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S o
ALFIHAEFE D 720 K O FIRIERE O & 5 ARG YIER - ALFIAERE D 70\ o OME P RERE D & 2 ARG YR
AR BV Bl R RRE7 M Bl R
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« RAFNO RS T R LiaBuE OBEERE O & 5 B3 « RAFNO R R LilauE OBEERE D & % B
QOIEERTOFHMIC B W T FRRICEE Y T 2 BFIT O QIR RTOFAMIZ I T FREICE Y T 5 BEF TN
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21 X— | @E2YIRE OEMERAERE ~OWRBMIEE L | 19 X— | @2 UIR% O EM R AERE ~OW 48RS &




https://www.ajha.or.jp/topics/admininfo/
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ZEICHEYMEOF M AT o TV A S EIL, K
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L THERT 2561213 AAIoFEG X 12 5 H #
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WHHEGR O U L oEO e HHEE T A R T A L OUETERT (BrIR Xt RER)

ik - BB BMARIE . BER, BEORERE (P
PR B EESERMARIE . B RREIRARIE R . S THLEE
FARIIESE) . infusion reaction, M2 - RS,
EIET I VIE, MR E (X7 >« N U—EBERES) |
O g, EERMKRES (G i M 2R 5E
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B, MEREBIEGRE, %) (I3 LT, Ykl
A AT B AR B DO B P A2 9 D RN & EHE L

il IH
ZY =Y (FHrErIBRD) P (HHAEBHIER)
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PRE bR O FE i HEE T A N T A OWGETE AT Chr A X RER)

FEO TR, BYERTR - A4 - ITtéRelssE - T4 -
AL MEARAE 2% B REREREE (PR B MR &, Rk
BRI R E) . Wk (M EAEEREREE . HRR
PERERESE . R RERERRE ) | 1 AUBEIRIN, 5 & D K,
ik - BT BARIE . R, BEOKERE (hE
PEFR B ESERMARAE . BRI IR SRR, S HLEE
FARIIESE) . infusion reaction, M - RIS,
HIEFHETVE, MRREEE (X7 V- N U—EBERESE) |
O g, EER MRS (G i MR 2R 5
. ERIMAPEE L, FREFERES, MRRRIERES) . D
BHR, MEREREMRE, %) IS LT, Yi%h
B AT B = A B D B P A2 5 D R AN & E s L

RIER OZWORHNIZE L THRE R O R
BNLHRFICH D Z L) EBICHYRLENTE S
(RN > TG Z &

Hr IH
Y=Y (THREBIERD) =Y (AR EBHIER)
9 R—Y BITER (REMERREISIN A, KIGR - /DGR - B |9 <=2 BIVEH (MEMERREITIMA, KRB - DMk - B

FED T, BIEZ « A4 - IFaerEE - 2 - i
{EMERRAE 2%, B tEREREE (RMEMEMEERE) . N
Syl (T EAEREREE ., AR e S B
FERERE ) | 1 AUBEIRIF, S E O IEK. AR - BT
R, R, EEORERET (RErER st
fRAE, FTEREEARE MY, SRR, B RIEIES) |
infusion reaction, MMZ - #lifZc, HHIE M) HEJ10E
FRERESE (X7 2« NU—JERERES) . Dk, BE
7R (o M i IR SRBE R . TR IR
i, ARIFERES, MEPERIERAESE) . MERE RIEGERE, #5
BZ5E) 1okt LT, MKk S dol R e pg B o B
MWaEHT HEMEEE L (BEIEHOZ BRI
LTHELROXELZZITONDLRCHHZ L) E
HIZHE U2 ALE DN T E DIRHIRHE > TS Z &,
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EHE~A 7 0T 54 NREE (MS 1T-H i g h) &35 B R O - o i

T RERT CHTIR X ER)

WREHEET A R Z A D

E<l) H

A= (FHRRERIBED) MY - (B yHBRERHIBR)

15— | GEAR (TEMEREBICIN X, KIBK - Mk - E | 156 ~— | GWEH (FEMERERICI A, KRIBK - MMk - &
FEDTF, BIEFE « IFA4L - FRekEE - 174 - FED T, BIERFZ « IFA4 - IFaeRE - IF2 - i
EALPEARAE 2 B RERERE S (PR RIEMER &, R EMERRAE 2%, B iERElEE (RAMEMEMEERE) . N
BRI R ) . Wk (T EAEEREREE . HRR Syl (T EAEREREE ., FURIRM e S B
BERERE S BB HEREREE) | 1 ABEIRI . 5 &9 IR, FERERRE ) | 1 AUBEIRIF, S E O PEK. AR - BREUT
e - BT BARIE . R, BEOKERE (bE RRERE . BESR, BEEEOREEE (PR I
PEFR S ESERRIE . FRGREIREARE BERE . ZIRLBE, FRIE, BTG REIRARIE MY, ZIRALEE, BHRIEIES) |
FARIIESE) . infusion reaction, M - HlRES . infusion reaction, W% - #lifEIc, FAE M) HE ) E .,
HIEFHETVE, MRREEE (X7 V- N U—EBERESE) | FRERESE (X7 2« NU—JEERES) . Dk, BE
O g, EEMKFES (G i MR M 2R 5 PR (e M MR PSRBT . TR IR
. ERIMAPEE L, FRIFERES, MERRRIERES) . A D i, FRIFERES, MEEDRIERAESE) . MEKERIEGRE, 5
BHR, mMERKERIEGERE, %) IS LT, Ykl BZ5E) 1Tkt LC, MKk S dol = e pg B oo B
B AT B = A B D B P A2 A5 D R AN & E s L PAEAT HEMEEEE L (RIVEHOZBOXHGIZ R
(BIVER OB Eroxt I U CHE R OSSR 25217 LTHREROZEZZ T ONLIRZHICHL L) H
ONORMICH D Z &) (EBIZHEERAENTE S HITH IR LEN TE HEHIRESTnD Z &,
RN 5> TWD Z &,

16 X— | 728, MSI-High (TR T D ARRNID 2 =4 BWiEK | 16 X— | 7285, MSI-High (ZRET D2 ARAID a =4 B Wik
& LT MSI i » I (FALCO) . FoundationOne CDx & LT, BB MST MifE %~ b (FALCO) Kohipse
WA ) A7 a 77 A, Guardant360 CDx 23 Aie £+ FoundationOne CDx AT J L7 a7 7 A L)
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fFf/3x b, X HF OptiView PMS2 (A16-4), X
v Z F OptiView MSH2 (G219-1129), N & F
OptiView MSH6 (SP93) J M1 & OptiView MLH1
MD) MNAERINTWS (W FTbIRGE4).

ARSI TWD,

BRI D Bt il FRHERE T A N T A > OWGET R CHr IR X )
Gl [8
Y=Y (FHrErIERD) e (HAHAEDHIER)

16 ~—

BIVER (RPEMERR BN X, KGR - /MG - &
FEDTFH, BIEATR « FFA4L - fFnebsE -« T4 -
MEALPERRAE G BRRREIREE (R EMER &, K
BRI R E) . Wk (M RBRRERRE . HIRIR
PRREREE . BB FERERRE ) | 1 BUBEIRIN, 5 & 5 Ik,
e - BRI RARAE . BER, BEOKERSE (bE
PEFR B EESERMARIE . B RREIRARAE (R . ST HLEE
FARHIESE) . infusion reaction, M2 - MRS,
FSE AL I VE , MRbEE (K7 2« N IEERES) |
Ok, BRI MKREE (S i MR R SR BT
i, WS ILPER ML, JREFERES , MERERIERESE) . B D
BHR, MEREBIEGRE, %) (I3 LT, Ykl
B AT B = SR B D B P A A5 T B Rl & s L
(FIVERH OZErCx IS B U CHRE R OSSR 2= 17
BNORMIFICHD Z &) (EHITEGIRLENTE D

16 ~—

BIVER (RVEMERR BN, KIBK - /MG - &
FED T, BIUERFS « FFA4 - FFHREREE - iFJ¢ - 1
{EHEBAE 7 R E R HEMER K, REK
R RE) . NowbES (TRAERERE ., IR
RERESE, RIBREREREE) . 1 AUBEIRIN, 5 &9 Ak,
e - BB RARE . BER, EEOREREE (F5E
PEFR B EEAE R RIE . B RS RE IR ARSE (AR . ZTRLEE
FARIEIES) . infusion reaction, MZ - B,
FEIEA I E, AR E (X7 2 - N U—EERESE) |
O, BEER MRS (o M i MR 2R 5E
. WILMER L, SRIFEREE, EERIERIES) | MERE
BIEMERE, ASEEE) 1oxh LT Yk ak ST e
RSB DB Z AT S AT & EEE L (RITEH O
WXt I B U CHRE R OB 252 1T AL D SR
HDH L) EHIZEY) IR ALE N T E DRG0 - T
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RS TND Z &,

Wbk,

SRS D i@ IHEE T A B F A OUGETERT Ci [H X% 1 3R)

FEO TR, BYETR « P4 - iFtéRelsEs - T4 -
EALPEARAE 25 B REREREE (PR B MR X, R
BRI R ) . Wk (M EEARBEREREE . HRIR
BERERE S, B HERERE ) | 1 ABEIRI . 5 & 9 IR,
ik - BT RBARIE . R, BEOKERE (h%E
PEFR R ESEREIE . FRSREIREARE GElE . 2T RLEE,
FARIIESE) . infusion reaction, M2 - RS,
A M MARREE (KT 2 N IR ERESE) |
O s, BB MEIES (G i M 2R 5
. BRI L, FREFERES, MRRRIERES) , A D
BHR, mMEREBIEGRE, %) I LT, Ykl
B AT T B = A B D S P 2 D AN & s L

(BIEH OFZEr-CH I B LU CHRE L OSSR &5 T
DNAFRMEICH D Z &) EHICHEY) R MLENTE 5
(RN 5> TWD Z &,

Gill [8
Y=Y (T HREBIERD) g N—Y (IRTHAREBHIER)
13— | BIER (REMRREISMA, RIBR - DBk - B | 13~—2 | BIER (FEMEREISINA, KG%K - DMusk - &=

FED T, BIEFZ « A4 - IFaerE - 2 - i
{EMERRAE %, B tERERE S (RMEMEMBEXE) . N
Sy (T EEARERERE S, AR RERRE . B
BEREREE) . 1 AUBEIRIN, S E ML, ok - BEEUH
FAERE . BER, BEEOKREEE (REMER IR
FRIE, BTG REIRARIEMERE . ZIRALEE, BRIEIES) |
infusion reaction, MMZ - #lifZc, HHIE M) HE S 1E
RS (7 2« NL—EBERESE) . DA, BHE
PR MR IR (P ME L RIS PEERBE S . PR IR
i, ARIFERES, MEPERIERAESS) . MERE RIEGERE, 5
B5E) 1Tkt LCL Mk ak S dol s e pg B o B
PeA2A T HEMEEEE L (BIEHOZR-CxHG B
LTHELROREEZZITONLRKMICHHZ L) EH
HICHE O 72 ME N T & DIRHI R > T D 2 &,
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FEDTFH, BUEATER « FFAL - fFnERsE -« T4 -
AP G BRRREIEE (R EMER &, R
ERIRRE R SF) . Woriikess (T I RBRREREE . HIRIR
PRRERSE . BB FERERRE ) | 1 BUBEIRIE, 5 & 5 MK,
e - BERUTIRARIE . BER, BEOKERTE (bE
PEFR B EEFERMARIE . B RREIRARSE R . ST HLEE
FARMIESE) . infusion reaction, X% - BllEAK.
FIE AL I E, MRbEE (7 2« N EERES) |
Ok, B MRS (S i MR R SR BT
i W ILPER ML, JREFERES . MERERIERESE) . B O
B, MEREBIEGRE, %) IS LT, Ykl
B T B = A B D B P A A5 T B R Al & aE s L
(EIEROZWEr-CHINZ R U CHE R O 2%
DNORMFICHD Z &) (EDHITEHYRLENTE D
(KN FE->TWD Z &,

BB O ROEERHEE T A R T A o OWGETEFT CirlAX )
Hr [8
Y=Y (FHErIBRD) %= (HRTH AR 1 )
15 ~— | EWER (REMRREISMA, RIBR - /NBK - E | 16 ~—2 | BIER (FEMERREIINA, KRB%K - Mk - &=

