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PIRARGRR T, D2ETORBREE DS
RoNTw3Z s, KBEMEE XCEAD
BRI 2 7S HEEIC BT 28D EHR ML
SWERIEE L LT, EEIK T coRF D22
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WAL 101 0 A e 8 1(0.1) 0
SOOI TR AT B B RE 1(0.1) 0 o N '
i ARIMBRECH S 1(0.1) 0
BB X IR E 69 (8.2) 10 A 1(0.1) 0
BB R IR 62 (7.4) 9 55, R X CE A OHE 2(0.2) 1
Pl 2(02) 1 N o1 .
TP 202) 0 i o h
IfhR 1(0.1) 0 LA, 11, )
e L0 0 PN 1(0.1) 0
A b 1 (0.1) 0

*1.50C (BREHIASHE), PT (JEAFE) : MedDRA/J version 23.1
2GR AR RAT R GO 838 Bl % REgk & L TR L 72,

W97 DR IZEE A3 59.1% (26/44 1), HEPeHs
22.7% (10/44 1) TH -7z,

R BE RS o FEH 12 B G BRG2 5 3 4 H
DUF %Y 61 45 v 53 i, it i3, Rl 2% 46.8%
(29/62 1), WEPeDs27.4% (17/62%1) TH -
72,

M IMREGEA D FE BRI 3% 5-FR 5 S 3 #
HELT 23 60 il 53 4, #dketix, [RIfELY 73.8%
(45/61 %), #EPRA319.7% (12/61%1) TH-
7z,

LR B D FEHURH X B S-BIG 2 3 o A DL
T3 57 filvh 51 44, #AdRHE, RIEAHY 68.4% (39/
57 ), BEPAS12.3% (7/57Hl1) TH o7,

e, FBEE 5% DA EoRIVERFEERDLIC
DV, B X OBMID A 7 3 — Rl i
L7z 2 ZnRIR1 B K ORIR2 IR T,

3) ReVERGET R

LRVEBGTRHO LR EZR S5 (R T, [
BEME BB T 2 EIERIE 1261 (1.4%) 1<
DS, FEHIZ Do 72, HIFDNFRIZE]

668 Therapeutic Research wvol. 43 no. 8 2022



&3 S5BLUERRLTWEHEROMEARKE (REMBTRIEES 838 §1)

HIE] IR R *2
T e A A A
WO | o o 3 A 6 » A 9 5 Hid 12 5 HEd
64 FBNT | 94 HILT | 124 T

il 332 264 51 10 5 2
T 278 271 5 0 1
Eyser 101 87 13 0 0 1
B ER B A 86 64 8 12 2 0
FIIEREC A 65 53 6 4 2 0
ERE s 61 53 5 3 0 0
M MREGR A 60 53 3 2 2 0
W R 57 51 6 0 0 0
MggiH: 46 42 2 1 1 0
i 42 36 3 3 0 0

*1 PT (FAEE) : MedDRA/J version 23.1
*2 ] —FHRDMERIEFEEL L 7EBIC D TR, WIFEDFEBII 2R U 72, AFIGHHIBRH B &
URITEHFEH 2SRHD AL, EFFORRH» 5 Bt L 7%,

&4 S5%MUEHRRLTWEIERDER (2B RES 838 1)

) (o) k2 g ™?
FEBIREBIE (% *2) SR (%)
RIfEM (PT) *! ——
Grade 3 , . (10l . . - -
NS - [l R it KEHE | R | A | REDE
Al 332(39.6) | 227(27.1) | 210(63.3) | 92(27.7) 0 28(8.4) 0 2(0.6) 0
L 286(34.1) 12(1.4) 166(58.0) | 89(31.1) 0 23(8.0) 0 7(2.4) | 1(0.3)
8 2% 105(12.5) 6(0.7) 68(64.8) | 27(25.7) 0 7(6.7) 0 2(1.9) | 1(1.0)
U rREREG A 86(10.3) 47(5.6) 64(74.4) | 16(18.6) 0 6(7.0) 0 0 0
H IR EC A 66(7.9) 19(2.3) 50(75.8) 7(10.6) 0 6(9.1) 0 3(4.5) 0
B el E 62(7.4) 9(1.1) 29(46.8) | 17(27.4) 0 16(25.8) 0 0 0
AN e % 61(7.3) 20(2.4) 45(73.8) | 12(19.7) 0 2(3.3) 0 2(3.3) 0
R 57(6.8) 0 39(68.4) 7(12.3) 0 5(8.8) 0 6(10.5) 0
AN 47(5.6) 6(0.7) 33(70.2) 8(17.0) 0 3(6.4) 0 2(4.3) | 1(2.1)
it 44(5.3) 6(0.7) 26(59.1) | 10(22.7) 0 6(13.6) 0 2(4.5) 0

