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ROKBICTHERBRT LI EAFOMPEES LRT2EZF N1
BH5. 2B EEOEHERENIRAERALE( I L7F=0 Y
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BRUREEEEIZES LBERABIEERL TRV [16.6.28
H]

9.3 FFrigHEEEEE

9.3.1 EEDIFHEEEEDNH2EE
AHIOMPEEDS LRT2BENDDH 5. % 72 EEONTHEEEREE
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9.4.2 )S— b F—DITIRT AATHEMED D B B I U Tl ARAI#
SR R O 588 T % —E R E ) 2ol E 2 VWb K518
VY5 EAFOBREERBRICBLTRBAEREEFRESR
HHENTWVS[15.28]

9.5 1Fi®
TR IR L C WL BT EEME D & 5 At iZ A Lo B RS
fEbEtE%® EE 2 EHRFSNEBEICOAZRETEIE. Ty b E
HAWizBmERICB W BRREE 2 TE 2 HETHK - lREE

_2_
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Y g DRV VA A O | HIAE S . M 2™
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SENVS LT HE R 16.2 IRUX
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HEPHETEED Z N EN5~6%)0) (NEAT—5),[10.2H]]
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16.6.1 FHEHEREZEDH 2 EE
JF#E RE O TE % 72 BT 6 % 3 ONC 88 (Child-Pugh M8 A) U H % (Child-Pughsy
$B) DT HEREREE 26 9 5 B EE 2 W RUICAH300mg % B 5 U 72 . AT
HEREREE (9B1) TIIATHREIE R % (1361) IR T 575 7 D Craxld 13% (90%EHX
i : -18%~56%)AUCIE15% (-28% ~ 83%) Gififi &7 U 7= . S FE I M RERE 5 3 (851)
TIRFHEEIEHE (1361) ICHAF T8 TDCraxld 13% (90% S HEIX : -22% ~
37%) Il % R U 7245 AUCIE8% (-34% ~ 74%) Tl % 7R U 7z o R e OS5 1 OO PR BE
fEEIc K VR EREE 2 2 HBRIED Sh L - 2D GHEAT—5).[9.3.12H8]

16.6.2 BiSHEEEDH 2 EE
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31~50mL/min) O BHEERE % £ 3 5 BEREERE 2 M RICAFIZ00mg 2 B ERF 3%
5 U BEBEMAERES (136]) TIRBHAER & (12060) ICHAF 5% TOCraxld
15% (90%{SHEXF : 4%~ 27%) AUCIE24% (6% ~ 47%) Bl % 7% U 7= RS RE R Bl
fesE 2 (1361) T3 BRREE R F (1261) IS 578 7D Crnaxld26% (90%/FHEIX
i 6%~48%) AUCIZ44% (0% F4EX R : 10%~89%) Bif %7~ L 728 (SHE AT —
%).19.25H]
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#E5 L %550 B ICARI00mgH) 2 iS5 Lz & &4 580 7O Craxld 1465
(90%EREX M = 1.3~ 1.50%) 123 L AUCIZ2.765 (90% B HEIX [ : 2.4~3.01%) IcH
MUY AEANT —5) o & o EHENENHEETNICL S IaL—arhb,
AH100mg LT WCYPIAEATH 2 7 LRFH IV EDOHATIEAT NI TD
Cmax R UAUC (0 IS B R W EHE SN b O0 HEEDOCYP3AHEARTH 2 7
NAFI =N EDHRATIEF T8 7 DCmax X FAUC 0.0l 2N FH 14 R
221 R8T % LifEE S h 7210, [10.2281]]
TE4) AF| OAFEFE - FRIZ300mgn 1 H2EHR5TH 5.