FED T, BUEZ « FAR4 - FFSEEREE « JHF 2% - il
{EMENBAE 7 s REREE R HEMER K, REK
R RE) . NowbES (TR, IR
HERESE . RIBREREREE) . 1 BUBEIRIE, 5 &9 K,
Mo - BRBCTRRIE, e, BEEORERE (T
PEFR B EEAE R RIE . B RS REIRARSE (R . ZTRLEE
JARMIESE) . infusion reaction, MM - B,
FEIET M IVIE, APRRREE (7 v - N —EERESE) |
O, BEER MRS (o M i/ MR 2L 5E
. IR L, SRIFEREE, EEERIERIES) | MERE
BIEMERE, ASEEEE) 1ok LT Yk ak Sdur e
RSB DI Z AT 2 A & EEE L (RITEH O
WXt I IC B U CHRE R OV R 252 1T B AL D SR
HDHZ L) EHHIZEY) IR ALE N T E DRH 033 T
W5HZ &,
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OFLEE BT HITET - IiE Y EE

®RE D RIEROHE

PD-L1 Bt D A NV 52 RAREE M >0 HER2 [2PE D B
BRASBE L F R T

L OPUEMEIEE A & OO HICB W T, @F ., AL
X, X7 r Y Xv7 (BaERrz) & LT 1H
200 mg % 3 MFFEIE 18] 400 mg % 6 WG
T 30 A3 TR ERET D,

BRIVE U RIRENED D HER2 BEMECTHEE Y A7
DFIEZ I T DIUTHI - It ik

W AT, a7 el X~v7 GBE M Z)
S LT, 181200 mg % 3 BRI UL 1 [E 400 mg
% 6 MR T 30 oMo USEEHES 5, BE
B, 3 ARG O5E | iiTEEEY IR 8 7]

FUB O REE FAHEE T A R T4 ORETERFT GBrIHXT i)
E<lh "
A= (A ERD) Y= (B yH AR ERHIBR)
QN XI5 L 72 D HE AT 2— | G LR D ENEE SIS
PD-L1 BGtE D A V€ 5z AR 2 M >-D HER2 f2 MR D F PD-L1 Bt D A /VE 52 5 AREENE DD HER2 [ D F
WABE ST s L NS R
BIVE U RIRENED D HER2 BEtECTHEE Y A7 KR LD MEKR O

L OFLEMEIEEA & OOF I W T, W, BRAIZ
X, X7 vl Xv7 (Bl z) & LT, 1H
200 mg % 3 FMIFNE XX 1[8] 400 mg % 6 I [ ke
T 30 Ay TR ERET D,
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£ T, IrEARYIRIEIT 9 Al £ T, 6 HE M50

Y. WTRERMPRIES 4 BlE T, i SEMERIEIS 5

BIETET S,

RVE R REEYED D HER2 [EVE TS Y A 7™

DR O ASEBE 1,174 ] (HAN 76 il & E i)

ZXRIT, ITEEEY R & L CORA| EALFRIE &

DOFFRIE, K OMrte Y IRIE & L T OARAIEER

EORIER O Z2MEN, WRiEEpEEE LT

7 Bk LALERIE & OOF RGO SR I%

ELTCOT TR ZdRE L THRETS ™,

TRl E O —DIF A N P AEFEIR (T

[EFS] &WoH,) &, AFIBRETI T 7 BAREL L

ﬁbfas%ﬁi’ﬁﬁbk(%zﬁwﬂm

ﬁTﬁlJ#JFWE(i%ﬁ’rEﬁHU@H#,H BT, mg2H

i%f L0 TNM 43FE T Tle 7> NI~2. X

4= | 3. ERIRERE 48— | 3. R
PD-L1 D RNVE o F RS e N B Al PD-L1 BGtED RNV 2/ REMED e b BRI
WHEN 2K 2 (LLF THER2) &9 ,) EttEoF HEFEIR 52 K 2 (BLF THER2) W9 ,) BEEoF
AR RE T R R OB VE V2 BIRR DD TR BE XU B FLIE O KGR RFIZ M 24T - 7= 72 i
HER2 fatk THIE U X 7 OILEIC BT H1iieT - i IRFBR D RAE 2 R T,
SEPRIE DFKGRIFIZ RN 24T - 72 E 2R BRI Dk
BAE T,

62— @E B [F 5 MAHERER  (KEYNOTE-522 FR5R) GBI
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I$ T2~4 7> D NO~2 |Zi% Y ¥ LB 24 L2\
BENKR L iz, 728 TN SFEIZ OV T, JER
FhaetmES 1 B TlE American Joint Committee
on Cancer (LAF. TAJCC] EW9H ) BB T7HRA., 168
FEhETEECET 2 FiRUABRIE AJCC 5 8 RSV &
iz,

%2 . s - AEIX RSOV R T TF o ROV
UEXENL 4 YA 70 EDPFH TAA 200 mg XiE
77 &A% Q3W T 4 FFIRNZG%, FEFV ey
VIRRRE I LB L RS S O R AT 7
I RKFY (UAF. TAC UFEC] &WwWH,) 4H A7
JLE OB TAAI 200 mg KT 7T EARZ QW T4
[EIEFARN A G-, R O ICAH] 200 mg KT 7T &
A% Q3W T 9 [mIgFRN 5 STz,

#£ 2 AVERGEE (KEYNOTE-522 #ER)

R VERRAT R G45] 783 BIIZ I\ T, A HEHGIIAH

(F 1)
(X 1)
2 EFS @ Kaplan-Meier i (KEYNOTE-522 #5R)
8 _N— *3 6 RX— *=2
10 2—2 | @EBILFE S AHER (KEYNOTE-522 #A%k) GBI
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B 777/783 1511(99. 2%) . 7° 7 & A RE 389/389 451 (100%)
IZERD B, BB L ORI EBENEE TE WA
EHBIT FNEN 774/783 i (98. 9%) K T 388/389
B (99.7%) 12RO BT, WO TREEIS
23 5% FORHWERIZTERDO EBY Thol,

# 4 DT ORETHREEIEN 5%l EORITER
(KEYNOTE-522 &) (2 &MEffbT xH R EEH])
(E )

72, ARFIFEIZ ISV TV EMEMMEEE 13 61 (1. 7%)
KiGH - /IR - EEO TF 31 6] (4.0%) . BHED
FighEEE (hagtha R sr mh AR . R R R R e
B ZICALBE, FREIES) 461 (0.5%) . fRkkEEs
(X7 v - NU—JEBERESE) 154 1] (19. 7%) . BIRERT
K- A - ITHRREREEE - TR - AR LR AEAE 5% 271
(34. 6%) . HIKM S RERE S 137 5] (17.5%) . FIE(K
BEREFEEE 16 {51 (1. 9%) . FIEPEREFEEE 18 5] (2.3%) .
1 BROBEPRIw 4 41 (0. 5%) . BHEREREE (JRAME FIEME
RO RERIRER R SE) 16 5] (2. 0%)  JEZ& 5 151 (0. 6%)
A %« BRSO AR 3 51 (0. 4%) . EEIE A M S0 1 5]
(0.1%) . A - BhMES 3 B (0.4%) . 5 &9 R 2
f (0.3%) . LofiZe 5 il (0.6%) ., FEEEDHR 2 f
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(0.3%) . infusion reaction 122 fil (15.6%) K& O®
i iR (G Ml /MR PESEBTE . FR I
PR, FRIFEREE, MR ERIESE) 2 B (0.3%) 2358
Do, Fio, MERERIEGEE R ORZITRD 5
nZeinodz, AEWERFBRDLIBESES (BRIRR
BERT 2T 2GR RE RT,

13 =

£5

g ~— v

#3

15 ~—

BIWER (REMERZEBICINZ, KBk - Mgk - &
FEOTFFL, BUEATFER « FFA4L - fFneRsE -« T4 -
MEALPERRAE G, BREREIEE (R HEMER &, R
ERIRRE R SE) . Wk (I RBRRERRE . HRIR
PRREREE . BB FERERRE ) | 1 BUBEIRIE, 5 & 5 MK,
ik - BB RBMARIE . BER, BEOREREE (b=
PEFR B EEFERMARIE . B JRREIRARIE (R . ST RLEE
FARHIESE) . infusion reaction, X% - BlMEAK.
FESEAG I E, MRS (X7 > - N —EERESE) |
O g, EER MRS (G i M 2R 5E
. BEIMAPEE L, FREFERES . BIRRERES) , HED
BR, MEREBIEGRE, %) I L T, Ykl
B U B (= SRR B D B P 2 A5 T B Rl & L

(EIEROZWEr-CHINZ R U CHE R O 2%
DNAFRMEICH D Z &) EHIZHEY R LEN TE S
RHINE S TNWDE Z L,

10 X—

RBIVER (BB, KGR - /MEsk - &=
FED T, BUEFZ « R4 « IFSEEREE « JHF 2% - il
{LMEBAE 7% W REREE RAEHEMER K, REK
R RE) , NowbES (TEAHEREREE ., IR
. BIEHEREREE) | 1 ARUBEIRIR. S D
e - BT RARE . ek, BEEORERE (T35
PR B EEAERRIE . B RS R ARSE AR . ZIRLEE
FARIESE) . infusion reaction, MM - Bl
FEIEA I E, AR E (X7 2 - N U—EERESE) |
O g, BEER MRS (R M i M 2R 5E
. IR L, JRIFERES . BERERIERIESE) . MERE
BIEWERE, ASEEEE) 1ok LT Ykl s ST e
RSB DI 2 AT 2 AT & EEE L (RITEH O
WXt I IC B U CHRE R OV R 252 1T B AL D SR
HH L) EHHIZEY) R ALE N TE DRG0 - T
WhHZ &,

RE R
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16— |5 hRtR L 2D BE IL~— 5 GRG0 D B
(A2 BI 4 5 F ] (AP BI 3 5 F ]
OHER - FRHIEITXT 2 25 MO RNERED 720 OfsR - FRAREITKTT 2 2 EDORHREED 220
PD-L1 Bt (CPS=10) D ARNLE 2 RKIREMED D PD-L1 Btk (CPS=10) D ARILVE S KE MDD
HER2 F&h: D PN ARRE TR ALBAEICB VLT, A HER2 P& D PN ARE T ALmEE BT, &K
F b2 (T AV ROV T TF L bBFE (FAVEZE VKOOIV RT TF
X7 ) 2B VL nab— 7 U X xE) EDOFEH X7 ) A2V L nab— 7 U X xE) EOFHFH
B CTHIMEN RS TWD, B CTHIMEN RS ILTW D,
72k, CPS IZBHT D ARAIDa =4 2L L 2B, CPS [Tt AAR D a L R=F ks L
T. W724 : PD-L1 IHC 22C3 pharmDx [# =] 37Kk . M54 : PD-L1 IHC 22C3 pharmDx [ =] 237K
BINTWD, BEINTWD,
QAFNLE U ERREENED D HER2 BRETEHEE Y A B B B e R e N Bt s R
7 DB BT, ITEEEYRE S U TR & D S %
(LEE (X7 ZXBALROINANRTTF LD FFDEL G L BT,
Gt AC XUX EC #t5) &L OO H#E L, K OMfi#4 3 = D TARFNDOEIED IR S FU TR Mt O HrE M E
WRelE & U CARAIBRBEE O G D R ST B & OGF
7. st g
BOE VD TAKIDAIMED R ZIL TV RO HT
LR A & ORIV TR, AAIoA R
DL SN TEHT, AFOBRERIR LBV,

18 X— | @FNE SRR EMED D HER2 [EME CTHRE U A CEVY
7 DR BA BT DUTHT - IR SERE & LTl
Ji4 2B iE, KEYNOTE-522 #BRIZE\W\T, AHlD
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BN ARVEICEIER 2O AR L, ST
JG U CHEGREE{T o2 E TR E DA &K 24l LT
W2 Z L ESEINT, RAIOK G RNAEGED P %
BT 22 &, 2. AFOEEHEEIL, QW F 5O
Bt R EEIL 8 Al E T, IRy AT 9
[ T, Q6W i 5-O56 IaiEYRIEIT 4 [BIE T,
s EREE s [ME T 5,

T B D T IHEE T A BT A L OWGETEAT G [ X RER)

FEO TR, BYEFR - P4 - iFtRelssE - T4 -
M LPEARAE 25 B REREREE (PRI RIEMEE R, &
BRI RE) . WoHWkESE (M ERAEREREE . FARIR
PERERESE . R RERERRE ) | 1 AUBEIRIN, 5 & D K,
ik - BT BARIE . R, BEOKERE (hE
PEFR S ESE R . FCRGREIRIRE e . 2T RLEE,
JARHIES) . infusion reaction, fMZE - #fifFdc,
A M E MR (KT 2 s N IEERES) |
O s, EER MRS (G i M 2R 5
iy IR L, FREFEREE, MRRIERIES) . A D
BHR, MEKEREMRE, M%) IS LT, Yi%h

Gl &
Y=Y (FHREBIERD) L N—Y (AR BB HIBR)
1L ~_=> | EIER (REMERRECI A, RIBR - Dk - & | 11— | BIWER (REMERRECI A, RBR - /ME%k - &