*1PT (FEAEE) : MedDRA/J version 23.1

*2 GO VERAT R RAER] 838 B 2 REE L LCEHIL 72,

*3 [ —HRAEBERETL L 2B oW CiE, T alBEseEA I X AR R L 7,
1BESRIENL @ PR > 8080 & D > R MIE > ik > [0
7L, WIR=FHTH 2 HRIFERENICIZE DT, REL T3 2HRNMEE=RHTDH 2R D A
A& LTHERL 72,

M REIEH O FEBUEGI % R L L CRIBL 72,

Bhs 124 7451 (58.3% ), et 4451 (33.3%), DR ST, FEMEMREIC X ) ARF DKL
MHE L 7= 3 O (CT BHRICEEERAE) 5 2k L 72ENE 12 6l 6 61 (50.0%) TdH >
161 (83%) &, TXTORBITHIK LodE 7
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®5 TEMRIFE (REEBTRIES 838 Fl)

582 IR (%) s
SEFIEL (%
OO | e U s | e | ogm |
f N s
IILIPRERT2 | 0 | 7683) ) 4633) | 163)7| 0 0 0 6(50.0)
Q?%g%gﬁ“ 10012 | 20200 ] o 0 2(20.0) |5*7(50.0) | 1(10.0) | 6(60.0)
gﬁiﬁﬂ@“ﬁg?% 415(49.5) | 258(62.2) | 118(284) | 0 | 37(89) 0 2(05) | 37(89)
R
FEBUEFI% SEFIE (% *°)
(%*°)
n=133 Rz R HEE
n=>54 n=67 n=12
Egﬁﬁgﬁ%ﬁ%*s@ 113(85.0) 45(83.3) 60(89.6) 8(66.7)
*1 MedDRA/J version 23.1

2GR AT SRR 838 Bl & RFEE LRI L 7,

3l RAMEEAIFEBL L BB DT, TRMERIAN IC & BiRlRE R L 2,

PBSEIELL © SR SBAE D D > RIEIHE > > [El{E

7L, BWR=ATH 2 FREIBLMEMICIZED S, I L T» 2 2FRPEIH=FWTH 2IEH D A

B L L TR L7,
BRI O RBUERIH % R L TR L 72,
*5 CT Wil KPR e & e,

O ERESIB AR RS (MDS) 2344 (0.5%), AMEEBEMEOIME (AML) 43241 (0.2%), AdkAimE,
Wi, N—F v b U VOSE, RS X OHEEEESE 1B (0.1%) IO SNk,
*TAML2 i, 2PEAIE/MDS, FUEE & O MDS 23% 1 fliciZo sir,

*8 BEREIRE A A L T\ iE
* BIX G DOREGIEE R E LCRIBL %,

TR M T S 1 B 9 % B A & 10 il
(1.2%) 1C@RDd SR, PFRIZE BRI
(MDS) 254 #1 (0.5%), 24860 A i
(AML) 23241 (0.2%), 2AtkEHimE, F0kE,
W=y M) VoS, KEBE, B X OERTE
W14 (0.1%) TH-o7z, FCHIE 10 Fld
561 (AML %32 4, 2/ MDS, ##EE
X" MDS 3% 1) 123 sz, FLTHID
AN DERIFHERIE LS 10 Bl 2 41 (20.0%) (F51E
i, TEFTEE), REIED 26 (20.0%) (N—

¥ v b YV oSIE, MDS), A 141 (10.0%)
(MDS) TdHh -7z, MBI B9 2l
TERC & b ARFI D5 % ok L 72 5EH] 1 10 41
64l (60.0%) THo7z,