16.7.2U77EYY
BB (2261) 1KV CYP3ABEA TH S Y 7 7 > ¥ »600mg# 1 H 1E13HH
#5 U %5 10HBICAAIB00mg % S Lz & & 4 575 TDCrmaxld71%(90%
EHIXME : 67%~76%)AUCIZ87% (90%(SHEXFE : 84%~89%) & L 729 (SLEA
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16.7.3 ZDft
5% 713CYP3AITH LFHEIER %% L 10, CYP2B6I &t L8 ER %7K L7=1V (in
vitro RERRE) o
4580 71IZUDPY Lo b > BB #ER (UGT) LALICH LIREER 2R L7212 (in
vitro FRERRAR) o
[E R (7661) 2 HRICAFZ00mgE ¥ EF> 7 £ > (20mglH1E) . 7 F A b1
V=) (ImglH1E) XiEL bay—)L(2.5mgl H1E) & PR G 21T o7& 25 (fi
iz Zn2n 2960, 2261 % O°256)) K LRIE & 2 2 HEERERD Shkh - 7219
FHEAT—%),
+5%0 7 IEP-HEAE (P-gp) DEETH > 7219, % 7.4 55 7IiEP-gp.
OATPIB1.OCT1RUMATE] %R L7215 (in vitro iXEREAE) o

17. BRRRE

17.1 BIMERURLMHEICET B 55%

(BEFRNBHESFIRZEOBRINEECS T DHFEE)

17.1.1 EEEFEISENIAEER (SOLO25KER) 10
BRCA BIZFERBME T ASRIUEMLIEEHN 2 0FREICE 205 L 2EB
LOWRELSH D ASRABEEERIRZEED pOEEO A& REEESH 2 &0
(b2 TR (BEINIC & 22 BMTHA R MR S h TV s EHERIE
SEME B R SRR S DN % & &) SIS P S v S R M P RO B 8 295
Bl (AFIBEL96B]. 7 F X REEIBI, 5> B HARANIAHBM, 75 L REE6H]) 2R e L
T AH (5871) 300mg l H2E# 5 0Btk R UK 2% 75 v AR & kT 2 FIEAL

EHR T T A B S i a L RIS IR % 520 U 7z . EEFHIIEE © 5 2 ABRIE S R
B IS & 2 BEEAFHRICB O T ARIE T R ICH LIEHENICER B ER 2
R U7z OV — REH0.30.95% (S X H0.22 ~ 0.41.p<0.0001) o EH EATE A 0 o
HRAFBETILIAA. S RABT5.50HTH > 72, (20165F9H19HF =¥ H v +
*7)
#1)PFI(platinum free interval) "6 h AL ETH 2 &,
10 —AHEE (196 B1)
— -TSuAE (99 )

igcenici}g )
o
o

04
03 11"5_

e
02 TN e

00 T T T T T T T T T T 1
0 3 6 9 12 15 118 21 24 27 30 33 36
EEREIGPOOEE (B)
Number of patients at risk )
196 182 156 134 118 104 89 8 32 29 3 2 0 AHIE (196 %))

99 70 37 22 18 17 14 12 7 6 0 0 0 TS5tAREE (99 6)
SOLO2tE : MIEAF I O Kaplan-Meier Biif (BT RER  ABRTEY
BERTIC & 2 &)

ARG S N7z 19561 (HANSHI 2 &) H119201(98.5%) ICHERRFRD 5. E
THEHRIEDL14861(75.9%) B844I (43.1%) I 557451 (37.9%) « &7 345
(37.4%) #1644 (32.8%)  ESIFE6 1 (31.3%) TH - 72 (2016FIA19H T —%
Av +E7)

17.1.2 ;8454551118588% (D08 10C000 1 95188) 17
H&RITEMEEA % & T EREIC X 204 < 620 EORERENSH D A&RH
B RS AR ) 2 S EE O A RIUBEIEEA £ & O LR TR (BRI
& BEERZI USER D FRD) AHERF ST W 2 F RS TN B (R A0 &% 00N
% & ts) BE 2656 (RAIBE136H]. 75 £ ARBE12961) 2 15 & LT AHI (1 71 V#)
400mgH) 1 H2E 5 OEER VR E2EE T TR E KT 2 BERL_EER TS
T AR R 2 B 2L R SE T 3B % 20 U 7z  EBEAHAMIE B T b 5 1R ERIH M R AR E 1< &
2 MELGFIRICB W T 7T RIS 2 ARF O BB THERNICRE LA
SRR E 235 7 U 72 (N — R H0.35.95%(E#EX fE10.25~0.49.p<0.00001) - &
WEAFHH ORREIARFBETANA. T T RBTL8NHTH - 72, (2010%6H
30HTF—=%Hv v 4+7)
1#2)PFI(platinum free interval) 67 AU ETH 5 &,
) AAI DR - FEIZSERIZ00mgD 1 H2E# 5. TH 5.