FED T, BIEFZ « IFFA4 - IFaeREE - IF2 - i
EMERRAE 2, R RERESE (R B MR K, REK
R RE) . NoOWES (FEAHERERES . FUIRERE
REfRE . FIEARREREE) . | BUBEIRIF. 5 & 9k,
e - BB RERE . ek, EEEORERE (F5H
PEFR S SESERARIE . R ARSERTE . 2 TRLEE,
JARHIES) . infusion reaction, FMZ - ffiflEIE,
BE AL B TIE  ARRIEE (X7 >« N —IEERES) |
O, B MEREE (G M i MR 28 5E
. TEIMPEE L, JRIFERES . MERRIERIESE) . MERE
RIEMERE, M) 1oxh LC Ykl ak )T e
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B T B = SR B D B P A A5 T B Rl & aE s L
(EIEHOZWEr-CHIZ B U CHE R OSSR =
ODNARMFICH D Z &) EHHICHY R EN TE D
KNS TWNWD Z &y

PR OB Z A D EM e EE L (RITEHOZ
WX IZ B L THRE R O iR 252 1 B 5 SRR
b5 L) EDITHEPIRLEDN TE DRHI2HE - T
WHZ ek,

mWESE (PR E (TMB-Hi gh) A9 2[R OREENHEETA 74 OSGTERT G IHX )
Hr [E
Y=Y (TFHREBIERD) g N—Y (IRTHAREBHIER)
9~— | EIWEHR (FEMEMREIINA, KGR - /MK - 8H | 9= | BWER (FEMMZREINA, KRBk - MEsk - ®H
FEDOTH, BIEATH « A4 - FTHERERE - T4 - FEDTFIR, BUERT 2 « AP A4 - FFRERERE T - T 2% - 8

BEALPEREAE % BRRREIRE (R MEMER &, R
BRI R E) . WowkESE (FEAEERERREE . HRR
BERERE T B HEREREE) | 1 BBEIRIN . 5 & 9 IR,
ik - BT BARIE . R, BEOKERE (hE
PEFR S ESERRIE . FRSREIRARE GelE . 2T RLEE,
FARIEIESE) . infusion reaction, M - HlEES .
A M IE M ARREE (KT 2 s N IR ERESE) |
O g, EERMKFES (G i MR M 2R 5
. ERIMAPEE L, FRIFERES, MERRRIERIES) . D
BHR, mMEREBIEGRE, %) I LT, Ykl
B AT B = A B D S PR A A5 D R AN & s L
(BIEH OZWr-CH I B U CHRE R OSSR =)

EMERRAE 2, EHgRERERE (R B MR &, REK
REREE), WS (TRAHEERET. FURIRE
REFE . RIBMEREREE) . 1 AUBEIRSS., 5 & 9 IRk,
e - BB RERE . ek, EEOKEREE (T
PEFR R SESERARIE . R ARIERRE . S TRLEE,
FARIEIESE) . infusion reaction, M - HlEES .
I M E AR (T v N U EBERES) |
Ok, BEERIMEES (Fog Ml M 28 5k
. TR L, JRIFERES . MERRIERIESS) . MERE
BAEERE, FERES) IR L C. Yikhe sk I ks
RSB OB 2T S ER & L (RITEH O
Wroxf I B U CHRE R OV 252 1) B D 51

—
-
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DNOERMITH D Z &) EDICHEYRLENTE S
REINIE ST NAD T L,

H5H L) EDICHE R ALED T E K238 > T
WHZ &,
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xEERHEET A NF A v
RATn ) X< (BEFHEEEZ)
(BR5E4 : A b—& B 100 mg)
~FEERE~

R

449 A
A FEA

1

IS
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B

1. [T HIZ

2. ARANOFE. TERET

3. ERRRURE

4, FEEXIZoUWT

5. &ERG LML EH

6. HHICB L THE T REFHIH

P2
P3
P4
P12
P14
P16
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1. ZLHic

EEIESLDANE « RAMEORHERDTZOITIX, I ST ISV ol IEZ2 R s,
ST, IFEORFFEATOEANT LY | HURESTEL R E ORI IR PRI ) AGR &
NAHHT, ZIHDEEK LA EIIVEERBE T 5 2 L WO L 7o > T Y | FRFIIEL
i L UCEDOEATTEF 2016 (AR 28 4 6 A 2 HERRILE) ([2BWTH, HFHEERLED
EHOREEHEEZ D Z & L S Tnd,

BrEE M TIES I, SEEMERRCR AN T 1 7 7 A VSEFDIESK S, & B DN B2 5 =
ENDD, ZDID, AR LN T D IHMA+0&5 T 2 £ TOM, YZEELD
BEZEZT D Z LRI SN BE IR L TERT 2 & &bz, BIFERSRELL7-ERIC
%%&ﬁm%k6_&#ﬂ%&~m®£#%%t¢Eﬁ%%Tﬁ%¢6:kﬁ%ﬁ?%
Do

L7z o> T, KA RTA TR, BAREBESZNETITE LN TODEFIT) - #
FIRMICIESE | LU N OEIES O Faii 72 A HEET 2 BLE0 D R B 2 5 O
BHREAERT,

I, RIA RTA %, ISATEOE NEIRS RS AT, ARAENEN B AERARNE
B, —BAHETEN HARERNEHES R OVARSHTE AN B A NBHIEE P20 10 6 & VERL
L7,

KR L IR DRI - XA M—F SEEE 100 mg (4 AT e Y X~ (GE
B Z) )

RZERDRENIHR « AT LTI OF = G

WEERDAEROCHE « thOPTEMEIEEA & OGFHICRB VT, @E., AT, a7
0l X~7 GBaF##az) & LT, 1[[ 200 mgZ 3 MMk X
1% 1 18] 400 mg% 6 M RIFE T 30 42T CTHREEHET 5,

3 IR 98 ¥ # . MSDEEASHE
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2. AAIDOKK. ERBF

XA h—F Rl 100 mg (k4 XA R AT (BEFHEZ) | DT
[ARHKI &9, ) 1%, PD-1 (programmed cell death-1) & ZD VY 4> R THDH PD-L1
KOPD-L2 L OfEGZEEMET S, & MEIgG4 £/ 7 n—F AHKTH 5,

PD-1 FRE& I T Al G0 B 2> Dk 2 72 D12 28 AHIIE 231 3 % 5 72 S g il
AA »F T, PD-1 1%, REERREIZSOCGEER T MilaoMiaRmcsE el L, B %
P2 SO % B Te AN S T Rl 72 e RS & H %, $7eb B, PD-1 1LY o K&
AT LI VHIRZRRICEL D P VaEZAICHET 2% /A TH D, PD-
L1 OIEFHICE T 28BUIO TN TH D0, Z< OB /MR T T Mo 250
ZHIFELEBENCHEILL TS, DAMIICEKITS PD-L1 O@EFEIIT, B, Fhik
T ORFRRRE . DNELE . IR 22 O 2 RINATTHEARARRF-TH Y, KW
PR OMBERRE STV 5,

BED D W DEFIRA T & PD-L1 FEBLOAHBEMED S | PD-1 & PD-L1 OfRIKILIEL; D
TP BRI W CHEREE ZH D Z LARBINTEY, Hil-R2 B ARFEOERY &
LTHIfF SN T 5,

AFNZ, PD-1 & PD-L1 ) OXPD-L2 Ofifi U o ROFEEZAEST D Z &2k v, g5
W NBREE T OSSR RIS ENE T U o SERATEME (L S 8. PUEIS S0 2 B ML
T2 & THIERG R AT 5,

AENOVEREF I D S BEORERISIZ L DRIEME S b bir, BHEXIIET
(CEDWREMEDN D D, AFOREG PR OREGRIZIT, BEOBEL TH5I2T0, B/E
WFEO BTG AT, BB L FRITIE UM 22k & #E8R 2 R O E AT & @i
L gl 22 8RR W 2 ATV B O RE ROGIC K D RITER 2 B b 2 561213, &I
BE AN RO GEOBY IRLEZAT O MER D D,
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3. BERRERE
HEAT SUTFIHE O B S0 OAGRRH M 217 - 7= 2R R AR Bk O B 2 7~ 77,

[ 2h1E]
[EIRR AL A 45 AR ER  (KEYNOTE-826 #5R)
FRIGHIIEE DB N 72 < ALFIRIERR D 7 (bR L & L C oG IEER

<) AT XUTFEFHOTES R 617 B (HARN 57 flaEte) ZxXf4s, ARAI Lo
PUEMIEGER] (X7 V2 X8V KOS T FFHE RN X~ T (Lfﬁ%%ﬂ?ﬁ@i)
LT RNV X=T ) Lo, ) ) EOBFREE CRAIRE) " OFMER LR,
7R LM OB & OPFRREE (77 B AR 2 At E L ZEEHRAER
THEI SNz, FEFHE B IXAAEFHE (LI T0S) Lo, ) KOS fE
M (LLF TPFS) &5, ) & i, ARFBET T 7 BAREL il LT OS XY PFS #47

BIER L (F1 M1 AUM?2) .

*1 0 AKI200mg 3 MR (LT TQ3W) &Wwo,) &G (F=a—2D1 ARICEE) LT
DOHUEMENES A GRERHY ERNEE 2 L ITER) onTFara i L,
s X7 ZFRENLTS mgmP RO T FFRE] (AT T F 50 mg/m> KIZANVRT T F
> AUC 5 mg'min/mL A4 &) OJEIZ Q3W (=2 —ADIHBICKRE, AT T7F 0%
Fa—2AD1HBXIT2A BIcE&E) THE,
s X7 Y ZXEIVTS mgm?, T FFTRF (AT TF 50 mgmE XTIV RT T F
AUC 5 mg-min/mL fH¥ &) MK O~ X< 715 mg/kg DOJEIZ QAW (%=a2—AD1HHAH
WCHE, VAT FTFUEK/a—ADIH B XI2H BiIcEE) THRE,
*2: 77 EARQWE L (Fa—AD1IHBIZHE) L*1E[E—OFUEEEL A (RBRHE S AR
WEE T LITERN) onwThra i L,

F1 BMHEE (KEYNOTE-826 3ER)

AL 75 B REE
(308 #4) (309 1)
RfE (A ] 24 4 16.5
(95%CI) (19.2,NE) (14.5,19.4)
0Ss™! IN— R ™2 0.67
(95%CI) (0.54, 0.84) —
P i3 0.0003
RfE (A ] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4,8.4)
PFS™. " NHF— R 0.65
(95%CI) (0.53,0.79) —
P f*3 <0.0001

CI : {S#HXH. NE:

~F%?wmi577tfﬁ&®m@

HEE AR HE

L1 RS D < TRl 2 Al e

2021 %S A3 HT =2y b7,
*3 . BRla 7T T RE.

*2 ¢ Jg R Cox Ebfpil N

*4 : RECIST A KT A v~




https://www.ajha.or.jp/topics/admininfo/

100 ‘\;\‘__
90 —\_\_\\
80 e
70 \‘*\\

£ 60 Sy
50 \..:..h“‘-uo R

-..-q.

# 40 "
30 T
207 ___ AHIE
10 ___ 75uxp

0 3 6 9 12 15 18 21 24 27 30
at riskgy EFHE (R)
AT 308 291 277 254 228 201 145 89 36 6

77 R 309 295 268 234 191 160 116 60 28 4

X 1 OS ® Kaplan-Meier gi#R (KEYNOTE-826 3ABR)

100 T,
80 - \ ‘\
* 70 :

B 40 N Bi " - e,
[ 30 3 = S
o \M “"
207 — omm Psray
107 ___ 5w
0 « v « v « v ' v
0 3 6 9 12 15 18 21 24 27
G RSN ()
AT 308 263 229 155 123 110 70 35 10
7T v R 309 259 195 113 89 7 39 13 1 0

X 2 PFS o Kaplan-Meier gi#t (KEYNOTE-826 35#)
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(PD-L1 FEHLIR I DA ZhHE)

[E BRI RS AR (KEYNOTE-826 tlR) (THHAAN DI IBE DT — FITHAD
X CPS'BNZHRNT 21T o T- B 20 (RBH RN 2 &) R OREMEORE RITLLT
DEBYTHoT,

AEIBEOAZIMEICE LT, CPS 2 1 RiDHAIZ, PFS KT 0S DIERENFIT/ &
VMR O BTz (&2 KO 3, £33 KOXK4) .