H RN B9 2 BRI 415 1 (49.5%) 12
Ao b, WIRIZEINAS 332 61 (39.6%),
EREGRA 23 86 B (10.3%), FIMEREGHD %3 66
B (7.9%), MUNMEGRA 2361461 (7.3%), &
BENNTH 3 X EFRERIEAME DY 17 61 (2.0% ),
~NEZu VA1 8 (1.3%), HIBEkED
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FEHY 3B (0.4%), FEEMELFHERINANE S L O
MERIEAE DS 2 41 (0.2%), U > 2 SEREGE D,
PLIMBRIEAE, & & OARIMEREIHA 535 1 41
(01%) TH o7, FLLEHNZERD S d o7z,
fide D PRI A3 415 4 258 61 (62.2% ),
Py 118 1511 (28.4% ), A I3 37 111 (8.9%),
WA 245 (05%) THo7e, HHEHNHICEE T
ZEIERIC X b ARFI D5 % dik U 7 i 6 1%
415 %t 37 5] (8.9%) TH o7z,

ks, W BIRFEEICBET 2EIETIERD S
Nkr-otz,

AR FN 55 B R RF 1 BF B AE B T 2 L O dEW] T
1%, BIfEAOFBEEZ 78.0% (545/699 f5]) T
B otz, BHERBEE LT 2O RI/ERAER
#EE 85.0% (113/133 4) <, B ED
EREER T, D 83.3% (45/54 f), s
BE389.6% (60/67 ), FEELDY66.7% (8/12
#il) Thot, BHBEREE L H T 2R TR
L7 E4EIEH I, &I 39.1% (52/133 f1) [
PRBEREE 2 L 39.6% (277/699 )], 'EFHEAE R
#33.1% (44/133 #1) [ 2.6% (18/699 #) 1,
B0 24.1% (32/13341) [IH 36.1% (252/699
#1)], PEEU% 9.8% (13/133 #1) [IFl 13.2% (92/
699 %) 1, I/IMREGHA 7.5% (10/133 #511) [IF
7.2% (50/699%1) 1, 127 v 7 F = H)N6.8%
(9/133 %) [IF) 2.6% (18/699 f51) ], hfrhBREH
4 53% (7/13341) [ 11.3% (79/699 #i) 1,
WS 5.3% (7/13341) [ 7.2% (50/699
#)] TH-ot,

4) BAERRICE T 2 ARFIOKRIE /R

B & O G kR

BAEERRICE T 2 KA OGIRIRIERE I >
WTRI2A ISR T, AFIo@IE 1 HE5 555600
mg TdH o 7IEH 749 B, @IEHZE - HEZE
FA RV SRR T H - 7 5EHZ 242 6 (B
B L ORIEL ERD) T, 209 BRI
WIEERER TH - 7EFN 230 HITH - 72,
M E LCRb S OEEHRRT T O
1334 cdh b, KARSFHBEKEE TOREH
T2 R 4 EBDUT ) 237 6, T4 8 6
JERIDAT ) 2319 i, T6 B 8 EEDI Ty 28

29 5, T8 MK 10 @MLAT 232541, 108
R 128U, 251861 L, 12BN
T % BEE I ARIE & 72 2 HA 2SR STz,
7, REEHIHE LTRSS WEERESRT T
HEREORA ) 47 61, THELL, 32fiTh D, THE
I &[RRI 12 BRI AN AREE & 72 2 A 2552
o, ARG HMRE 4B T T
FLUZEBATE, L 2Rb% < 9fITH-
7

¥, FHEFRICB T 2 0IHRER DR
1THHAEZAER3ICRT, KEHEHRLE LTS
ol BEHER TEIM, T, RERDOHEFHA
213 '600 mg, #3984, 500 mg DLk 600 mg
K 324 1, T400 mg BL_E 500 mg A, 23
7%, T400mg K5 34 HITH o7, THFFER
BagAd ) 1 X 2 RERO PRI T600 mg)
»339 51, 500 mg LA I 600 mg Ky A3 7 4,
400 mg DAt 500 mg A 23 141C, THL
Tl 600 mgy %325 %I, 500 mg LA 600 mg
Ay 23441, T400 mg BA_E 500 mg A, A3 3
#lcH -7z,

