 /& —Ji7E HR BHYE HER2 [FI 4 i o #8 6 $9) i e 4% 1 2L Jl e 2 v
JFRERIBENL XU« BRI 3 IR FL. B % 2:1 B LLBIRENL 73 24532 ] DL oY
A 150mg B H 2 K& IA4E R RE 500mg &2 1 KI6TT, IFEE IR%G 4)A 2 A% T4
S 500mg FiE,  BCE RGBS A RS SR 4E R A T . B RO A AR
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RECIST % 1.1 WURAEVEMh G HERAEAE ] (PFS) + DB AU 2 A 2 0
Zf% (ORR) . ImPKIRaH (CBR) HLEAELEH (0S) .

H 669 171 3 BENLENRT PR 22 A, NABRFE WP AER N 60 8 (T8
32-91 %) o FERANRITAT, REHEENAN, BB REZIT IR R
T o 17%AMb T 40 A/ B 266 28 A 1) B IEXE 8 ) GnRH $sh 77 k47 09 544 . K4
56% 1) B E AATE N IEHRERS o KL 25% ) BB AR SRR N A IR T 24 (FEHE 2 H B A
SHEYTHURT 2 RN LB kR, BB TEREZ — R N R YT SR YT RS MELR
FEIIHT 6 N H R K2 HEFH KA RIEN IR T 2 . 59%I1) &
F R — IR IIRIT N CGETD FBNGETT, 38% M 3 fells — IR N 0 Wb IR IT NET W i

MAEBIRIIRTT -

WIS E] O PFS ) B . EEA LR

o4 4

oy =l

# 12. MONARCH 2: B3HEHEEE GRRE A, RRBITARD

Ra] D0 P R B ZRFIRE
AR AT R
g yi e e N=446 N=223
HERE AL, BHHE (%) 222 (49.8) 157 (70.4)
HAIELH T (95% CD 164 (14.4,.19.3) 9.3 (7.4, 12.7)

K (95% CD Al p A

0.553 (0.449, 0.681) , p=0.0000001

MOLBEEHE, FHHH
(%)

164 (36.8)

124 (55.6)

RALELLAT (95% CD

22.4 (18.3, NR)

10.2 (5.8, 14.0)

R EE (95% CDD il p fE

0.460 (0.363, 0.584) ; p<<0.000001

BB *[%] (95% CD

35.2 (30.8, 39.6)

16.1 (11.3, 21.0)

SefRfrsmt I [H ] (95% CD

NR (18.05, NR)

25.6 (11.9, 25.6)

AAUERR * K EEREN N=318 N=164
ZfE
BIHEZ P[%] (95% CD) 48.1 (42.6, 53.6) 21.3 (15.1, 27.6)
SEEG (%) 3.5 0
o (%) 44.7 21.3

IGRIRIRZE © (ATPEZIR)
[%]-(95% CD)

73.3 (68.4, 78.1)

51.8 (44.2, 59.5)

a T RECIST 55 1.1 FRE ST &5

b SRR R

© TR BRI R E =6 A

N=H#HH;: C=EEXE; NR=AKIZXZH.

B 4. MONARCH 2: THEEATFHK Kaplan-Meier B (FFRFEVRME, RMEEITA

i)
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100— — FMPEH-EERRF (N=46) : mfu(g 16448

- ’ --- EEIFEERIEE (N=223) @ ch{u{g 92718
80—
)
%) a0
e
20— L‘I
1 FErEEEEEE p E: <0.0001 Y
| FEtE (95%EFEED =0.553 (0.449-0.681) ':---.
'D T T I T T [ T L '|' T T I T T I T L '|' L T I T T I T T [ T T I
0 3 [ 9 12 15 18 21 24 27 30
FRAREEE - B (A
0 S e
445 367 il4 181 134 171 101 65 32 2 0
EENEETR
223 165 123 103 20 61 £ 13 4 1 0

o7 DL VG R B A5 SR 4 m BE 2L B 7 PRS R E B (HR 9 0.553  [95% CI: 0.449,
0.6811) : WL PFS N 1641 H, ZRGIGmAE m B AL PFS N 9.3 M H.
I 2 LA TR BT DL G R K R A ) AR T R IR i e A T KU AR BT I R
B, FRRIEEEN 44.7%, HAAr PFS FEK 7.2 AN o B UL P4 Rl £ Ja 4 =) B
TR T o REAAE A, X REAH O A= 0 Jo 2 TE ELAT e PR 3 S BR 3 IASF BE
1 o