7%, PD-L1 OFBURIIZ L 67, AAlOZRMET 17 7 A4 VLRI TH -7,

* o FEBHARRICI T S PD-LL &2 H LMk MR, ~27 77 =Y RO o8
BR) o MBS AR TR L, 100 % 3 U748

72 PD-LIEFRWBIOPFSO R BRI R (BREYEMEIE, 20214E5H38 T — 4% v b4 7)

/\\‘\ P2 N NN *1 /4_\A
S MERE ik ARy M I [95%Cl] N — R R HAEH OplE

(%) (H) [95%CI] () 2
cPS<1 ﬁ%ﬂﬁ 35 23 (65.7) 8.1 [6.1, 12.6] 0.94 )
FSeREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] ™3
AH R 115 70 (60.9)  11.2 [8.3,15.3] 0.68
1=CPS<10 FSEAREE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] ™3 0.4269
CPS=10 ARHNFE 158 87 (55.1) 10.4 [8.9,15.1] 0.58
- FS5wAREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

Cl: ZHEXM. *1: FIEIZKIRIC R 2EBEERE (FIGO 200945 I IES<SIVBH) (b, Z2L) . _"_NNTX
~7OHOF®E (B, 72 L) KUOPD-LIOFILIRM (CPS 1K, CPS 1L 10K, CPS10LL L) % @RIIA 1
L L=BRlCoxtbfpi g — RET L, *2 : O#HHE, @PD-LIRIURI L @ 5.8 & PD-LIREBLRIL & D22 A
ER & L & U2 FEBRICOXEE B AN — KTV, *3 : SRBEM 72T
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100

’_\li 100
? i L\ —~ T
< < 0]
2 4 é J
B 607 Z 60
E 40 ‘m.: 40
%’D 20 gﬁ 20 4
£ ] & 75 R b——
0 T T T T T T T 0 v v : : - - : : v .
3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
AR 35 25 21 12 11 9 4 1 0 0 RFIEE 115 100 84 63 50 43 31 13 3 0
75 &R 34 30 25 10 8 8 1 0 0 0 75w REE 116 98 75 43 34 28 19 10 1 0
100 "\%
~ 1 T
& My T
3 "] L R
Z ] Lo
& 60 VoM
3 ] e
5 40- L‘ \\\_\‘—’*—“H——-—« .
§ LI ~ _l'l—'—f
5 1 | . s “
gu 204 VAR e i b 5 T My
£ ]
0 + - - - - . - - -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
I 158 138 124 80 62 58 35 21 7 0
75 R 159 131 95 a0 47 35 19 3 0 0
X3 PD-L1ZEIRILEIDPFSD Hr BEAT I D Kaplan-Meier g ##
(R Y ERHE. 2021%5H3AT—% v b4 7)
(£ FE : CPS<1£M, A EX : 1SCPS<104£M. TX : CPS=104£M)
#3 PD-LIREBURHBIDOOSO1E B OFEMNTRER (2021583 —4% v b4 7)
. v ANV N g [95%CI] NP — R ZHEAEH O
PD-L13&E 5 .
bk Besl PR (%) (H) [95%C]] (i) 2
CPS<1 ARHNEE 35 20 (57.1) 19.0 [12.6, 21.4] 1.00
FS5eREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] ™
AHIRE 115 52 (45.2) 24.4 (182, —] 0.67
1=CcPs<10 _. _ ' " . 327
FSeREE 116 66 (56.9) 15.9 [13.4,235] [0.46,0.97] = 0.3278
CPS=10 A 158 66 (41.8) — [19.1, —] 0.61
- FS5vREE 159 88 (55.3) 16.4 [14.0, 25.0] [0.44, 0.84]
Cl: (K. — : #EEARHE. *1 : WIEZKFFCH T 2% FEEE (FIGO 20090 EICES<IVBH) (HY . 7

L) . _A X THHOEE (b, 72 L) KUOPD-LIOZHN (CPS 143, CPS 1L 1057, CPS 1084
) ZERIKT & Lz@ilCox by — REF L, *2 : O 58, @PD-LIZE BRI K O @# 5-8F & PD-L1%
AR & DA HAER 2 88 & U= B RICoXL BN — RET v, *3 : R 72 fifAT
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1007 100+
1 AFHIRE ]
- . 80_
o o =
S < ]
T 60- R
g |
A 7
— 4 = 40
E 40 =
o — S o}
2 AN 2]
~ i =~ 204 o — 1. e
20 7Tt AR
0 v ; . . . . . . . r . 0 T r T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
AFHIRE 35 31 27 25 24 20 13 7 2 0 0 ApIme 115 111 106 97 86 75 56 36 13 3
-5 AR 34 34 33 28 23 20 16 5 3 0 0 F5wrRpe 116 110 100 90 73 59 44 24 10 3

100

J Rl

. AHIEE
807 1Y
. _\H*_H /

1 3

60 1 e Hy
1 - MHHH_HW—HH-:-!'*'

—_
=
=
o
=
=
g H,
=3 . L
2 W s
= 401 :
= !
g o
~ —_— X B AL |+ —_
S A i ¥ .
0 T T r T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
AFIRE 158 149 144 132 118 106 76 46 21 3 0
FSexpe 159 151 135 116 95 81 56 31 15 1 0

X4 PD-LIZBURBLAIDOSD 1E B D H EIAEHTRE D Kaplan-Meier gh##
(202145 43R T —# W v v 4 7)
(£ FH : CPS<1#£M., £ EX : 1SCPS<104£M. TH : CPS=104£M)
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[Zcert]

[ B [R] S T AR

B (KEYNOTE-826
A EHFHG I IARAIEE305/307 ] (99.3%) . 77 EAREE307/309 4 (99.4%) ZFRD S AL,

AER)

BB L ORRBEARNGE TS RWAFFERIL, ThTh 298/307 i (97.1%) kT
300/309 fil (97.1%) (ZEBH BTz, WTNORETIHBEIG ) 5% EORWERIT FER

DEBY THoT,
K4 WTIHOOBETREEIED 5% EOBWEA (KEYNOTE-826 3ER) (LMt REM)
BEHRAR R oy
(SOC: System Organ Class) AFIRE 7T Rkt
JAFE (PT: Preferred Term) 307 i 309 44
(MedDRA ver.24.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2EIEM 298 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4 (1.3)
MR LY /R EEE
2 ifi 149 (485) 76 (24.8) 0 132 (427) 65 (21.0) 0
I LT H BRI iE 21 (68 21  (6.8) 0 13 (42 13 (42 0
I 1. ER e S 38 (124) 14  (4.6) 0 31 (100) 7 2.3) 0
A HP BRI 68 (221) 37 (121) 0 57 (184) 29  (9.4) 0
I NIRRT 55  (179) 21  (6.8) 0 58 (188) 12 (3.9) 0
PG AR
R i RE TO R E 19 (6.2 0 7 (2.3) 1 0.3) 0
IR BREEREAR T 52 (169) 3 (1.0) 0 25 (81 1 (03) 0
H e
HEZIR 15  (4.9) 0 19 (61 1 (03) 0
(G 49  (16.0) 1 (0.3) 0 49  (159) 1 (0.3) 0
TR 76 (248) 5 (1.6) 0 58 (188) 5  (16) 0
B 104 (339) 3 (1.0) 0 120 (388) 4  (1.3) 0
ANE 20  (6.5) 1 (0.3) 0 15  (4.9) 0 0
A 63 (205) 5 (1.6) 0 66 (21.4) 3 (1.0) 0
—% - EHREER X OEEEN OREE
M) E 51 (166) 5 (1.6) 0 56 (181) 4 1.3) 0
95 70 (228) 8 (2.6) 0 77 (249) 13 (42) 0
HERE D GIE 20 (65) 2 0.7) 0 9 (29 1 (0.3) 0
T 16 (52 0 9 (2.9) 0 0
JRYSIE TS L O A= e
R B Rk 6 (52 5 (1.6) 0 12 (39 6 (19 0
B, R L OWEA PHE
AT D BUS 16 (5.2 2 0.7) 0 13 (4.2) 2 (0.6) 0
R AR AL
i%é;?:”? SIRTEATETEE w01 10 (33 0 22 (74 5 (16) 0
ﬁi;%;ﬁ/ﬁﬁ SIRTIATE 0 72 8 (26) 0 16 (52 1 (03) 0
m s V7 F =8 16 (5.2 0 13 (4.2) 0 0
A ER SO 56 (18.2) 40 (13.0) 0 47  (152) 26  (8.4) 0
1 RIS 49 (160) 21  (6.8) 0 40 (129) 14  (45) 0
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% (%)

BRI
(SOC: System Organ Class) AFTE 75 R
HEAFE (PT: Preferred Term) 307 il 309 44
(MedDRA ver.24.0) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

IRFED 17 (55) 6 (2.0) 0 15  (4.9) 2 (0.6) 0

SRRz el 37 (121) 21 (6.8) 0 21 (68 12 (3.9 0
R L Ok REE

FAkIEOE 45  (147) 4 (1.3) 0 33 (107 1 (0.3) 0
105 S S L Ot ARk I

ESIHip 53 (17.3) 1 (0.3) 0 57 (184) 3 (1.0) 0

75 PR 53  (17.3) 2 (0.7 0 53  (17.2) 3 (1.0) 0

wlisEn 17 (55) 1 (0.3) 0 11 (36) 0 0
HRR SR R

TR AR 4 12 (39 0 0 19  (6.1) 0 0

SR 15 (4.9 1 (0.3) 0 19 (6.1) 0 0

K== —mXF— 75 (244) 8 (2.6) 0 76 (246) 9 2.9 0

PEIETE 26 (85) 0 0 24 (78) 2 (0.6) 0

KRR = 2 —a T — 69 (225) 3 (1.0) 0 78 (252) 6 1.9) 0
B L ORI R

AR 38 (124) 6 (2.0) 0 2 (19 3 (1.0) 0
MR ER . MERds K OvRERR IR

S 26 (85) 1 (0.3) 0 36 (117 1 (0.3) 0
R ¥ KO B RRRE

Jit B 171 (55.7) 0 0 172 (55.7) 0 0

Z D FEIE 29 (94) 2 (0.7 0 17 (55) 0 0

B3 33 (107) 3 (1.0) 0 27 (87) 1 (0.3) 0

RN SN, 22 17 (55) 6 (2.0) 0 8 (2.6) 0 0
I R

T 1fn 54 (176) 20  (65) 0 55  (178) 23  (7.4) 0

2B, AFEEB O CHEMERMIEEIF (1.0%) . KBS < /MBS « BEEO T 23 6
(7.5%) . HEEOLEREE (PEERZESLMAE, FIEREIREGRE, 2B,
FKRIES) 1 1] (0.3%) . ARREE (T - SN L—JEBERSE) 75 6] (22.4%) . JEIE
JFe « IFARA « FRERERR S - IFZ¢ - MALPERR/AE 25 56 f51] (18.2%) . HUIRAREEHERESE 70 451
(22.8%) . TIEAHERERETE 1 ] (0.3%) . EIEHEREREDE 4 ] (1.3%) . BHEREMREE
RAME REPER R, SRERIEBRE) 1141 (3.6%) . FEX 261 (0.7%) . iz - B
AARIE 2 B (0.7%) . Mgk - B2 1451 (0.3%) . LBz 141 (0.3%) . BHEDHK 2
%1 (0.7%) KU~ infusion reaction 37 f3i (12.1%) 23 bz, F7=. 1 AUBERSE. #E
e, SE MK, EEL MRS (Gt MBI ESREER ., Bl m, 7R~
TRk, MERERIERESE) | MEREBIEMEE LK OEZITREO b oo, RRIEHFEL
WOLIBERER (RRMAMRET 2 5T) 23 0EFHHREZ R,

10
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[HiE - HE]

AR OREMEYBREET L EZFIHA LY I 2 b—3 a2k, AHI 200 mg %
Q3W, 400 mg # 6 HREIMMRE (LI TQeW) &5, ) i 10 mg/kg (AHE) % 2 JEfH
kg (LR TQaW) &9, ) TEE LIZBEORKIO MG HFRENRTF S, EOf
J. AH) 400 mg &2 Q6W TH G L 72BROAAI O E FUIRREIZ I 1T 5 FH MG TiRE (BLF

[Cavgss] &V, ) 1E. AFKI 200 mg % Q3W TH G- L72FED Cavgss & FEEIT 2 & T &
niz (F#) . E£72. AHAI400 mg & Q6W THL LB AK O EFIREBICH T D& E
MIEFIRE (LT [Chaxss] &VV9o ) X, AHI200mg 2 Q3W TH G- L7ZBRD Craxss &
g L CREfizm3 & FHlENE b OO0, HARNEFTIZBW TAFERHER SN TN D
ik - HETH 2 AHK) 10 mgkg (RE) % Q2W TH#hH L72BED Craxss & Hfk L CTRfE
o ETRIS R (FR) . &0, EERAEBE Z 5512 AK] 400 mg 2 Q6W T
B U7 e 1 AR (KEYNOTE-555 #BR) X 05 57 SEHME IS IS < SEpEhge
WRIA=RF, YIalb—ra itk PRl LB T A —2 L L (F
£) . M T, BEOPAFRIZBIT DHERRBPBAEICESE, RFIORE R & FMEX
XL L OEZ R 2BBESEET VB EE S L, AK 200 mg & Q3W XX
400 mg % Q6W Tix 5 L7-BROIREE R & A0 Tt & ORIz W TR S v
fEER, ERRoRE - AREOM CHOMER O ZEMEICAM R EZR T W E Pl ST,