BHERERIIB T 2 AKFOYIRIKERR I
WTRI2BIZR T, AAIOPIE 1 HE 555600
mg TdH - 7HER 749 Hildr, wIRIAE - HRZE
ANy RDTEE) THh o HERNIZ 108 1 (IR
L CE L ER) T, 209 bINEM b
WIEEHER TH - IEFIE 102 5] TH - 7=,
WEFEM E LTRSS OEERRIE, THIM, &
MLy TEHI30BITH -7z, T, WEHE
He LTRICEWAEERRIE TEERERET, 22
B, TERIE 12 61TH > 7, KK LG BIGH,
TOEMBUT ) TRE L 2Bk, TEhER
EH PRLL L 106TH- 7,

f 7, {REHEHERIIE T 3 WMEHEEEZOHERH
IHHAEZAFRAICRT, HEMB LTS
Dol AERR TEI T, WEEOHHM
1% 7500 mg PL_E 600 mg Aty 43 14 4, T400
mg D500 mg R 1 23 16 I TH > 72, T,
12 & %R ER%R OB HEIZT500 mg DL _E 600 mg
Ky 231561, T400 mg LU I 500 mg Ay A3
10 5, T400 mg Afili, 235 41T, TEEERERE
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A BIEHREESRI(Z &5 1F 2 KB 2

sy [l #tsvem [ 2EBRIcs0EN

HRL4 (PT) : MedDRA/]J version 23.1
K2 FEEBRICETIFHORE/FEE &L U IR
LR - HRZHEA RV b 23H o IEFIBUCHE D E L2 3T L, FEFIEDR S ORI Z R, 2 FHICS LR

EEY TR Lk,
*2 IR - FHRAEEA XY R MR TH o 7R GlEZ L TR 2R E LT3, BEEIEIRIE L 2RI DT
1%, WIBOERMRHZ R L7, #E50EHE X OREERH S RHOG AL, HEitodRe SR L -, PR GRS

600 mg DIEFI D AEZFORR E L 7,

3 YIE A - FAREEA XY AR TH o 2R (K32 L TRE) 28R E LT3, EEIEE L 2Rl ow»T
1%, I ORMERHNZ TR L 72, #E55EHE X ORI S RHOEGA L, EHONRD SR L 72, winlkE &

600 mg DFEHID AEFFDORZR E L 72,
IR - ARAEA XY R 23hIETH o 7ER (R3EE X MRS L Todilk) ZRRE L Tw»3, FIELGED 600

mg DREHID AEFTDORRE L 72,
5 L APERIT R GER 838 B 9 B AKID L% Hrik L 7 fEf 2 R E L T»3,

672

HFEER I3 2;E 4 2B | 4EE ¢ 6EE | sEE | 108 | 1288 | 248 | 36EAE 48818
(PT) LT 4BEKR  6ERA  SEFR 10 R 1288 R | 2480 R 368 R 48R R
=il 133 0 7 19 29 25 18 5 0 0
Ei 32 5 4 4 3 4 4 3 0 0
BaR 24 1 5 2 4 2 3 0 0 0
SFhBREUE A 47 3 5 4 7 5 5 5 0 0
BB 16 0 0 3 1 3 1 0 0
BHEEIEE 4 0 0 1 0 0 0 0 0
M/MREGHAD 21 1 4 3 2 1 0 0 0 0
TREEE 13 2 1 2 0 2 1 0 0
A 5 2 0 0 0 0 0 0 0
Lt 5 0 1 0 0 1 0 0 0
-3 1 1 0
5 0 1 0
1 1 0 0
0 0 0 0
1 0 0 0
4 0 0 0
2 0 1 0
1 0 0 0
0 0 0 0
0 0 0 0
aim 12 0 2 1 0 0
=i 18 3 4 1 0 0 0
| BER 8 2 1 2 0 0 0
/MR SR 0 0 0 0 0 0
HEES 0 0 0 0 0
1 1 . 0 0 0 0
0 . 0 0 0
D. thub I 8513 B o LB ER S

=3 25 1 S0 3 0 2
=il 26 h 5 6 1 0
LBER 17 3 3 2 0 0
701 0 0 0
i 3 1 0 0 0 0
HEEE 3] 0 0 [ | e . 0 0
gt 12 P 1 3 0 0
it 7 [ 1 0 1
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12 & 2 EROFHBHRIZT500 mg L 600 mg
AKifiy d34 41, T400 mg P F 500 mg Aty 23
17 %, T400 mg A 23141, "HERE, Ik
2B OB RIZ 500 mg B E 600 mg &
i, 374, T400 mg BL_E 500 mg A, 434
i, T400mg Ai5) 23 1HITH - 7=,