—RHITSEE 1 PFS WA ST IR, A EE WA R —5, GFER

(<65 28=65%)  Fiif. HUEEXIE. BORIBAL. - ILIBTTIN 251 L 2 547
FERT BN « 2R ORI ZRTS o 76 LUN Bl N g2 39700 1 e 55
T BEAIG: FAEN IR MBS (HR A 0.481[95%CI: 0.369, 0.627]) , Hifir
PFS 4 14.7 M H I 6.5 s AU #2183 (HR 4 0.543[95% CI: 0.355, 0.8331);

PR AFAE AT B I 3% (HR M 0.523[95% CI: 0.412, 0.644]) o {E4Z8 i/ 4
ZWIEET, HR A 0415 (95% CI: 0.246, 0.698) ; fEZPZZRIAMEREE T,
HR 4 0.509 (95% CI: 0.325, 0.797) .
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TERRAT RS2 4 AR T 1 Jo) s e HH BRFE F 1k i B R4, PFS R8T —
ESEINEAN

FETSEVE BV EAF ) (OS) HIrhaptreh GBUEH 12019 42 06 H 20 H) , #
SZ 86 LG R K S A 1 R bl TR R B R R RS A A R S U
3. AP R A E TR 13 I 5
#£13. MONARCH 2: SAFHEIE LS (BMEiT AED

Ry L FE R BR A ZRFBRE
A B LEE] B
BAERH N=446 N=223
HMHE (n, %) 211 (47.3) 127 (57.0)
AL OS #[H] (95% CD 46.7 (39.2, 52.2) 37.3 (344, 43.2)
K EE (95% CD 0.757 (0.606, 0.945)
p1H 0.0137

N=B# %, CI=B(5 X [H]; OS=& 4171
E|5. MONARCH 2: B4 Kaplan-Meier & (R [R¥ET AE)

100 - — BT DUPE R+ GEE] TR (N=446) : H{i{H 46.72 ™ H

------ AR 4R R (N=223) . FfifH 37.25 M A

90 -

80 A

70 1

60 A

50 A1

BAERFE (%)

40 A

30 A

20 1 i demekso p 165: 0.0137

%o HEEEE (95% B A5 X TE)D =0.757 (0.606-0.945)

00 3 & 5 12 15 16 21 24 27 50 33 36 30 42 45 48 51 54 o7
R 0 8 A TR O3
B 1 P+ e

446 422 410 397 384 364 339 321 302 284 265 246 234 214 202 157 101 58 23 0
SR A

223 214 201 195 191 178 170 158 148 135 122 115 99 92 82 62 42 15 3 0

T ERZEM OS i iEos, fEHNIFEFEIEE T OS KN 0.675 (95%
CI: 0.511, 0.891) , TEJE &N IAIGTT N 25/ 834 b OS XU LE A 0.686 (95%
CI: 0.451, 1.043) .
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FEFRBE R OS F &y Hreh (R 1E H I 2022 42 03 H 18 H) , MIRIT M ELF] 440
HCHAF o 522 BBCA S e = AR b, BT DL G R IR & S 4 R A4 B T B A AE 1 o
OS 43t (k- H #2019 4F 06 H 20 H) H WL EI OS B35, HR 24 0.784 (95 %Cl:
0.644, 0.955) . il DUt R B & 4k =) BEAL A F 7 OS A 45.8 AN H , 2B T4 i 4k
AN 37.25 N H . OS &5 WK 6.