K5 EHORMEB T A —F

B - Crnax Cavg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.5;?.519.7) (27.27?.38.1) (17.?118.3) (91.3?'34.1) (49.?3(,);1.0) (302?'31.4)
400 mg Q6W! (12;,2324) (32%?";12.7) (10.11?.160.8) (14(1;?49) (50.51(,)'571.3) (19.%(,)'230.9)
| e e NA (144,254 NA A "
10 mg/kg Q2W' (212,2(2)23) (14;411145) (11%,1221) (421,2?133) (27623,7282) (19;9;00)

+:n=2993, 100 [E DI = b — a3 kD EH SN2 EEAE O PRl (25%45, 97.5%5) . Cmax : G115
B O E MG IR, Cavg : A GZOFEMIFEHRE, Crin : PIEEEE (A 70 2 85D ORARMIE
Ef\ Cmax,ss : Eﬁ%ﬁﬁiiﬁh‘é%%ﬁu{%*%fﬁ\ Cavg,ss : Eﬁ%ﬁ?&:ﬁﬁéﬂzﬁjm%qﬂ%fﬁ\ Cmin,ss : Eﬁ%ﬁ_‘%b:%”'
2 BB 38 R

I : 56 FORELIE (95%(E X H)

§ : 41 B DO LMEEIE (95%(ETEIX )

NA : %47 L

11
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4. HEFIZOWNWT

EHS Y R 7 EHGEHH (RMP) (THD & AHK|O R Z AV AIEER ~D i )ik
238 HhEx T o T, ARFIOEG-N w0 BFH 220 - FrE L, AFOERGIC XD HE
7RRWER Z 3B LI BRIC KN T 5 2 E M E R T- D LLFOO~QDT T & 7o 7 gk
IZBWTHENT2X&ETH D,

O MEBRIZOWNT

@®-1 TEo (1) ~ (6) OWTNNITHELT DR THDH Z &,

(1) JBATBRKENEET 223 ASFEHEIL SRS (BRIE T IR A A L U e
HiEeS A RS IRGHEILRRIE,  Hitn A BBl /e &)

(2) FrEMERETPT

() HEAFIRENENIRET DDA RFEEEFPE (S ASIFEHEIEERbE, 23 AR
SR, 3 ARSI HEE R 7 &)

(4) IALFHREE A RS L, SRS ikt 1 USSR L skt 2
Mk AR D i HH 21T © T D ek

(5) PHUENMEREEE AL EENNE O fasx FEHEICLR 5 i H 21T > T B ik

®-2 FEHGOFHIEKR OREWERFEBLRF O 53 7o kiik & Rk 2 B oERl (T3
DWTNNIFL ST D ERN) 25, MZ2FEBOARAN BT HIBRORMEE & L TRIE ST
WnHZ &,

#*

o [ERMFFESH 2 EOWIIIHE Z1E T L721412 5 FLL EDO N AR DBEIRMHE 217 -
TWAHZ E, 96, 24D R, BAERMEELZ £ LIEBRESESOMHEZ1T > T
WAHZ &,

o [ERIGFFIUHE 2 FOHINHEZAE T L7212 4 L EOBRIRRRA A L T D 2 &,
9B 3L, I ABHEL O 2 AL 2 ST ATRIROIRRIHE 21T > T\ 5
zL,

@ BENOEEMFREEOMEHIZONT

G FESL I HE PRICAEE T 5 BT DELE S, BEEREN D OIFRE N, Aok - 28
EIFHIN OB B OVERN 63 D R, AEFEDRAE LG OMREER., %
ISR DNATON D IRFIDHE > TN D Z &,

12
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® BERA~DOHIRIZONT
©-1 HEERAHICET =M

FVEMENG B FE O EE R RIEM A IA LIBRIS, 24 RFR2IRIRHIO T, Hi%htiik X
ILEHEEMIE C 3T, T LZRWERNTIE U CABRE LR O CT SO EMEM OERN L E R
MAEDOKE RN G APIZAE O, EHITHIE ATRER IR 2 > T D 2 &,

@2 EREEECLIAEFSITCETSEF

MATSIRICHED 2 MR R MR OHRE 2 AT 5 R EH DRER T =5 ) v 7
EEDLERDOAZ Y —=v 7 ZATOEIRE S HRE A TE 5T — SRR IRH 235
SN TND L, 2ok, BHEHICOWT, BABE L ZOFRICHHMS TN D
&,

@-3 EIEAOZWORISIZEL T

RIWER (FIEMEMR BN . KRIBZK - /NG - BEED MFL, BUEAFZK - IFA4A - T
PeRebE S - R - i bPERRE J8 . BRREREE R HEMER R, REREBERE) |
N R (T RAEERE, FURIRMEEERRE . RIS | LAERIE, 589
BEde. fhoe - BERURBREMARIE , TS, HEEO R ERE (PapthR AEECRalARIE . F kS
FEIRIERERE, ZIEALBE, FERIESS) | infusion reaction, AM7Z% - BERESS, EEER, M S)E
MRREEE (X7 « NU—JEERES) | Dk, BEERMEREE (g i MR
PESRBENS ., A MPEE M, JRIFERE . MEERIERES) | EEOH K, MERERIEMERE.
FEAZRE) 1Txh LT, Y LA RSO R MM A F T o EM EEE L (RIEA O
BWCHRIGICBE L CTHREROZEEZ T ONIEMMICH D L) | BHHICHE L@
DTEXDHERHPRESTND Z L,

13
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5. BREXGLRHEBE

[B2hIIC B4 5 FIH]

O WIFHIREOMIS N 72 <, ALFEIERE DO 72\ ((LFSTRIRE & L C o5 ITRR
<) AT IIFROFEHREEEITBOT, AFl 27 U Z XV KROT T FF 5
(VAT ZFURIIANVHAT T F ) OPFHEGEIENCARRF, X7 2X8L, 775
FRH (VAT TFUXIIINRT T T ) ) RO X~ 7 OO G- Of 2hE
PRSI ILTND,

© EREILFEZFMAERE (KEYNOTE-826 #tk) 123\ T, PD-L1 ¥Bi®% (CPS") IZX
O AIIEN R DA RE SN TWS Z L (p6~8 &) 725, CPS BIDOAK|D
BN OW TS ER i L7 ECRCBREORIRZITH Z L NEE LV, CPS
1 RiiCTdhH DI ENHRSNIZREEICBO L, AR OIREERIE L ZET 5,

* RFIOBWE L LT, PD-L1IHC 22C3 pharmDx [# =] (BRie4) MAGRESNTW5,

@ TRUCEEYS T DAKN O L O TR OV TlE, AFIOAMEN L SN TE DS
T RHNOREGRG L IR B2,
o fltRAHBIIRIE
o AHKOHMES
o OTARFNOAZED TR STV MIOFTENERE A & OFF 5

[ZathicBI+ %5 FH]
O TRICEHLETILIEHALCOVWTHEIAAORENER L ENTVWDL Z b, kb5E
THRnZ &,
AFND L3 UIHBUE DBEERED & % [

@ BRRATOFMIZ BV T FRE Jﬁéﬂ”é*% IONTIE, AAORGFHER SR
WS, A OTEFEEIRL DB R NG A ICIRY | HEICARZHEMT5 2 25 ETE

%o
o HEMEMREDOSHUIBED S 5 BE
© JESEGAR A T RIE R A R0 0 £ A K ONEENIE O TR BRI SO e it 98 55 0

%L*ff%kWﬁEMé%%

© HOREREOGOR SUTBMER T L I3 B SRR BOBERD &
% B

o DB hEE GEEslaB g 2 ZTe) Ob 5 BE

© REOBRSOIBEE AT 2 8E
14



https://www.ajha.or.jp/topics/admininfo/

«  ECOG Performance Status 3-4 Y m#E

(1D ECOG ¢ Performance Status (PS)

Score | T

0 | &<MERIEHTE %, FBHETL A LB EAENHIRZR T2 2,

RERRZE LUEBNIHIR S 228, BTAIRE T, BAEEIE > TOMEEIIIT ) 2 LN TE D,
Bl - OFE, FHIEE

HATAMRETH YO H ORI O Z & 133 R THEEZBEEIL TE /vy, BHO 50%LL Eid~< > RAATiZ9,

1
2

3 RONZEHSOHDEY DL LTERY, HEFO50%LL EE Xy R+ Tl 29,
4 LBV, BOOEDED OZ Lide TERY, By RfFFTilmI4,

15
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o

BEICELTEETREFH

T SCEF TN 2, BUERTEEE D IRAET 2 @RI D & ARH O Kt K& ONE 1E

RO DI LB RE R A+ L T2 2 &,

TRIEBRIRIC e B, B X OFIEICHE MR et @i L, FE%

BThoE5T52 L,

FEREWEH DO~ A MZDONT

MEMREBND 5bNDZ ENHDHDT, KAIOEEIZHT- > TiE, WIHER
(EEAL, PRURIREE, k) OffEaR &k O X S o Ehnss, BlgEx 01
17926, Fio, HBIZL UTHIE CT, MiE~—h —HF0OMELFEHET 5 &,
infusion reaction 233 H 315 Z 23 5, infusion reaction 23586 H L= AT,
HEIZREZITH & &b, JERDBEERE T2 THEOREBEZ +2ICBET 52
B

ORI REIE . M ERAEEEE X ORIBEHREREENO DML Z ENH LD T,
AAIOF5-BRIART L OB 5- R I @B N IS RER S (TSH, b2l T3, b7
BE T4, ACTH, It =LY —VEDORIE) #ET 5 &,

BIE 25, HFAA, el S ., TR, BLERERDH DN Z ENH LD T,
AN D £ 5Bt & OB G- R I E I AP BERE (AST, ALT, y-GTP, Al-
P, EULEVEORIE) ZFEdT 5 L,

SEIER WEREOILEBRERZ GT) FOEERIREERNH DD Z &
NoHDT, EHMMICIRORFEOFMEZMRTHZ L, £z, RORFENRRDH
NIHEEITIE, HONCEREEZZZ2 T L ) BELRETL2 L,

AR DOEEAIZ IV | BEORPERISITER T 5 L& 2 b DEkA R ERIED &
LD ENHDH, RENBOOLNT-HEITIE, B LEZFERITS UZEMY
TR & AR 2 R OB & B U CE Ol e BRI M ATV il OE ROSIC &
LREWER RO D5GEI1TIE, AR ORIEIH 1L, ROREIERE R LVE HO
BEFEBRET LI L, B, BIBREFRNVEORGIZEYRWEROSRENR
D HNRWGEAITIE, BIBEERVE LA OREMHEIAIOBMLEERT S 2 L,
WHERTH, BEMNSHEDARB L CHOEWERNRRT L ZERNHH-0, K
KOG THRICHRWERORBIC D ICHEET D Z L,

1 ABERRIR (BDE 1 BRI 2 & te) bbb, BERFMES N7V R—v RIZE
L2 ERNHLOT, AE, B, EEZOERORESCMPHED LR/ H0EE
THZ &, 1 BERBN DG AEICITEGEEZRIEL, A4 R CRF| OB
DL EZAITH Z &

@ AFIOEEIRFABRIZHB T, KEYNOTE-826 B CIZE/ELZIFMIT 226, 54 HEHFE T

IO L. FRLEIT 12 B L ICH MO FMM AT o TWE 2 & BB EIC,
ARFNBEG- FIXERINCEBRRE TR OMREZITY Z &,

16
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xEERHEET A NF A v
RATn ) X< (BEFHEEEZ)
(BR5E4 : A b—& B 100 mg)
~ L~

SM3E8A (FF449 AED)
B S B




https://www.ajha.or.jp/topics/admininfo/

B

1. [T HIZ

2. ARANOFE. TERET

3. ERRRURE

4, FEEXIZoUWT

5. &ERG LML EH

6. HHICB L THE T REFHIH

P2
P3
P4
P14
P16
P17
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1. [FC®IC

IS DOFNE « ZRVEOREROT-DIZIE, IMISIEEIZIE SV B R D Hivd,
S HIT, IFEORFFEATOEANT LY | FURESTEL R EOHHmI7Z U IR PRI ) GRS
NDHHPT, ZNHDEEKGNAEBEIIEREE T 2 2 L 0B L 7o > T Y | FRFIEL
i L UEDORATTE 2016 (CFRK 28 4 6 A 2 HRGERE) 128V TH, FHiERLED
ER DR HEEZ D Z & & ShTnD,