BEEHRICB T 2 ALK 05+ LI Z K
2C B LUK 2D 2R Y,

AHDOWIE] 1 H#% 5523 600 mg DFEF] 749
o, FIBH - HEZEEA XV b TR T
B o ThEW] 285 Bl (MRFE £ 7= 13 diEE Ik
L7ER) D9, hilkBhss MEEHSR) ©
& o THEHNE 85T H - 72, IRFEF 721X BiE 7
LToHIEEEE L TRDE OEEFRERI,
MLy T18HITH o7, 72, RIHLVEE
T TEIMm, 1241, THEH:, 10 FTHh 57,
ARG T4 M) ok e LB
HTiE, BEL PRLE 12FITh o7,

AH Gl & 7572 533 B 5 b, iR
s TEEHR) Th o EFNI 122H1Th -
7oo HIEEHE L TRDZOEFRRUITEL
T26HITHoT, Fh, RICEVWEERERIZ
My 2561, "R 17 4, TiErL, 12 flT
Hotz, ARIREFGE T4, Tk
E LB, TELPRDL L 144TH -
7,

5) LA

AL R SER] 838 vk, AHEICEIT
2 B o2 THNIE 944 (11.2%) T
Hole, ZDIH L, KAIL DRRBRHEE T
EHVHCIE 8 M (1.0%) TH-oTe, FERDN
AlE, S ERENE AL 2 41, DS/ O
W, BEEHZE, s, Al /BRI
FEBRRE, FEE X N E RT3 1 4
ThHot,

4 B K

A HVERRBT R SER] 808 ic B 1 B AHKI D i
BRASRHEZR 6 ISR T, ST 628
Bl (77.7%) THEMES 1, FEIYZESE (ORR)
1$36.0% (226/628 i), W% ho—LK
(DCR) 1% 61.1% (384/628 ) TH o7, ¥+ 7

ZN—7%Tlx, ECOGPS Za 7 2, Bk
DFEF] 15 H112 BT, ORR B L U DCR A3 Z 11
Z16.7% (1/1541) B X 1826.7% (4/15 #)
AR & Ntz A RTINS
808 HlIZ B 1 2IHWHMETOHIEERIR 5 1T/R L
720 IRBEITHSIRD & NLIIER 13 41841 (51.7%)
Thot, ¥ 77 N—7HTiE, ECOGPS %
a7 H T2, PLEDTER] 26 FilE & EIRIERE 2 H
T ZHEH 345 Bl BT, RESETT 2 L 0ElG
EZ N2 23.1% (6 41) B X O 40.3% (139 fil)
ThoT,

m % =®

AFHEE, HHERETICE T 2ARKR 5 0%
s L OEMEICBI L T, BIfEHFEERI %
R L, Ze8 LOAMMEICEEL2 52 5 L
Z2Z 5N 5HAL S NI EOFEED S FHl
TERVEIEHZMER T 27 DIcHEH L 7z, H
AN D A5 R P RS A A2 M O T 7 I Bl
BEZNRICAHZ %5 L 72410 TO R %
BeEEB I OEIMED T -y RN,

LA ML AT o RAEH] 838l D 9 B 663 Hi
(791%) WCEIfEA 2R D s it, FEarlIfEH
V&, i 332 41 (39.6% ), H.L» 286 4 (34.1%),
ERIE 105 1 (12.5%) TH -7, SOLO2 il
& Study 19 I2B W TH, FRRICEDL, I, &
Mz EPEL2AFHELTHREINT L
28912 WEAREAIL, BoRb% <, X
WTCHLD, MVMREGR A 7 £ Tdh - 72, SOLO2
HEETYH, AMDRS% (D 5N TWEY,
Behkic B o 22 B4 EIEM I, SOLO2 ik
TIZAIM, AML, MDS, 4FHERJERAMES X O
INBRAEDS G S NT w2 KFEFCH
Hriplkic B> 72 FEWEH & L CEIE X O
IINRBORAD DSTBD Tz, £, B, BRI,
WEI, 57, BEIRRREREE B X OB R e
EFORIEHICE > THEEHIEIZE->TED,
KHNDEEGNH 72> TIZEEBNIETH 5, Bl
SR rh o T, AF L BEEH D (FH%E
&) & SNAERNZ 838 Hith 8 1 (1.0%) T
B o7, SOLO2 B TIZ, AKI L BIdd b & X
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x6 REMAMR (BEMBITHRES 808 F1)