igdienligeihg)
o
&

02{ — &HIBE (136 )
g; — FStAE (129 41)
’ 3 6 ) 12 15
EERESPSOER ()
Number of patients at risk §
136 106 53 24 7 o AHE (1368)

129 72 24 7 1 0 TStAREE (129 6)
DO0810C000195454 : MIEEATF M DOKaplan-Meier i (R R RE. 1A
BRH Y R AT IC & % FFifi)

KREIDEEG SN 136610 13261(97.1%) ICEEERIRD SN EoHEERILED
964 (70.6%) &5 7341 (53.7%) N4 (35.3%) TH - 72, (2016FE5HIH T — ¥
H1Y NET)

(BRCA BILFZEEZIEDINEEICH I 2 YEHLREER DHHFEE)

17.1.3 EFEESENEER (SOLO15ER) 18

BRCA {51 R (R AR ISRIVE REE ) T 1 72 1R 79N (FIGOEA T

AEIUBARIZIVIE) TH 5 L 2 S h BERABEBEH 2 & OHE/ LEEE) ©F

% (BRI & 2522 B M ISEAER) SR ST TV 3R R R LR R

JEE K PN ST B (R 6k R S e OV % & o) BB 39 1451 (A AIBE 26061, 7 1 RE¥

13161, 5 5 BARNIEARFBELLH], 75 £ RE3H)) 25t & LT A ($E#]) 300mgl H

20[E 5 DB R VR EMEE T RE R T 2 BIEBL—EER T T £ RAES

BRI IR B % 20 U 7z . EEFHMIE E T & 2 A5 S EAHIE 1< & 5 Mg mg

FHEICB VT AR T 7 2RI LREIEMICERLEREZR LI (N — R

0.30.95% X 0.23~0.41.p<0.0001) . s TLEAFHARE O Fh B X AKIBETIER

FE. T AHTIZ8NATH 572 (2018FES5AITHT = Hy b4 7)

4) F)[a L2 & O P IS B L ERER OMERRIE L L TAINY A2 7 GBIET
fMR ) D5 % Z T 1 BE RS Uz,

15 R 2EM SRR B ORBET IR 5 N5 E TG U S GHIR2ER OB S
THREEN (EFEZHOREL L) SRS T 25&3 5 2HiE U R 5HIG2
FRORF R TRENTER S IR L ERAATRMGIC XD S5 R BRI T 1 v
N AEIE T X B LI T B E L 2ER DR RS AT REE LTz,

1.0+

—AHBE (2606)

0.94 Tt RE (1314)

0.8
0.7
0.6
0.5
0.4

OpEERHF e

0.3
0.2
0.1

O e s e S s S LA
0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60
Number of patients at risk REBANIHSOBE (3)
AEIBE 260 240 229 221 212201194184 172 149138133111 88 45 36 4 3 0 0 O
TSR 131118103 82 65 56 53 47 41 39 38 31 2822 6 5 1 0 0 0 O
SOLO1#Es © MiEATEH M O Kaplan-Meier fif (BoR BT 0t REF | 16 Y
AT & 2 5Tl

KA EG SN 722606 (HARAN116] % &) H12564 (98.5%) ICHEHRHNED 51,
FLHEEBRITEDL20161(77.3%) JEH 1064 (40.8%)  NEH: 10441 (40.0%) « E 1199
B1(38.1%) « FH189% (34.2%) TH - 7z, (2018FESHI7THT =% v b % 7)

GEERIRZ EERIBEE T 3MEBEICHIFT BNV Y T (BEFRERZ) £#SCYEL

PREAG OHSEE)

17.1.4 EFEHRESENIEEER (PAOLA-15158) 19
72\ HEFTIN BN (FIGOMEFTHA A LI U IVIR) TdH 2 L 2l S h, B R FUEMNE
SEHI, ¥ Y RS A K NN Y X7 TS & B )L ) T (Eiks
Wi & 2 MR, FER R UL ERSY Z%)) ASHERF S N T 2 BB SR LIS IR
SRBLNE (R SRR B OO % & &) BB B06M (RAI/ NN X~ THS3TH 7
TR/ RNY X2 TE26901, 5 5 ARNIARA/ RN X< THEISH TF R/ ~Ny
v TEEOBI) 2t & U T AH (5EA]) 300mgl H2[E K UNRN Y X7 7R SED O
AR UEEEE T RRONNY X7 THAKRSG L T 5 B EAL_EER T
F & AR 2 MR L F S TR ER % 5206 U 7 . EEHIIE E T d 2 A 5HE M R AHIE 12