BEERME PRSI T, SREMERSCR T 1 7 7 A VB F ORI LI DN R D
EWDD, ZDTD, AMER LSBT DM+ 0E T 5 £ TOM], Hi%EHELD
BEZBLS ZT D2 RIS B U CTERT S & & bic, BWERASEE LZEIC
VBN E & D 2 ENATRE R — E OB A e TR CHEH T2 2 ENEETH
Do

L3> T, AKAA RTA Tl BEEBELZNE TITE LA TV D EFIETR - #
FIRMICIESE | LU N OEIES O Faii 72 A HEET 2 BLE0 D LR B 2 5 O
BHREAERT,

I, BIA RTA L ISATEOE NEIES RS AT, AR AENEN B ARANE
T, — W AN B ABRARNEE S KO- BN AR E 20O b LR LT,

SR LR DEIS - XA F—F HEEE 100 mg (—%4 e T ) XvT (&

LT )
R% & RBDRBETAE - PD-L1 Btk D A L 2 SRR 73> HER2 [tk 0 B AHE X%
PR FLE

RIVE KRR )D HER2 [ CTHIEE U A7 OFLIEIZHB T
DRI - Itk Sk

WRERDMELOHE : PD-L1 Btk RV 2 BARREM: > HER2 [ O UIFRAEE X i
BT
fth O PUEMESEA & ORI W T, @E., BRAIZE, a7 m
VA<7 (Bl FH#Z2) & LT, 1[E200 mg % 3 1A ER T
1 [8] 400 mg % 6 3@ B REIRE T 30 43 [T COSidERET %,

RIVE U RREENED D HER2 FEMECTHEIES Y A7 OFIEICH T
HATHT « itk S Es

WH . AR, a7 e X7 (EEFMEEZ) LT, 1
[ 200 mg Z 3 M EIFE X 1 18] 400 mg % 6 ME RN T 30 75 )
JCERRENET 5, BEREUT. 3 EEERER S O5E. i
WERIET 8 Rl T, MR EEMIRIEI 9 Bl T, 6 ERIFER 5 O
L. IRIEEMEIET 4 B E T, IRREYEIET 5 BlETET
o

o AR 5¢ ¥ & MSD MRSt
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2. AFORHE. ERARE

XA M—F pifEE 100 mg (—f4 c XaTvn ) X~ (B rfz) o T
[(A#l) vy, ) X, PD-1 (programmed cell death-1) &%z VY 4> KT D PD-L1
KOPD-L2 L OfEA & EEBET 5. tMK@M%/ﬁD%TNHWT%a

PD-1 #RE& I T #HfL e ﬁ%%ﬁ%ﬁmét (ZHY AR D3RI 9 % 32 70 Sz il
AA »F T, PD-1 1%, MEERIREBIZEWTEER T filaoMiakmicR B L, B %
&ﬁﬁ%a@ﬁ%%ﬂi@%ﬁﬁﬁﬁﬁ%%@#éofﬁb%\Puli)w/bkﬁ
AT LI VHIRZERRICEL D 7P VaERZAICHET 22 /A TH D, PD-
L1 OIEFHICE T 2HBUIDOT N TH 508, Z2< OB MR TIX T s 25
ZDIFEBRFNRIL TN D, DAMIICEIT S PD-L1 O&BIT, BN, i
FE. AP, DB, FENIIRIE R E O A RN AT THRARKFTHH, K
ALFRE OMBERRE STV 5,

B DD DOEEIRI) T4 & PD-LL FEBLOMBINEN S . PD-1 & PD-L1 ORREE IXEE D
TR B W CEHEEREE ZH O Z LAURB SN TEY . HEZRNAREOERY &
LTHIff ST 5,

AHNE, PD-1 & PD-L1 ) (’PD-L2 Offi U > ROFEE#AEST S Z &2k 0, FEE
WUNREE R OIEB R ARG FNE T U 2 SERE I L S, %*HE{“?EI“%&E@ﬁ%ﬁtft
T2 & THIERG R &2 T 5,

AFN ORI S BEDORERICIS L 2BHWEMENH bbb, EE I
’%67 ﬁ#%é AR OG- H O 5%, BEOBEZHoIciTv, BE

D BT A I, BB LI B RITIE U PR 20 ik & Rk 2 R DA &
Lfﬁﬂﬁ%% ﬁ%ﬁw W DRIERSIZ K HRITER A BN 5 56 12iE, BIF
PE AT RO P G DY R E 2 AT O MEN D D,
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3. BRERRLIE
PD-L1 DR /E o mKEM o b b EEAIaEGEN = FK 2 (LT THER2) &

W) BEMEO TN RRE LR FLIE L ORIV S KRR D HER2 &M% TR U
A7 DFFETIS T DINHT « Wi ML O ARG 3l 24T - 72 32 22 B REAER D i 27
‘j—‘O

[H2htE]
DE BRI [F AR (KEYNOTE-355 iR/ <— b 2)
HAf% - FRRSTLIR 3T 2 R YEORNREEE O 72\ RV V2 BIREEME ) D HER2 [2
D FINARRE UL R I B 847 B (HARN 87 iz Eie) ZXIBIZ, AHAl 200 mg
3 EMME (LLF TQ3W]) w9, ) #HHLFEET (Favx e il (LT
(v er) L), ) KRINARTTZTF o N7 EZXRLINRT Y XXt
N (TAT 2 EERD) (LIF Tnab-X27 U Z%&)1) L), ) ) OFFRREDR
MR VL RMEN, 7T R HEFIRE? (FLAV ROV TTF o "7
V& xtE/ T nab-x7 U ZXt /) ZxteE LTRSS, i, BRI C%
BTN LN GEIT, EREIT 2RI ER DB LR W EDERIKRIIZZE L
TWBHBHETIE, KEILAEOEGFEAR CREETNFR D bl D £ TARA DG % ki
THZENAREE S, FEFHMME BT EE AR (BLF TPFS) & o, )
KL OVRAEFEFE L Siv, RKAHEFIRIEODHRIE LT 7 8 R HbFRIEO PR E
Ll LC, PD-L1 BGE (CPS™=10) OAEFH 323 il (HARN 28 #il&Ede) 12BN T
PFS Z A EITIER L7z (F1KLKUXL) ,
*1 . AF 200 mg Q3W & LATF Db aiRyE (FMEAA BE Z L IEN) 20HH L [ A
A B 1,000 mg/m? KOV VAR T T F 2 AUC2mg - min/mL fH4 & (1 =2—A 21 H
M, £a2—20 1, 8HAICES) . X7V Z%E/1L90mg/m? (1 =2—A28 HfH, %
a—2AD 1, 8, 15 HHIZEE) T nab--X7 U % %%/ 100 mg/m? (1 =— A 28 H
M, f=2—=2m1, 8 15 HHICHEE) ]
*2 0 778 AR Q3W L LT O LFEE (M ERINEE Z LRI 20 L [Fay
2 ¥ 1,000 mg/m? KON VR T T F 2 AUC 2 mg - min/mL FHY & (1 =2— 2 21 H
M, £a2—20 1, 8HAICES) . X7 U ZXE/1L90mg/m? (1 =2—A28 HfH, %
a—2Z@ 1, 8, 15 HHIZHSE) T nab--X7 U Z %t/ 100 mg/m? (1 =— A 28 H
M, £=2—2m1, 8, 15 HRICEE) ],
*3: PD-L1 288 LMtk (B, ~27 a7 7 —Y KO0 »8EK) & RImgsi i
BCBL. 100 2% U7-fH



https://www.ajha.or.jp/topics/admininfo/

#F1 BiERE (KEYNOTE-355 3Bk, PD-L1 B (CPS=10) mAE)

A+ A2k 77 v R bRk
(220 1) (103 1)
o [H] 9.7 5.6
(95%CI) (7.6,11.3) (5.3,7.5)
PFS™! AP — R 0.65
(95%CI) (0.49, 0.86) -
P fEi" 0.0012

Cl: 28X, *1: RECIST A KT 4 v 1.1 BICES S B Pz doulE, *2 1 @5 Cox il
NP = REFTNVICE LT TR HEFRE L OB, *3: @Rle /T 7 iE. AEKE (F
1) 0.00411

100-
90
80’7 ——— ISR+ {EERE

& 701

B¢ 60

& 50

gg 40 -

g 30°
207 _‘_*——‘_—‘I

— Z200mg Q3WHLFEREE

B o L s

10- g [ T
0 T T T

9 12 15 18 21 24 27 30 33 36
at risk#y RIEBEFHEA]

FH200mg QWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
FSeR+{E¥%E 103 80 41 30 18 15 12 8 8 7 3 1 O

0 3 6

1 PFS ® Kaplan-Meier Bi## (KEYNOTE-355 3B, PD-L1 BBt (CPS=10) DBE#H)
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@ [EFRILFZF MR (KEYNOTE-522 #iR)

RIVE RN DD HER2 [2METHIEME U X 7™ o o FLfE B3 1,174 4

(AARN 76 BlZ5ETe) ZxtGIc, INATEEmRE L L CORA LLFRTE & OOF K
15, KO IED L & U C ORFNHFMPEIE DG INE R 2D AT RE &
LTCOT TR AL & OOFFRE, RKOWREDREE Lo 7 v Rh &5 %
SR E L CTRET S22, FEFHMEEE O — D131~ MMEFWIFE (UK TEFS)
EWVWo, ) &N, KRBT T ERBEL I L TEFS ZABICIERE L7z (X2 LW
2) .

*1 TR FRIERATRI ORIV T, B2 U TERRZIHTIC L W TNM 538 C Tlc
23D N1~2, XIE T2~4 73D NO~2 |Zi% 4T DiEfRis 2 A L2 W EBE R R & &
Nz, 2B, TNM SEIZOWT, {BBREMAEESE 1 R TiE American Joint
Committee on Cancer (LLF, TAICCJ &5, ) %6 7 A, 1RBRIFEHE G EWETE
2 IRLABE X AJCC 55 8 il WV BTz,

*2 0 ik - HEZ, WANC VR T ZF RO T7 Y 2Rt 4 4 70 EDPFH TR
#1200 mg XIE7' 7 ARE Q3W T 4 BIFFIRNFZ G4, R VL ey UHEEE T
EAE Y VRIS 7 a R AT 7 I RARFIY (L, TAC XX EC) & H, ) 4
A7 EOPFHTAR| 200 mg XL TR % Q3W T 4 [BIFFARNE G, K OMiTk
([ZAH 200 mg ix 7T &R % Q3W T 9 RN G Sz,

# 2 AR (KEYNOTE-522 3ER)

ARFIRE 75 R
(784141) (39031)
34 EFS & (%) 84.5 76.8
(95%CI) (81.7, 86.9) (72.2, 80.7)
EFS™ Y= R 0.63
(95%C1) (0.48, 0.82) —
P 0.00031

Cl: EEKXM. *1:2021 43 H 23 BT —& v b4 7, *2: @R Cox BNV — FETIZ K
LT RREEL DR, 3 @BRIla 7S 7 BE. ARk (D 0.00516941
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~20 AHI200mg QAW-HEEEE / AFI200mg Q3W
107 ssomeems 75en
0 3 6 9121518212427 3033363942 454851
ﬂ AN N
at risk2% |\ MEFHIRE [B]
FHI200mg QAWHEZEEE/
8000mg Q3W 784 781 769 751 728 718 702 692 681 671 652 551 433303165 28 0 0

TouhHEEEE/ F5tR 390 386 382 368 358 342 328 319 310 304 297 250 195 140 83 17 0 0

X2 EFS ® Kaplan-Meier it (KEYNOTE-522 3Ek)
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[Z2 4]

OFEBEIF B NHEER (KEYNOTE-355 55k)

PD-L1 5P (CPS=10) DBFEIZE T D EEMMATRISRA] 219 BllIcB T, FEFR
FARFIOFHEE 216/219 ] (98.6%) . {LFHEIERE 100/103 il (97.1%) (Z3RD B, 1RHR
WL DORRBEBENEETERWVAFRRIL, TNE1 212/219 i (96.8%) K TN 97/103
B (94.2%) IZFRD BTz, W ORECTRELEIS 2 5%l EORIERIZT FERO L BY
ThH-o7,

#£3 WThPOBCTHRESIAHN 5%LL EORWER (KEYNOTE-355 3RER) (Z2MENTXIREM)

FEERIRSHE (SOC: System Organ Class) i %)