S FEGIE (%)
2 L) A S e ! L 180(22.3)
Hh 628(77.7)
T RS A BN o ST *2 CR (5842Z%)) 137(21.8)
PR (#B57Z5%0) 89(14.2)
SD (%5E) 158(25.2)
PD GE&fT) 226(36.0)
NI 18(2.9)
ORR (& MZERR) *23 226(36.0)
95% X M, % 32.2~39.9
DCR (Jf#a v b m— L) *24 384(61.1)
95% X M, % 57.2~65.0
SSHE ORR (ZHBZERR) *23 DCR (JfiZha v b m—)L ) *24
¥ 77— w0
S B (%) | 95%SHEXIE, % | KEGIE (%) | 95%SHIX M, %
nRGIEe
AEH 65 A | 443 354 139(39.3) 34.1~44.6 217(61.3) 56.0~66.4
65 %L | 365 274 87(31.8) 26.3~37.6 167(60.9) 54.9~66.8
ECOG PS*® | 0-1 782 613 225(36.7) 32.9~40.7 380(62.0) 58.0~65.8
2-4 26 15 1(6.7) 0.2~31.9 4(26.7) 7.8~55.1
BEEIEBO | &L 454 358 148(41.3) 36.2~46.6 229(64.0) 58.8~68.9
fifie Hh 345 264 77(29.2) 23.8~35.1 153(58.0) 51.7~64.0
A 9 6 1(16.7) 0.4~64.1 2(33.3) 4.3~77.7

U RRIERRT R SRR 808 il & RREE LRI L e,
2 RHESENE T Y, RREE LTRIL,

*3 CRB XU PROHE

** CR, PR&E XU SD DHlE

*5 Eastern Cooperative Oncology Group Performance Status

I FEE B 195 Bl 6 4 (3%) L ST
Vw39,

AHNIDEHM Y A 7 EHEHE I B 5274
BN HEED ) b, BELRNEINALZYRITH
2 TEREIS BT 2EIEHTH 2 EIDFE
BHEA1Z, AFETIE39.6% (Grade3 B |
27.1%) T, SOLO2 i TId 39.0% (Grade 3
DL 185%)"TH oz, £z, KRFETHRIE/
HMEOHHE L TRDLVWEEERRIZIZINT
Hotds, b SOLO2 R & FKTH -

7219, = 2 % Hw 72098 TlE, PARP2 KiHAS
BMAEFET 2 2 EPWEINTEHBY,
PARP O HENEIMDOFEIEICBI S L T\ 5 AlEE
W% 2 605, SOLO2 #ERIC & 1T 2 il n|
Blx, 772 D 1HIL, F7% 78
Tk 1B EA 35 41 (17.9%), 2 [BIBL EAS 19
Bl (9.7%) TH-oTz, Fiz, FRIIEEREEEA
THUHIDS 7 HIC i & 0,

M/ IMRER A D FE R & 1% 7.3% (Grade 3 2L
124%) TH 7%, SOLO2 B TIE 5.6%
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(Grade3 A 1:1.0%) TH 7", MUMEEIRD
WX B ALE & L CREIRIIC BB 22 5400, i
%506 L 7z, SOLO2 ikB# i, Grade2 Dl L
DIMIEBURT 2728 U 7= 7 Bl Eios £ X
th)Q

LEMEMETHEEE U CEERBFENY R 7 &
SN TR, 1B 2 REIfEAIE 10
Bl (1.2%) 122 54, 2D H B MDS 28 4 4,
AML D2 TH -T2, 72721, RKFEDEHLE
I3 1R L BRENTH o 72720, Z DI
R H %, SOLO2 #RER D 44 F AR o &5
AW U ik, SENMPEL &
%L, MDS & & O AML DFBIAZ 2 2 L &3
WEINTw3Y, F#, SEIFhMEET
PARP fHEZROH M2 L @D 7 v %
LALHEGRER D X 7 fEMTHER > 5 b, PARP fH
EHRIZX D) MDSE X OAML DY R 7 2388013
22 EDHEEINTED (PetoElc L B4y X
I :2.63, 95% {3 HEA X [ : 1.13~6.14, p=
0.026)'9, MDS % X T8 AML Iz oW T3 5] &t
EHEPLETH B,

Zofth, EELFFEINLIVRITHD TH
B R, 1B 2 RITEA R X VEERIEE
WY R THD TERBREERE~DEE) I
DOWTHF L EMESEEO ST, BEOR
FSCEORHEZ 2 2 BB BT T 7w E
EZ o, "BiERERE~NOREG IZDO»
TiE, AfEICB T 2BRREEOEEL IV
EIEEOBEVCICE D EFRRY EZH 2D
D, AHEESHRRCEEOBEERELH T
2 BEDEIE F 7 13 F OB R E R T
2 BE LD EIERAABEIENEC 5 2 Ltk
ot d, RHIELGHIBR I BB E %
B 55T, KHKLGHRBEICEERERED
FHE Ao, Fin, EEREE LU
AR G- BRI O 2 BREESE B L 72 T HE 1 b
%27 57,