& B EHBAFIRICB O T FA/ AN T TRIE TSR/ AN X2 TR L
M ZICERRERZR L2 (N — FH0.59.95%E 8 IXE0.49~0.72.p
<0.0001).(2019%3H22HT =% 1w + 4+ 7)
F 7 JEBRE S AFRHET D - 72755610 5 56644112 B\ THEM R X EEKRIEIC
BT B IREERAE S N IERIICE I S Nz B - BEHES BIOMITERIITEO LB
DTHoTlze
116) A& RHUEMIEE A & & ¥ 9 REUB G & O RRE N6 ~9T 1 7 LiTh
N DB EBRBOIVA ZIVIEIANY A T HRABRES SNz BEEZNREL
2o
7)) R R2EH TR E OREEIT I FRD SN 5 & TRE L 7z IRERHE X R i AT 1E5%
MBI D EBLDBRIT 4 v FPRFTE S LT 2583 2FERUEL RS
MEERTRE & Lo NN Y X 718 B2 LR & IR R (LR DAt CISHAME T
BEAREE Lz,
1¥8) Myriad#t®»[Myriad myChoice HRD CDx]ZHWZREIC & D 5 ) ARKE
A 27 (GIS) »428) b X3 BRCA BIZFE RO B A Bk & HIE L7z,
# PAOLA-175% : R X BE IR - BB o BT A7 IR (FHER SR 2 &
BRIBICBT 2MERREH T 2 BEEE AR SRR IC X 2 5Hi)

TSR L RERE Bl FhRfE (A7 A) NP =R
BERIER [95% =X ] [95%fEHRIX ] =
AE/ RN X2 TR 255 37.2[36.0, —1
(2164 0.33[0.25, 0.45]

TR/ NN X2 THE | 132 | 17.7[15.8, 19.9]

AR/ RN R TRE 192 | 16.6[14.9, 18.0]
[£3¢5 N — 1.00[0.75, 1.35]
TR/ NN X TR | 85 16.2[13.8, 18.6]

— CEEARE]L % RS RE A EIRAE RS RIR (B - BEYE) RS RE S AHIRRIR X B R
HOREMEAEZ & -CoxtbfiNG — FETFIIC K DEH

1.0 4
0.9 4
0.8 4
0.7 4
0.6 4
0.5 4

04

OYRERHHFBEE

034
0.2 4
01 | —HENIRR TR

—— TR RINNVARTE

0.0 T T T T T T T y T )
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42

FEEARNII D SOH/ (A)

Number of patients at risk

S

RNRTTBE 255 252 242 236 223 213 169 155 103 85 46 29 " 3 0
TSR/

ANRTTE 132 128 17 103 9 79 54 44 28 18 8 5 1 1 0

PAOLA-135% : M= HI B O Kaplan-Meier i (R 2 ASE RABB LS
[ RERE S RAT IS & 2 3P4

AAIB G SNT5356 (HAANLSHI 2 & L) 53141 (99.3%) ICEEHRNERD S,
FaAEERILBD28501(53.3%) %57 283M1 (52.9%) « willil £ 2455 (45.8%) « & Ifil
219451 (40.9%) TH -7z, (2019E3H22HT =¥ A1y % 7)

(B AEREEEED S % BRCA BIEFERG N DHER2IZMH D FMTFHER (S BFRILE)

17.1.5 ERXHESENEER (OlympiADEER) 20
A FEAIE RS D BRCA BIZ ¥ R (R R UIRAE REE ) 1> DHER2[EE T &
0.7 bI¥ A7) RGUBEIEEA (2 TLRVIEE) KUY 4 > REUBE RS
12 & B RIEEE T 2 FHIARESUI IR B E 30261 (AAIBF 20561 (LR IERO7
Bl 5 5 HARNIAAIRF L SH] L2k R of]) 215 & U T AHI300mgl H2[E# 5 0
AR OREEZ EEABIR L IALERE(D Ry EY DY 7Y Ve L
L0 & RIR) & BT 2 IEEREE R LS RIS 2 £ L. F
ZEAHEIHE T 2§ R T OMIM R REE I D  EIEBAFEHMICB L TORAIE
FliASEIR U 72 AL 2805100 LRI ICA R R ER 2 7R U7z OV — N H0.58.95% 18
HEXH0.43~0.80.p=0.0009 (Wif]) ) - B AEF MM ORI AFIB T7.04 At
FREHCA2NATH 72, (20165 12H9HT—F H v 4 7)