FAGE (PT: Preferred Term) AFNOF A {boFFRIERE
(MedDRA ver.22.1) 219 44 103
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
REIEH 212 (96.8) 155 (70.8) 2 (0.9) 97 (942) 67 (65.0) 0
MiRI LV >/ RbEE
2 1 107 (48.9) 36  (16.4) 0 48  (466) 13  (12.6) 0
i BRI 41 (187) 25  (114) 0 22 (214) 11 (10.7) 0
T HHERISAME 87 (39.7) 68 (3L1) 0 40 (388) 31 (30.1) 0
/NI E 41 (187) 19 8.7) 0 22 (214) 16 (15.5) 0
W WREE
FEPR R RE AR T 39 (17.8) 2 (0.9) 0 2 (1.9) 0 0
H kS
(& 32 (14.6) 1 (0.5) 0 15 (14.6) 0 0
T 48  (21.9) 2 (0.9) 0 10 (9.7 3 (2.9) 0
HIEAR R 11 (5.0) 0 0 6 (5.8) 0 0
EN 90  (41.1) 5 (2.3) 0 39 (379) 1 (1.0) 0
0% 17 (7.8) 0 0 7 (6.8) 0 0
A 44 (20.1) 6 .7 0 10 (9.7 3 (2.9) 0
—fk - RHEER L O GHALOIREE
) E 31 (14.2) 1 (0.5) 0 13 (126) 1 (1.0) 0
95 57 64  (29.2) 6 2.7) 0 22 (214) 3 (2.9) 0
1B 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
AR P 13 (5.9) 0 0 4 (3.9) 0 0
FEEN 22 (10.0) 1 (0.5) 0 10 (9.7 1 (1.0) 0
FRIR IR
TI=rT ) NIRRT 2T —BEIN 47  (215) 16  (7.3) 0 17 (165) 5 (4.9) 0
TASTRUET I FTLRT7=T—PEM 39 (17.8) 9 4.2) 0 15 (146) 3 (2.9) 0
M7 AU RAT 7 Z—EHEN 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I ER B 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
DR & e % 41 (187) 19 8.7) 0 14 (136) 9 8.7) 0
R 12 (5.5) 1 (0.5) 0 3 (2.9 1 (1.0 0
i ER 2 39 (17.8) 21 (96) 0 20 (194) 13 (126) 0
R L Ok EE
RARIOE 40  (18.3) 1 (0.5) 0 10 (9.7 0 0
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FREBIRSE (SOC: System Organ Class) P %)
FHARGE (PT: Preferred Term) AFIDE R fes e
(MedDRA ver.22.1) 219 44 103
4= Grade Grade 3-4 Grade 5 42 Grade Grade 3-4 Grade 5
B # R KOS A FHRkRE =
EalEiRni 25  (11.4) 4 (1.8) 0 9 (8.7) 1 (1.0) 0
i s 15 (6.8) 0 0 9 67 1 (10 0
PR R PR
BRI 4 21 (96) 0 0 1 (1.0) 0 0
SER 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
Kl = 2 — S F— 25 (114) 2 (0.9) 0 17 (165 1 (10 0
KR PHEREH = 2 — 1 R F— 17 (78) 2 (0.9) 0 2 (1.9) 0 0
FEORER. MOERds K OMithm e &
Ik 14 (6.4) 0 0 1 (1.0) 0 0
FEIEH L O ARk E
Jbi s 76 (34.7) 2 (0.9) 0 37 (359 2 (19 0
% 9 FEAE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
R 36 (16.4) 2 (0.9) 0 11 (10.7) 0 0
BER IBIR 5 11 (5.0 2 (0.9) 0 2 (1.9) 0 0
¥, AAIGFHBEIC B O TRIEMMZE 3 1 (1.4%) . KRIBK - /NMEK - HED TR 5 4

(2.3%) | Mg (7 > - N L—JERRES) 2561 (11.4%) | BUERTZ -

AR+ AR

PETE - 2% - AEALMEARAE 2% 65 B (29.7%) . HUIREREKRERETS 43 61 (19.6%) . MIBFEREFET 2

Bl (0.9%) | EHEAEREE (RMAEHEMEE R, RIREERE) 2 61 (09%) | FEx 1 4
(0.5%) . fh7e - BESUHRAARIE 1 5] (0.5%) . Mg - flifsE 145 (0.5%) . S & 9%k 1 i
(0.5%) . :H% 161 (0.5%) KON infusion reaction 10 5] (4.6%) AR bz, £7/-. &

FEO R GRS (TR R ARIE . FORRIRARE R, ZIRALBE, FRRIES) | T &

RPEREREE . 1 AUBERW ., BIEM R, EE MRS (e i MR PSRN . i

PR, FRIFERET . EERERIEKIES) | MEREBIEBREL ORZITRO bz o7, ARIE

MFBURDUIBEFES (BARRAEERTY 23T) 2R RE =T,
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@ [EFEILFZBIUAERE (KEYNOTE-522 35k)

L RVERRIT TG0 783 Bl I T, A HEGITAKIRE 777/783 1] (99.2%) . 77 k&R
¥ 389/389 fi] (100%) ZiB BV, {RERIK L DR EBEBENEE T RWEEFERERIT, £
AL 774783 15 (98.9%) K TN 388/389 #i (99.7%) IZ#B®H bivlz, W MORETH
BLEIG D 5%, EORWERIZ RO LB ThoT-,

£4 WTHOLOBTRERSH 5%, EORWEA (KEYNOTE-522 3ER) (Z2MAET < RER)

B (%)

SREBIRSFE (SOC: System Organ Class) R F e —

HEAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 389 71
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2RIVEH 774 (989) 604 (77.1) 4 (05) 388 (99.7) 285 (733) 1 (0.3)
MEE LY v RbEE

2. 429 (54.8) 141 (18.0) 0 215 (55.3) 58  (14.9) 0

FEENE L o BRI E 144 (184) 139 (17.8) 0 65 (16.7) 62  (15.9) 0

BRI 87 (11.1) 33 (4.2 0 49 (126) 16  (41) 0

T ERIAE 367 (46.9) 270 (34.5) 0 185 (47.6) 130 (33.4) 0

ML/ E 104 (133) 21  (27) 0 65 (167) 11  (238) 0
BPARUAl

FR R REAR T 105 (134) 4 (0.5) 0 19 (4.9 0 0
H

liEE5] 65  (8.3) 2 (0.3) 0 22 (57 1 (0.3) 0

g 39 (5.0) 0 0 22 (57) 2 (0.5) 0

B 188  (24.0) 0 0 85  (21.9) 0 0

T 238 (304) 20  (2.6) 0 98 (252) 5 (1.3) 0

F ARz 49 (6.3) 0 0 20 (5.1) 0 0

THILAR R 71 (9 1 0.1) 0 39 (10.0) 0 0

(EREBIEBUR /) 41  (5.2) 0 0 24 (6.2) 0 0

L 495 (632) 27  (3.4) 0 245 (630) 6 (1.5) 0

A% 132 (169) 11 (1.4) 0 55 (141) 1 (0.3) 0

A 200 (255) 19  (24) 0 86 (221) 6 (1.5) 0
—% - RHREER OGO RS

1 5 198 (25.3) 28 (3.6) 0 102 (262) 9 (2.3) 0

W 330 (421) 28  (3.6) 0 151 (388) 6 (1.5) 0

BSOS 103 (132) 8 (1.0) 0 45 (116) 3 (0.8) 0

Rl 35 (4.5) 2 (0.3) 0 21 (5.4) 0 0

BN 138 (176) 8 (1.0 0 41  (10.5) 0 0
B, TR L OMLES OHE

TEAITHE S B 73 (93) 8 (1.0) 0 25  (64) 2 (0.5) 0
R PR A

TI=UT I NIRRT =B 204 (261) 43 (5.5) 0 98 (252) 9 (2.3) 0

TARGHEUEBT I ) hFrAT7=F—ERMm 157 (20.1) 20  (2.6) 0 63 (162) 1 (0.3) 0

M7 H U RRT 7 & —BHN 29 (37 2 0.3) 0 20 (5.) 2 (0.5) 0

I EREO D 185 (23.6) 146 (18.6) 0 112 (288) 90  (23.) 0

RN & /el 7 74 95 21 2.7 0 34 8.7) 4 (1.0) 0

10
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Bi%k (%)

ZREBIRS¥E (SOC: System Organ Class) AFIE 75 1 RBE

JLAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 B 389 f
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

i ERER 108 (138) 60 (7.7 0 52 (134) 20  (5.1) 0
R L OSeREfEE

RARIHGR 153 (195) 6 (0.8) 0 57 (147) 1 (0.3 0
W E R R L OV ARk E

RAEiivR 121 (155) 4 (0.5) 0 59  (15.2) 0 0

5 112 (143) 3 (0.4) 0 49  (126) 0 0
PR R R

FEED F 61  (7.8) 1 0.1) 0 29 (15) 0 0

PR AR 124 (15.8) 0 0 49  (12.6) 0 0

it 100 (12.8) 2 (0.3) 0 42 (108) 1 (0.3) 0

KM= 2 — R F— 154 (19.7) 15  (1.9) 0 84 (216) 4 (1.0 0

SR 45 (5.7) 0 0 28 (7.2) 0 0

R = 2 — 1 8F— 148 (189) 11 (1.4) 0 72 (185 5 (1.3) 0
FEpREE

AARSE 42 (5.4) 3 (0.4) 0 13 (3.3) 0 0
MR e, EREs X OMERRRE

MK 52 (6.6) 1 0.1) 0 13 (33) 0 0

0 A S8 46 (5.9) 2 (0.3) 0 23 (59 1 (0.3) 0

S 76 (9.7) 0 0 41  (105) 0 0
NG 3 L O MRS

it B 471 (60.2) 0 0 220 (56.6) 0 0

SRR R 45  (5.7) 2 0.3) 0 10 (26) 0 0

P2 R HEL: 47  (6.0) 1 0.1) 0 20 (5.) 0 0

TV, 48  (6.1) 0 0 31 (8.0) 0 0

O I 116 (14.8) 2 0.3) 0 38 (9.8) 0 0

i 196 (25.0) 12 (15) 0 66 (17.0) 1 (0.3) 0

ERINIRZ SN2 50 (6.4) 12 (15) 0 23 (59 0 0
M

lETY 55  (7.0) 3 (0.4) 0 45  (11.6) 0 0

¥ RFIBECB W CHEMEMEE 13 F (L.7%) . KB - BNK - EEO T 31 4
(4.0%) . HEOKEREE (PEMEREEMAIE. BAFRIEIREGRE, AN, HEREES)
4 il (0.5%) . MREFEE (F7 2 « NU—JEREES) 154 6] (19.7%) . BUEATZ - T4 - 1T
REFREE - P8 - EALMEAEAE 28 271 5] (34.6%) . HUIRAREERERESE 137 1 (17.5%) . TEE(REERER
& 15 il (1.9%) . EIERERERDE 18 i (2.3%) . 1 BUBEIRYA 4 #1 (0.5%) . BHREREE (RAE
VB MR e, SRERIRREE 2 %E) 16 il (2.0%) . FEZ 5 5 (0.6%) . fisk - BBUT ELAEAE 3 1
(0.4%) | FEIEMMESNGE 141 (0.1%) . MK - Bl 3 61 (0.4%) . S & HME%K 2 5] (0.3%) .
D25 5 61 (0.6%) . EEDHK 2 6] (0.3%) . infusion reaction 122 5] (15.6%) K& ONEEFE 72
TRk (G MmO PSRBT . AR ., ARZEERES . MERERIERIESS) 2 B (0.3%) 23R

11



https://www.ajha.or.jp/topics/admininfo/

Do, £z, MERERIEGE &K ORZIIFE D b RnoTo, ARIEMFEHRILTEESRS
(BARAEERE 2 5T) 2B RZ R,

12



https://www.ajha.or.jp/topics/admininfo/

[HiE - HE]
AKAIOREMEYEREET VAR LY 2 2 b— g 2k D AK#I1200 mgZz Q3W,
400 mgA 6 MM (LLF TQEW] & o5, ) XIiX10 mgkg (KE) Z2uEMMME (LLF
QW) L9, ) THE L7-BEORAN O MG PRESRN SN, TORE, AH
400 mgz Q6W TH 5 L 72RO AR D & KB IC 31T 2 MG IRE (LT T Cavgss)
L9, ) Ik, AHKI200 mgE QIW THEL L7ZBEDCagss E BT 2 & FHIS T (F
) o F7o. AHI400 mgE QEW THeh: L 7= BRD AN D & FAR B IZ 3517 2 B i I H I
(LAF TCraxss) &V 9, ) 1E. AHI200 mga Q3W T H: L 72BE D Craxss & LL#E L CRfiE
ot ETHlENTZbDD, BAARNEBEEFIZEW THERMERHERINLTWAHE - HET
& HAFHI10 mglkg (IRE) Z2Q2W THEH L 72 B0 Craxss & HElE L TIRAE 2 /-~ & I &
e (FHR) . bl EMERAERE 25T AR 400 mgz QW TH G- L 7=/t E 1
FHEBR (KEYNOTE-555:5%) X 0 155/ ERIEIZE S EYBRE T XA —F X,
Lal—ya i PRILEEMEIRE T A —2 LEBILT. (FHR) . AT, E
DI AFEICIT 2 ERRRBRAGR IS EE D & | A OWEER & & A UTZ M L OB %
R D IRESOSE T VD S 1L, AKI1200 mgZz Q3W X 1%400 mg4 Q6W T 5. L 7=
B DR & &AM T Lt L ORFEIZ O\ TR SR, oM - Eo
[ CH MR NZ RV R 2RI v & TRl Lz,