E6. MONARCH 2: B4 Kaplan-Meier & (R [FJEI7 AED)

1004

—ANEARATETE (=140, TREHE 45547
901 o SEHEAFETEN=S). PRAE 372545

5% (%)
2

| £ P E=00156
HE = 0.784 (95% CI, 0.644 = 0.955)

0 3 6 9 121518 247 30 X3 3630 47 4548 51 545760 636669727578 81648780

STRAETHNESE FHE (72
ANETRATERNE
446 422 410 398 385 365 339 321 302 204 765 Z46-234 214 205 195 168 183171 161 154 144 134129126 112 68 54 32 14 0
EERELSTENE

ZRNN1 195191 178170158 1R 135122115100 83 B5 78 73 69 64 5B 53 45 47 45 43 B W 15 6 0 0

BEAL T 1A 55 MONARCH plus: Fa] U154 A K- 57 75 A4 Bl 00 1) 71) A e e DG 4] 3
A A F BEVE N HR PAYE . HER2 B 5 #4806 A SRR e 1 L i 2 1k S0 (Y8 97

MONARCH plus #f 7t /2 —WBEHIAL . XE . ZREFIR R 3 et 7, 12 A [E
BFH N FN HR FRYE. HER2 BIVER) R E0 2 R s R M AU 26 28 J5 NBE T4 1 Fi)
LG B 75 5 A T 0 o) 7] DA K% ] DL 7 ) K o 2 ) A (0 ke AN 22 k. W e
PR RE BRI S BRI A AT4E 4 43 AR T i BLEAE: R4 52 T 50k =) R e 1 B
HRMRRN S MIRIT . BE 21 MEBIRENLS> 820 IUFER] 150mg 5 H 2
PRI R 70 B (P A S RS0 B AL BRI A 1 RyT, B0 BRI G AR R T
RAR AT BACEEIIHRIFNATT o BAFI B N REAE 352 N0 WA T o 2k 1) 22 3 FLBE
AR T B0 B F e ) B AL IR 0 IR AL 2R 9T o B 4 2:1 I LBl L 7y 42
BT DU R 150mg 5 H 2 WRBEA R 4E 7B 500mg & H 1 AT, HEHIRGZ)E 2 A
Y5 THIME 500mg &, B 2 ERINCG AR IR T Rk R AT . B SOARAS
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A AT MRS RECIST 25 1.1 JRAREVEAS A ERE R AAF ) (PFS)  REBEIREA AL
P2 R NBA B AT ST E AR YE RECIST 28 1.1 MbrdEvPAl i Jo ik e AE A7 (PFS)
oAt R BT R 22 IR G AR R (ORR) « I PR 3K 25 % (CBR) FLEEAF I (0S) .

MY A:

3t 306 191 B BEALIE BT DTG R s 22 BRI, NHBE PR 54 5
27-83 %) . 80.4%M B E KA FIE . 41.8% 1) 5 58 AR B 70 WA 69T 5 To % 1)
B (DFD >12 MHER, 1 18.0%M) &5 5 B N ilbia 7 IF <12 N HE R
39.2% 1 B BEAEAREESZ G BB AT o 94.8% (1 38 TE IR N AP (E R R
Belio KZHUEE (74.2%) NERKEFEFREIETNG . 60.5% 1 8 1EELAFIE NN .
RE B (84.6% ) TFAE AT I BB - 37. 3% H FEFE LR IN A =3 AN 52 BE RS Bl AL
B IR 2R BONE R (61.1% M EE) WKL (48.4%M &) Fifiti (43.8%[H)
B .

M FRIR R T EGES] A (1) PFS M FEEA . FEF ML R AL T8 14 M
K7 .
F 14. MONARCH plus BAS A: HREEHEESE HREE, BRBITARD

Fa] A Fa R B A ZRFBAE
75 B B 55 75 B B 5
Jout A N=207 N=99
WFFiE G, BHEE (%) 101 (48.8) 71 (71.7)
A AT (95% CD 28.27 (23.01, 32.45) | 14.73 (11.21, 18.87)
K EE (95% CD 1 p 1 0.476 (0.348, 0.649) , p<<0.0001
BEMBBER (%] (95% CID 58.9 (522, 65.6) 32.3 (23.1, 41.5)
SfRfreEr R [ H] (95% CD 26.79 (21.34, NR) 1437 (10.95, 16.67)
RATMNERR *HBENE N=176 N=83
ME R
B AR [%] (95% CD) 69.3 (62.5, 76.1) 38.6 (28.1, 49.0)
SERZE (%) 1.1 0
IR (%) 68.2 38.6
I RIREE R © (ATPIERAR) 82.4 (76.8, 88.0) 61.4 (51.0, 71.9)
(%] (95% CD)

a LT RECIST 25 1.1 AiCE A AT IS
b SRR TSR

¢ SEAGRE T GRTEiITRE =6 N H .
N=HHH; CEEEXN; NR=AKILH.