1.0

—e—AHIB (20561)
—e— LPHOEEE (9741)

AHRHF B EE

00 +—T—T—T—T—TT

T
01234567

— T T T T T
910 1112 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
BEFHARE (B)

o

Number of patients at risk
ES 205 201 177 159 154 129 107 100 94 73 69 61 40 36 23 21 21 11 11 11 4 3 3 2 2 1 1 1 0
fepmoan 97 88 63 46 44 29 25 24 21 13 11 11 8 7 4 4 4 1 1 1 1 1 1 1 1 00 0 0

B AL B OKaplan-Meierdfiff (OlympiADER : SR RERLERT
T O ARG

KHAHEG SN 7220561 (HAA15H1 % &) 20061 (97.6%) I B EHRNRD 61,
FERAEHELIL.EDL1961(58.0%) A M8 141 (39.5%) MEM664H1(32.2%) TH - 72
(20174E9H25HF =4 H1v b4 7)

(BRCA BILFERBEN DHER2IEM THRER Y X J DIEICH T DilTkRMEE)

*%17.1.6 ERFHEISENEER (OlympiAZER) 21

RSB ALEREEE) D B 2 L RMIERS D BRCA BIZ T R (RINE R ULHE
H9ZE BEE) B3t 2 DHER2M& M THFE ) A 710 O FUAEREEID ] 836 (AHIREO21
Bl 75 RBEILSHI 5 5 HARNIAABEOAR, 7T REET6H]) 2 1R & LT AH
(3E#1) 300mgl H2[EHE 503k L COEMERUR et 2. 75 R & i
T2 EERIL - EEM B MRS F B RS 2 M L AR TS e R ELE
B USRBOBERSE L BHFETERLERI RO N ETHRE SN EL TR
bos Y ZEEER) KU/ G T 0y AT 0 Y REE(PgR) BHEERE OBE BB A

RTINS IEE DO S N7z FEFHTEIEE T & 2 GBS ERRHEIC & 5
EEMEERO 2 VAR (IDFS) I B VLT AANE 7T £ R L THEH2IIcE &%
HER#R LIz (VD — RH0.581.95%fE X [#10.455~0.737.p=0.0000073) . 24F
IDFSRIIAHIBETE9.2%. 7T L RBET81.5%Tdh - 72, (2020F3H27THF — ¥ H v
r+7)

100
90 i““"“’* s bw
g ""Mm-mwmmumwmwmmuw I

" by
% 604
£ 50
* 404
T; 30
(%) 20+ —ﬁ”fw
- ISR
10
[ T T T T T T T T T T
6 12 18 24 30 36 42 48 54 60
BERENSOHRE(B)
SHREGIER
AHEE 921 820 737 607 477 361 276 183 108 55 15
TotkE 915 807 732 585 452 353 256 173 101 49 12

BEER RO & WA OKaplan-Meierfifi (Olympi AGKER : B4 4
[ B M R AT 12 & 2 74

REIHG SN 791 1] (HARN64HI % &) H18364 (91.8%) ICHERRNIRD 51,
FELAEHRIZBOS51961(57.0%) 5536641 (40.2%) A M2 1561 (23.6%) &t
206f51(22.6%) TH > 7z, (2021FE7HI2HT =% v M4 7)

)7 b IHA 2 U REREEA L I35 F 5 RERESH, I Z O
Hl 2 UM IR BRLEEES D2 E oY A V VEMS Nz BEINRE S
N7z

FIO U TOORIZQICHYST 2 BENERES) AV OBELERS N,

O WHHLEEEREO D 556

c BTG/ SUIEIRY > GRS & 5 ER X U'PgREEYE A DHER2EE
HHBERE (M) PVERH T+ THIREE) .