K5 AFOEKMEENT A —F

P - B Crmax Cavg Chin Cmaxss Cavgss Chin,ss
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3w (58.2?§9.7) (27.277.38.1) (17.?,3.118.3) (91.3?'54.1) (492?':1.0) (30.?5(,)'3?1.4)
400 mg QBW (12;,2i24) (32.%?;2.7) (10.11(,).160.8) (14(??49) (50.51(,).571.3) (19.?3(,)'230.9)
40(0%%?[56)\/\/ (1351.2?;6.4) NA (14.1:2;4) NA NA NA
10 mglkg Q2W! (215,2(2)23) (14%,4;145) (11%,1221) (421,2?133) (2727282) ( 19;?;00)

+:n=2993, 100[HD Y I = b— a3 Nl L D EH SRR EHEO P RAE (2.5%8%, 97.5%51) . Cmax @ #IEIF S
BOREHMIETIREE, Cavg @ HIEE G O MIETIRE, Cmin : #IEHRGZ (A 71 2 FEAT) ORARMIE iR
E\ Cmax,ss . Eﬁ:{k%b:%ﬁé%%m{%ﬂfﬂ%fﬁ\ Cavg,ss . Eﬁ%ﬁﬁ&:iﬁﬁéﬂziﬁ@[ﬁl{%qj@%&f\ Cmin,ss . Eﬁ%ﬁébzﬁﬁ'
2 R AR ML TE TR EE

I 1 56 DR FLME (95%(F D)

§ : 41 IO AT FLME (95%( 5 HEH X H])

NA : 47 L

13
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4.

)i Aol ANE

EEdah U A 7 B EEE (RMP) (2255 & . AFIOERK L EMEERIEE ~D W ik
Hl23 8 B i Td > T AFIOBGIEH 72 B8 220 - K€ L, AFIOFREGIZ LY HE

TR

IR 2 RH L7ZBRICRS T D 2 LB RT= 0 LT OO~@DF T Z1ili 7= 3 fiiix

WZBWTHEHT 5 XETh S,

)

HERRIZDOUVT

@-1 Fio (1) ~ (6) OWVFTNIEYT LR THDH Z L,

(1)

(2)
3)

(4)

(5)

JEATHBREDNEE S 2 M3 ASHREE IR S (BRIERT IR 23 Ao HRE HE L RUle
HEAS A RSIREE RIS, MBS A2 RRIRibE R &)

Fr EPEREIR e

EISTEN SRS SIE /S (= Vel RAYAVAVEL &) Stk A ol o CURVAVE &)t B 2 = WAt ] SN AVAVE ) 3 B
b, 5 AUt EEEHEE R 7 &)

IRACEIRIERE AaRE L, SSRIEGH LA HREZIRE 1 SUISSRIES Lkt 2 o
R FEAECAR D R 21T > T Dk

PR AL & BN OBiak FEHEIT AR D i H 24T - T D filiak

O-2  FREOALFIRE L ORINERFERR OIS -4y ZaJnik & SR 2 FroERl (FROW
TINTEE T HER) 23, SRR OARAFN BT HIROBEMEE & LTRESL TN D
alp o

*

[ EMAo FFIUS% 2 FEOFIIHME Z1E T L7142 5 4ELLE DD VTR DEFIRIHME 217 -
TWAHZ E, 96, 24D R, BAERMEELZ £ LIEBRESESOMHEZ1T > T
WAHZ &,

[ERTSOEFHUS% 2 FEOWIHIHE Z1E T L7221 5 4ELL_E O HIE DD AT WiiE %2 G e 3
RIS DORRAHE # 1T > T\ D Z &,

©

BEN D EFRMFREEDOEHIZONT

RS E B AESE T DB D E S, BEREE D OEHE N, Aot - et
SSRGS OB BN ONERTEE 6t D IE IR ML, AEFRORE LIIGA 0S¥, &
DIHCNATOND RN D FE > TNDH Tk,

14
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® BERA~DOHIRIZONT
©-1 HEERAHICET =M

FVEMENG B FE O EE R RIEM A IA LIBRIS, 24 RFR2IRIRHIO T, Hi%htiik X
ILEHEEMIE C 3T, T LZRWERNTIE U CABRE LR O CT SO EMEM OERN L E R
MAEDOKE RN G APIZAE O, EHITHIE ATRER IR 2 > T D 2 &,

@2 EREEECLIAEFSITCETSEF

MATSIRICHED 2 MR R MR OHRE 2 AT 5 R EH DRER T =5 ) v 7
EEDLERDOAZ Y —=v 7 ZATOEIRE S HRE A TE 5T — SRR IRH 235
SN TND L, 2ok, BHEHICOWT, BABE L ZOFRICHHMS TN D
&,

@-3 EIEAOZWORISIZEL T

RIWER (FIEMEMR BN . RIBZK - N2k - BEED NFL, BUEFZK - IFA4 - T
PeRebE S - R - i bPERRE J8 . BRREREE R HEMER R, REREBERE) |
N R (T RAEERE, FURIRMEEERRE . RIS | LAERIE, 589
BEde. fhoe - BERURBREMARIE , TS, HEEO R ERE (PapthR AEECRalARIE . F kS
FEIRIERERE, ZIEALBE, FERIESS) | infusion reaction, AM7Z% - BERESS, EEER, M S)E
MRREEE (X7 « NU—JEERES) | Dk, BEERMEREE (g i MR
PESRBENS ., A MPEE M, JRIFERE . MEERIERES) | EEOH K, MERERIEMERE.
FEAZRE) 1Txh LT, Y LA RSO R MM A F T o EM EEE L (RIEA O
PRI L CTHRE R O R 22 T o NOEMEICH 5 2 &) EHICE Y 72 AL E )N
TELEHPESTNDLZ L,

15
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5. BEXHLRHEBE

(GBI 4 5 FH]

O R - BRI 2 2 MEORNREED 720y PD-L1 5 (CPS=10) D7R/LE
Y RIREEME DD HER2 FAMED PN AR RE U R IR 1TV T, A &b
B (FLAV A ROBNVRTTF v, 27 U HFE)LL nab-237 J XX+ )L)
& DHFREE THIMER /RSN TN D,

723, CPS IZBHT A AKID v =4 2Wid & LT, IK7E4 : PD-L1 IHC 22C3
pharmDx [# 21| 2GR I TV D,

@ BIVE CZEARREME) D HER2 [2METHIEE U A 7 OFLFREF TV T, INATHEY
WL UCARK Eb2iE (7 ) 2 X ALROHARTFF 0%, AC X
EC #5) & OUFHFE. ROMih ML L U CRAIHEMEBEIEO A MENR ST
W5,

@ QR V@ TAANDA RN T S TWO ARV O HTEMEEEA] & O OF % 51250

T, AROFENERHNLEINTE LT, RAIOEGXHR L5720,

(ZtEIZB4 5 FH]
@® Tﬁ_ﬁéﬁéﬁﬁ:opf@ﬁﬂ@&%ﬁ%%&éhfmé:&ﬂ%\&5%
1THORNZ &,
o KFNOMGITR LIBUE OB O & 2 B

@ BERATOFMICH VT RIS AT HEBEZICHON T, AFORGIFHER IR
WA ORI DS R WG AR Y . HEICAREZEN T2 22 BETE
D

o MEMEMEEOAIHXIIBEDO S 5 BHF

o MEEE R A CRE R A 5RO D A K OVEEME O S BTN 2 I it 26 2 o
FZIIEE A LN I D5 B

o BOMAEERBOAIE TEMHEMNZE L IXHEFRMEO B CAEREOBERED &
B

o EEBAEIE GEMEMiaBHEEL Z5Ty) Db HEH

o TEROBEOISEE A AT HERE

+  ECOG Performance Status 3-4 0 o F 3

1) ECOG @ Performance Status (PS)

Score | EFE

0 42 7R KTREBCE 2, BNl & W U HH AR HIRZR <ATZ 5.

PIRANC I LD TEENIHIR S 223, ATAMRE T, BIERECE > TOERIIIT I J LR TE 2,
Bl O FE, R

BITHRECH OGO ) O Z 3T X TAREEAEEILTE 2V, HH D 50%LL Eig~<y RAATil 29,

1
2

3 RONIZASOHEOEIY DL LnTERY, HHFD 50%LL L2y Rk Tl 24,
4 ELENT RV, BOOHFOED OZ LiFaL TERY, BRIy KPR T3,

16
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o

BECBLCHET&FHE

ISR %, BUEIRTE R DR 2 BB IT 5D & ARH 0 Kt K OVl 1E
DT DITHERIERE 2 IZH L T2 2 &,

TRIRBARIC e B, BE T ZF OFBEITHEIMER a2 oML, RE%
BThoEET5 L,

FERBWER O~ T AL MZHOWT

MEMIEER S SbiLd 2 ENH LD T, KAOEEGIZHT- - T, IR
(2G04, MRWRREE, ) OB R OIET X REOFEES, Blgs +01cqT
)Tk, e, MBS U THE CT, MiE~—"—H%D0REZEMTH L,
infusion reaction 23% 55 Z &3 &H 5, infusion reaction 2352 HAL7-HAITIE,
IR ILE AT S & &b, FERBEE T 5 E TREOREL BT L,
FORBRFSRERR . T RAHEEREE L CRIBHREREERNH b Z N H LD T,
AFN O £ 5 BRAGHT & O G-I X E BRI N s RE R A (TSH, 8 T3, M
T4, ACTH., Iz LF Y — L EDRE) 2 FET 5L,

BIENFR . TS, IR E, L, SbEEERRNHObND Z ENH LD T,
AFN O £ - BRAGHT K OV G- IR FF I3 E I ITRERERR A& (AST, ALT. y-GTP, AIl-P,
EULEEORE) EEMRTDHI L,

SEIER (WIEREOILEEBREREEL) FOERBRIREENOLDILDL Z &
DHHOT, EMCIROBEOFEAHRTHZ L, £z, IROBRFENFO LN
AT, HONCEREREA 2T 2 L O BELIEETH L,

ARENOEHIZ LY | WEORPERINCER T D LB 2 DD Hkx REBOHEN &
LbONAHZ ENDHDH, BEDBDLNTZHAITIE, BB LIZFRITE U HEM R
S & RRBR A REOIERT & B U U R 8RR T 21T, R OSE SOBIZ X D R
TERMR DN DA, RFAIOWRIE T IR, K ORIE B R VE Al O 5%
EBEET LI L, B, BIEEERLVE L OREIZLYEWER OYEERTRD b
WISEITIE, B EE R VE DA DO REIHIRIOBMGEET D 2 &,
WEHTH, BORMN OB ARKB L THORWERNRIT A2 L03H 5720, K
ROBE# THRICHREIWEHORBUC I ER T2 &,

1BBEpRIR  (BE 1 BB IR 2 Ede) M Sbiv, BERFMES 7Y R—T RACE D
ZERHLHDOT, O¥E., Bl EHEZFEOTERORFEBLMPEEO FFIC+H5ERT S
Zl, VABERmA DN HA IR G 2RI L, A R ) CRIFIOR 5% O5E )
TRILEEAT S 2 &,

AHNOFFR BRIV T, KEYNOTE-355 i Cldf& G-Bah 5 24 % Tk 8 M
Tl LI, BRI 1AERIT AR Z LT, F0%IE 12 8 & A RO B A
fTo TN Z L 25EIC, REELGHILEMICERRE CHROMREITH Z &,

17
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® FECZHEEREEDD HER2 [EMETHIER Y A 7 OFIEEE BT DA - %
s & LTI 2BR1C1%, KEYNOTE-522 BRI BT, AFI D& H-/IICE
BMEICREN 20 2R L, IS U TG BREEZIT> 72 L TR ORE %2
Wr L T\ =2 &2 BB, AFOEKERGRNCHHRO B2 RET5 28, B, KA
FOEGEEIE, Q3W #5084, TRISRYEILIT 8 Al F T, itk FyeiLIE 9 [A]
FT. Q6W #HEDHA . WRIEHMEEIL 4 BIE T, MEEYERIET 5 METET
Do
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