& 7. MONARCH plus JA%] A: T3k RBAEFHK Kaplan-Meier B (B 505 VR4,
REEITAED
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100
|

— FERER + FELEBIISIT (N=207): F({E28.27H
S = TR + FECEBIIGIF (N=99): PAI{E14.731MH
8 |
T
I
g 81
B
It
H
:4
#
R g4
__________ ‘
R4 s .
1
l_ -
TEF*AE B pfE: <0.0001
KUBELE (95% B 15X 18]) = 0.476 (0.348 - 0.649)
< T T T T T T T T T T
0 4 8 12 16 20 24 28 32 36 40
R 8] (B)
BRRKHEEAL:
Ba DUFE R + 5 ELESHNHIF
207 175 156 137 127 113 96 60 22 5 0

TRF + FEEBIHIF
99 7 60 51 42 29 20 13 4 0 0

BAT DL PG R 05 B AL BT (AD AR R A7 (PFS) BEERK (K
LETHRIN 0.476[95% CI: 0.348, 0.6491) : Pl DGRBS AL ZH A7 PFS 4 28.27
ANA, RS ATARRAL PES A 14.73 AN H o 1X 845 1B R E DL PGFIBC A 75 &
AT I FRTE T 110 F 5 PR T a JR B0 T XU R A LA IR R SR ARG, B AL 52
N 52.4%. B DUPERIERG AT FE T IV 2 R I HH e Ak — B0 97 2

B A B:

I 157 LR BENLEE BT DUPE R Bl BRI 2H, N R IR AL R 60 & (G
30-80 %) . 85.4%MIEFERETE. 60.5%M) EH LA NITHFE. frf &
GYIHILN AR ITTIN 2, b 65.0% ) B Ik R PRI 24, IR EE (35.0%)
R R M 2. KZHUEH (75.2%) FAEPTIIEBIR . 26.1%/M 35 TEHL L A7 TE
=3 N RERIEIAL, O IR A B OV E#E (61.8% &) « JHIE (34.4%H)
B L AR ESE (38 30.6% M EED

S TCIR S T GE A S B ¥ PFS [MOGERIRELZS pi. FEA RIS Rnd T#

15 FIE 8 .
# 15. MONARCH plus A% B: BRMEEIE LSS FFRE I, RREEITAED
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Ra] L PE B A ZRFBAE
BAEF R BRI B
Jout A N=104 N=53
WFFiE G, BHEE (%) 71 (68.3) 41 (77.4)
A AT (95% CD 11.41 (9.60, 16.96) 5.59 (3.65, 8.12)
ML (95% CD 1 p fi 0.480 (0.322, 0.715) , p=0.0002
BEMBBEER (%] (95% CID 39.4 (30.0, 48.8) 11.3 (2.8, 19.9)
Sefrrremt i [H] (95% CD 9.53 (5.82, 17.75) 18.08 (3.78, NR)
AATNESRR *FHEFNE N=80 N=38
ME R
BMEAREZE *[%] (95% CD) 51.3 (403, 62.2) 15.8 (4.2, 27.4)
SEEM (%) 0 2.6
R (%) 51.3 13.2
PRIR IR © (ATPIERR) 77.5 (68.3, 86.7) 42.1 (264, 57.8)
[%] (95% CD)

BT RECIST 5% 1.1 FE SR AT -

b SRR IR

¢ SEEGMRHRYEEIIEE =6 1A

N=BHHH; CIERREXE; NR=RILH).