RRVEMSTEE DA CHRE A2 5% L T
HoBERHD Y B, BB X OEHEIZZNTE
N34.1% & 5.6%DEHTRD o, FEHEEH
s WEITE TH o 72, 245 D FBIIRA

LRI <, BT 278 Bk 271 A3, TE
T3 46 BiHh 42 B2 G5B 6 3 4 HBUT
DFEBETH-7%, T2, BIAAORE hIE
DI E L TR B EEERTH Y, FIkD
R 5Bt T2 BRIDIT ) 230 26 f
rh9 i, MEHC 12 i 7 61 & i b B REH
WHIELTE Y, PR - HEZEA XV b
B TH-o7EBHFICB LTS, FUkFABE L
TELMDBROSVEEHRR TH -7, TNHD
L, BEHFIIC R 7 E LR TR
HEIRCEZ = AP Rl I 2R L
TWw3, 2O—KE LT, EDEEHIXEHE?
HRECTEZ2HEHRTHIZ EBDHIToNn3,
— )7 CARFIDMEH: MY 2 71, National Com-
prehensive Cancer Network (NCCN) #'A K3
A VTR ~EEY, HARREESOH
HHEIEFH A A B9 4 v TR I
nNTEH, HILBEEHEY 27 BEVEIXS
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Real-world Clinical Experience of the Safety and Efficacy of Olaparib
for Platinum-sensitive Recurrent Ovarian Cancer

All-case Surveillance
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U AstraZeneca K. K. Science & Data Analytics Division, Safety Science Department
2 AstraZeneca K. K. Science & Data Analytics Division, Biometrics Department
% AstraZeneca K. K. Science & Data Analytics Division, Safety Physician Department

Background and Objective: Olaparib is an oral molecular-targeted drug that selec-
tively inhibits poly (adenosine diphosphate-ribose) polymerase (PARP), the chief
enzyme involved in DNA single-strand break repair. An all-patient use-results surveil-
lance of olaparib was conducted to investigate its safety and efficacy in actual clinical
use.

Method: Patients who started olaparib during the registration period were regis-
tered in this all-cases surveillance using a central registration method. With an observa-
tion period of 1 year, patient demographics, olaparib dosing status, adverse drug reac-
tions (ADRs), and best overall response, among other outcomes, were recorded.

Results: Patients with case report forms locked between April 18, 2018 and Decem-
ber 15, 2020 were analyzed. Among 838 patients [age 63.0 years, observation period 8.44
months, duration of exposure 7.47 months (all medians) ] included in the safety popula-
tion, ADRs occurred in 663 patients (79.1%), with the most common being anemia in
332 patients (39.6%), nausea in 286 patients (34.1%), and fatigue in 105 patients
(12.5%). The most common serious ADRs were anemia in 107 patients (12.8% ), nausea
in 16 patients (1.9%), and platelet count decreased in 10 patients (1.2%). ADRs leading
to discontinuation were anemia in 31 patients, nausea in 27 patients, fatigue in 17
patients, and vomiting in 12 patients. Interstitial lung disease, secondary malignancies
and myelosuppression, which were listed in the safety specifications for olaparib,
occurred in 12 patients (1.4%), 10 patients (1.2%) and 415 patients (49.5%), respec-
tively. Among 133 patients with renal impairment, ADRs occurred in 113 patients
(85.0%). The best overall response was evaluable in 628 patients in the efficacy popula-
tion at the end of the 1-year observation period, at which time the objective response
rate was 36.0% (226 patients) and the disease control rate was 61.1% (384 patients). In
the efficacy population (808 patients), the rate of disease progression at the end of the 1-
year observation period was 51.7% (418 patients). The data collected were limited due
to the design of the clinical experience investigation ; therefore, subgroup analyses of
efficacy according to gene mutation or number of prior lines, for example, were not pos-
sible.

Conclusion: No new safety signals that would affect the benefit-risk balance of
olaparib were found in this all-patient use-results surveillance. The efficacy of olaparib
was consistent with prior clinical studies in patients with platinum-sensitive recurrent
ovarian cancer.
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