 AB KO/ IR Y >R R AF R FLIE A B O \CPSHEG R 2 7 (I RSwH
[CSI.ERDFHIRIE [E] #47'L — R [Gl R ORI R OREZE KRN [PS] — %R B A
a7 EHli S A5 L) A3 ETH HERK TV, UEPgREGE A DHER2BEH AR L -

@ HBLEBEEROD 556

MY CNEHEBBE (ZpNLEEEIMbDb L V) NIEE Y > S HiEskaE
(pNO) Td % VR MR FENEE OFRILER Y A XD 2cmz@A 5 (ZpT2) b T
VAT T 4 THIBERE

R HERE U7zt ) o SEIA AL Ed HER U XIZPgRI % A DHER2
It RS,

FEIDUTRICEY T 2BEIHRES N,

- HUEIRGEFM AT S N2 HEICIE AE TN 2 iR s L S h - B,

cEEOY Y F R SHERBEOBREICIX GRS > SEEER L EAD
RAHRRE S E S h - B,

o TREHREE A EE S N2IHE I BEHRER TR OB,

(BRCA BILFERBEDEBER =5 T 2 EHIRMMRIIIIRE)
17.1.7 EFHEISENEEER (PROfoundiER) 22
TEITFaYE LRI VYIS I RRIZZOMEAIOIRRED & 5 HH R 2 G 1E 8
BIZTERBIEE ORRER %6 T 5 BZBETUERNLIRE B E 3870 (AHIBE 25661,
THERBEL3LH. 5> 5 HARNGARABE34H] S BBE2301) 2 1R & LT OARA (5EH])
300mgl H2[E# 5 DE R K VR 2tk % BB AR L1218 (T2 Fu sy 3
FXE7ET 570 VBT A7 )L) & s 2 BIERLIFER S MR RS R 2
FEHE U 7z 22 B W RIRE BRI 2 2 1 T L EBE X R LT VAL E Y
(GNRH) 7 T=A M X7 v ¥ T= R MRES S Wz FEFHEEE TH 5 3k —
FAIZBIT 2 EB T TOMIF RN IC & 2 BEEZHNICED  EHEAFHBICBL
T ARAIBE L RHBBEIC O LR R IICA R R ER %R L7 (O — FH0.34.95% 13 88
[X#0.25~0.47.p<0.0001 (&) . (201956 H4H T =% 51 v b4+ 7)
F o ERMICERE N2 BRCAL \BRCA2 ATM BIZFERN G4 T 2 BIETFER
DHNRD 5Nz BEEMN) R BRCA BETFERBIERN (D7 &b BRCAI X
BRCA2 BIZFERNED 6 iz BEEH) OMITHERIZZNENTRORTQO & B
DTHolzo
¥12) 24K — MATIZBRCAI \BRCA2 LIATM BIZFICERZET 5 8H. 2K —
BTIWEBARDI \BRIPI .CDK12.CHEKI . CHEK2 \FANCL . PALB2 .
PPP2R2A \RAD51B .RAD51C \RAD51D \XIERAD54L ) \CER%HT HH
FHEMNRE L,
%O PROfoundi§% : BRCAI .BRCA2 . ATM BIZTF 2 BHI O BEHKEL M H D MM
EATHM (B—0HRMRX EEMERETERYA T 2 BEHRE SR T comhR
Rzl

HAlRE T o
BIETER el (77 H) gl (77 F) S M
E - B - [95%( EHRIX ] *
(9592 4EIX ] [95% {EEEX ]
2.07 1.84 0.41
BRCAL 8 [1.38, 5.52] 5 [1.71, 3.71] [0.13, 1.39]
10.84 3.48 0.21
BRCAZ 8l [9.17, 13.08] 47 [1.74, 3.65] [0.13, 0.32]
5.36 4.70 1.04
ATM 62 [3.61, 6.21] 24 [1.84, 7.26] [0.61, 1.87]

¥ BREHSRETFEAR(BY - 2 L) BEBEFRETERORE/EMHEL &H-Cox
HAINSF— REFLIC KD EH

_5_



#Q@ PROfounditB : BRCA Mz A RBIERFIC B 5 BRI S < EHEAE
17 GRS E] BN T Oz R EH)

AFE MR
Bl 102 58
AR (%) 62(60.8) 51(87.9)
HROE (77 ) [95% 5 HEIX ] 9.79[7.62, 11.30] 2.96[1.81, 3.55]