& 8. MONARCH plus f\%1 B: it RA7F M Kaplan-Meier B (BT Fi ¥FAG,
BT AR

100
|

—  [FEINER + mLESEE (N=104): PAET.411MB

----- LRI + B BE (N=53): PfE5.591MF

60
1

THBEFE (%)

40
1

20
1

Y EFkAGE IR p{E: 0.0002
RBEEE (95% B 5K [8]) = 0.480 (0.322 - 0.715)

o T T T T T T T

0 4 8 12 16 20 24 28
i (B)

ARG EE AR

FIMFER) + Lk 5B

104 86 66 47 39 31 19 1

TR + W IR

53 28 18 15 11 8 6 1
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BiT UL PRI B g 4 ) BEAL TG R A PFS S35 2K (HR 24 0.480[95% CI: 0.322,
0.7151> s W7 PFS 4 11.41 N H, 2R FECA S4E m AL A7 PFS J 5.59 A
H o IX g B IR B ULTG A G 4 m) VR TT 10 R I i R AR T XU i AR AL
A GRE A, BRARTEEE A 52.0%. Bl DL & 46 4 =) BEAE T 1 I 40 12
AN H BT AL
[ZjE#EH]

ZEIERA

o D1 P ) — R B B IR PR IR 4 A0 6 (CDK4 A CDK6) FIMilFe %
M@l 5 D-FIE OGRS . EEBE A (BRY AR RS, A
1% A D1 A1 CDK4/6 m{EBEAL I i BE4H iR B (Rb) BERRAL, 2 e S S0 2 Jre A1 4
MLGTE . FEARSL, B DL PG RHR LA B T4 Rb 8RR A0 B LG RER I G1 BIHEAN
S, PR AT R S AR R AR A b, ] DR A Rk B e
BN 5 PR 25 WA 45 24 P AE R 4 /)N
BHEPA

BAE

AT DL G ) K HE A AR R AR 24 M2 RTM20 1 Ames 36 o O B0 SL40 0
BN A ) ML T AR A1 e AR IR AR 1058 DL KBRS A B o WU A 4 SR B8 A B

AFEEM

BT DGR T et AR O R 3 M HIEE S E R, K
L =10mg/kg/ R+ R=03mg/kg/ RAET CRHfE AUC 75, 2900 N KHEFE AR
2. 0025 , B, M. BTSRRI AT WSS ML, AfEREER
PRAK. B AGEMIE . AT BRI AR R RS . K RMEYE A E
MARIG KR A DA TR IR R m S 10mg/kg/ R GRIE AUC 15, 2 AR
HEFE R 2 £5) , R IKASHE AR E JIrsgml . K RMEVEAE & 70 5 BRI IG & &
PeRIe . KR IS T8 PR 5 & 20mg/kg/ R (RIE AUC 5, 218 NBek
HEFFER 3 A5) » RIS A E S5 .

REIERG-IAAF KB BRI, BEGR KR T 28 B R A HAZ 1 45 7B DL 6 ) 55t e
% 15mg/kg/ K, =4mgkg/ RAE Nl SEHFARERD, OME . FEEE AR 5
WA 2T, AIETC A BN Bk 5 ok, IR Tk RAL, BE R, M
AL, I R BA B RS TIR . KR 4mg/kg/ KR N RHA RGBT & (AUC)
5N HERE 7)) R KA 2

26/29



Bom i

K 2 FEFuRPER T, HEE MR B4 L4 70T DU A s 2 3mg/kg/ R
IR AUC THEL, 0 NECKHEE IR 15, RIWBUE M. MM K RE R K
AR T BT N AR 2 52 /K P (150mg BE 200mg, £ H 2 O R, A W, 52 HU1A] i (Leydig)
OHARIE AR A RAVERRIRT, 124 S AN AR R DG M A

ANER 2 BRI T, PR /N BR 23 0l 22 11 5 T B DL PR R R s & 30
Smg/kg/ R (HR#E AUC THE, 8 5lZn NHEFERIE M 3 £ <L £ , RILBUEE.

Heshk

MR 6 N H M EZAATFHERI P, AR KERE DS FRTIER, 55
7E 150mg/kg/ K. 30mg/kg/ R (ARHE AUC 5, 0 HlZ N N RKIEEFIE R 10 £5.
5 M%) FIE AT SEMMAEESE. KR 2 FE8UBHEIRE T, A% TR IR =
0.3mg/kg/ R (FRHE AUC 115, 28 N KHEFEFIER 0.05 %), 7] S0 M52
i o

[ZR3h 7151

MR

BT LA RIS RS, Tmax A 8 /NIy P ILENT MR BE R0 45%. 1EIR
ST 50-200mg JEFE A, MHREFE (AUC) M Crax ZEA SFHIE K ELGIT . A
H2 WESLEH)E 5 RNEEITRE, B IPEFET Cuu Ml AUC B LA E R
450K 3.7 (58% CV) F1'5:8 (65% CV) o =i IR Al Ftmibel D16 A & Fis AR =
YIRS AUC 9%, HH AT THE Cmax26% 0 X EARRYN N B A ImIRE L. Fitk, FT
DU R] 7 7 B B (R 0L T IR

ikl

BT UL PR S AR I R s A CPIA A5 96%E 98%) o JUA P
LGN AERIKLIN 7501 (69% CV) , FBAR UL U F| 4345 E4 L,

IO VR ] DL ) B I AR = 0 PR VAR B2 5 0 S LSRR B A 24

Ay,

JHF I AR A2 B D178 R 1) = 9 B o A% o B DL P ) 3= S8 40 7 (52X P450(CYP)
3A4 U Z PRI~ . MR VAR FREN N — PR =), HAEH AUC 2
JERIZGI T7%. 34, N-2 CEEF N-& EERR SR INE A AUC 258 iR
TRIZGNH) 39%AM 15%. RLEAEIAB Y BA S, 201 50 WG AFEAL.

il
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BT LG R () JLART P2 & PR %8 (CL) b 21.8L/h (39.8% CV) , f3& i) D1 7G
FF- 24 M T B W 24.8 /N (52.1% CV) o 78 [M4CT-Bif DL ) vk DRSS
Zija, K& 81%MFI R @ S HR, 3.4%I B JRHE . 00 B RR IR 2 AR
W=,

Rk N\

Fhe MR RIEE

— IS B AT BRI 25 B 7022 0 (135 44 S9N 859 &4 4otk 4pie
Tl 24-91 % AREJEHE 36-175kg) o, FERE. PEAIAA SR DLVE I % 5 0
AR

ViRl v

Bi] U1 PG AZE FF AR AR . %2 (Child Pugh A) 1t (Child Pugh B) AFThAgHi4%
ST DUPE R BR e o Rg M . E B FE AT D REM (Child Pugh C) 2iA% 1, B DLFG F A0
RO HE i BB DLG A S FE A 8 AUCo3 0 i 2.1 £ 0 2.4 . [
DIPER 3 B 24 /NP REK 2 55 /0 (0L THERETY ) .

B I)RET

i L P ) R FLAR I 7 1) VS Bl 2 o e R o T 5% 42 o o DL i )
FRTCRCI o G RE B DO REAA AR W B 2 I AT I R TR A
[k ]

30°CLAR, #ERAT
(B3]

RA LI/ T LI R =R LI E A2 F 2 A48 2 R AR fE A e

14 v /81 /&

[(FRoH]

36 1~ H
[ AT Hr#E]

BE T2 AR HE 7X20200061
[##sC 5]

[ 25 #E 7 HI20200067, [EZj#E HI20200068, [ 27 HI20200069
(258 EidrTREE Al

N4 F: Eli Lilly Nederland B.V.
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Akl : Papendorpseweg 83,3528 BJ Utrecht, The Netherlands
[4=4k]

k4 F5: Lilly del Caribe Inc.

AEFEHiAE: 12.6 KM 65th Infantry Road, Carolina, Puerto Rico 00985
(B3]

BAE] 2R Lilly, S. A.

A Hitlk: Avda. de la Industria 30, 28108 Alcobendas, Madrid, Spain
[HEHTTEA]

AwlARR: AR (Rilg) BHEAARAH

BRAMNE: P CR#E) B 56 DO R 118 S EERESKE 19 )2

1903A =
HLE 5 HS: 4008282059
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