N — R H[95% = $EIX ] * 0.22[0.15, 0.32]

% B 58 BRCA BIZTER (Bt - Bt 58 & BRCA BIZTEROREIERE%
& 7zCox bPINT — REFIIC X D R

100 4

904
—— B (n=102)
80 —— TR (n=58)

DR HF I A S T ERRYSR E
3
1

T T T T T T T T T T T T 1

01 2 3 45 6 7 8 9101112131415 16 17 18 19 20 21
SERRINIHSOMBE (B)

Number of patients at risk

FHIBE 102 93 87 83 78 77 67 66 48 45 36 33 23 22 16 8 8 2 2 0 0 O
Pl 5856 3 271010 6 5 4 3 1 1 1 000 000 0 0 0

PROfound k8% : E{§ANIICHE:D < BB A B OKaplan-Meier i (BRCA
EFERBIERE T T O R
REIHE & 722564 (A4 N340 % & o) H12444 (95.3%) ICEEHRNRD 1.,
EoAEBRERII AML18H1(46.1%) EDL10661(41.4%) « B&AKEGE 7761 (30.1%) T
Ho72. (20196 H4HT =5 N1y b A7)
(BRCA BIEFERBZ I DERVIRTREGRECS T 3HSRNBRERT 2SR E
ER OISR
17.1.8 ;854551111B5K8R (POLOGER) 23
HFEMIN RS D BRCA BIE T B (RIERILHRNERE ) T HE&RiUEE
BRI & & —RALERED 1 638 DL LMk S N7 JRBHET AR D S N T L2 LEiE
T2 AT 5 BREERE 1540] RAIBE2H]. 77 L RER62M6]) 2 1R & LT AH (5
#1)300mgl H2[EH% 5 OMERSREIC B 2 EWERORENE 7T AR & ik 5 8(E
BIL_EEMT T b R E S iR RIS IR % i L 72 FERHIIEE TH 5 §1%
RTOMN PRI & 5 BIEFEAFERRICB W COARANE 7T 2R & U Tifat
FICERREE %R L7z (O — FH0.53.95%E X #0.35~0.82.p=0.0038. 15
i ARIB7.4N A 7T REE3.8MH). (2019F1AISHT = A1y b4 7)

1.0 4

— AHIBE (926

091 —— TS5 RE (626)

084
0.7
06 4
0.5

04

)R HF S

0.3

024

0.1 4

0.0

2 4 6 & 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50
. EEARGIDSOBE (B)
Number of patients at risk

AHBE 92 69 50 41 34 24 18 17 141010 8 8 7 5 3 3 3 3 2 1 1 1 0
Tt RE 6239 23210 6 6 4 4 4 2 2 2 2 1 10

POLO#E : MEA 7 o Kaplan-Meier#iff (B AT RER . B K TD

i3z R AT

BEDEE SNI91GIHB7H] (95.6%) ICHEER I RD s EuHEERILIEH4L
B1(45.1%) EDA161(45.1%) TH 272, (20191 HISHFT = 1w b4 7)

18. FEFHZEIE

18.1 {ERHRE

18.1.1 PARPREE;E
#5789 7iE. & FPARP-1 % UPARP-212%0f U CBHEMER %R L7z (FICsoffi - 5K
Inmol/L)2%,

18.1.2 [EEIEEIMEIER
F %) Tk b NI B RARa KR (SOMLOVCAR-3.IGROV-1%) XUt b FLHEH
KAtk (MDA-MB-436.HCC1395.SUM1315MO2%) D5l 2 | L25, & b 3L#E
BFHRHBCx- 1OfEE AR 2 B T L7z~ 7 2128 W TS O % I L
72200,

19. 855 (CRT BIB(EFHAR

—RHI2FN
#3589 7 (Olaparib) (JAN)

==
4-[(3-{[4-(Cyclopropylcarbonyl)piperazin-1-yl]carbonyl}-4-fluorophenyl)
methyl]phthalazin-1(2H)-one

SFR
C24H23FN4O3

PI1580_10

SFE
434.46
[E20N
A AE~HEEOHKTH 2,

{EFHEER
o

20. BRL\ EDER
RO DPTPEEOE EREFET S L,
*21. SRR
EHERY R 7 EHEEE 2 KED L GEYNICERT 52 &
22.9%
(U 1sJS—H52100mg)
56%E[8%E(PTP) X 7]
(U L /S—HE2150mg)
568E[8%E(PTP) X 7]

*%23. F Bk

AR GREFHMERE, 2017) (201841 H19H&FE.CTD2.6.6.4)
2N ER (AARANBEEBEEICB T 2EMEHE, 2014) (201841 A 19H KGR,
CTD2.7.6.2.4.2.4,2.7.2.3.1.6)
3)Ruth Plummer R, et al. Cancer Chemother Pharmacol. 2015;76(4):723-
729.
DHENER (MREAREE [in vitro R B, 2017) (2018F 1 H19H &R
CTD2.7.2.3.1.2,2.7.2.4.2.1.1,2.7.2.4.2.1.2,2.7.2.4.2.1.3)
S)ANERH(RBICBES T 2 REEBES [in vitro 3R], 2010) (201851 A 19H AR
CTD2.6.4.5.3)
6) MR (& MZ[UC]-F 5% 725 Lizv AN 5 > 2Bk, 2009) (20184E1AH
19H%&E.CTD 2.7.2.3.1.3.2.7.2.3.1.4,2.6.4.5.4.2.4,2.6.5.9.3)
T)ANER RS 69 5 ERERE B 2 EWERE, 2016) (2018FE7H2H
#8.CTD2.7.2.3.2.3)
B WK (B RERE 2 A9 2 S ERE 0B 5 EWERE, 2015) (2018F1H19
H7#%&&2.CTD2.7.2.3.2.4)
9)Dirix L, et al. Clin Ther. 2016;38(10):2286-2299.
10)HNERHCYPICR T 2 BEEA [in vitro #Bk], 2014) (201841 H19H %R
CTD2.7.2.3.3.2.2,2.7.2.2.3.1)
1D #HNERH(CYPICKN T 2858 EM [in vitro #B&], 2015) (201841 H19H &R,
CTD2.7.2.3.3.2.2,2.7.2.2.3.1)
12) &R (UGTIC T 2 HEMEA [in vitro #B%], 2019) (2020412 H25H &R
CTD2.6.4.7.1,2.6.5.15.1)
BN ER (N wREROMEMER, 2015) (2018F1H19H &R,
CTD2.7.2.2.2.10,2.7.6.2.6.2.3)
1)+ NERHP-HEEEE O S, 2007) (20181 H19H&RE.CTD2.7.2.4.2.4.1)
IS)HNER (T > 2AR—F —icntd 2EEMEM, 2014) (2018% 1A 19H %GR
CTD2.7.2.3.3.2.2)
16)Pujade-Lauraine E, et al. Lancet Oncol. 2017;18:1274-1284.
17)Ledermann J, et al. N Engl ] Med. 2012;366:1382-1392.
18)Moore K, et al. N Engl ] Med. 2018;379:2495-2505.
19)Ray-Coquard I, et al. N Engl ] Med. 2019;381:2416-2428.
20)Robson M, et al. N Engl ] Med. 2017;377:523-533.
21)Tutt ANJ, et al. N Engl ] Med. 2021;384:2394-2405.
22)de Bono J, et al. N Engl ] Med. 2020;382:2091-2102.
23)Golan T, et al. N Engl J] Med. 2019;381:317-327.
24)Menear KA, et al. ] Med Chem. 2008;51:6581-6591.
25) HNERH (S RIEB Atk O EFIC R T 5 4 580 TOME R Lin vitro i8], 2013)
(20181 H19H%&#.CTD2.6.2.2.3)
26)#NEFH (HBCx- L OB E TN BT 54 5% 7 OPK,PD KR OH RO FHifi
Lin vivo ###], 2016) (201841 H19H#%78.CTD2.6.2.2.5)
24.3BREER S - HEERSHELEHEE
TAMTEIABRR ATUAANA YT rA—va vy —
T530-0011 KPRAILRAREITIELS
TEL 0120-189-115
https://www.astrazeneca.co.jp
26 RNEARFTRES
26.185&0R7ET

PARSERDBHAEM
KIEDILEARISE 1S

26.20F—vavigh

MS DEINE4

RREBFRAXRNEILT1-13-12

LYN



