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7R (o M i IR PSRBT . TR IR
i, ARIFERES, MEPERIERAESE) . MERE RIEGERE, 5
BZ5E) 1Tkt LT, MKk SV dol R = e pg B o B
MEHT HEMEEE L (BIEHOZ BRI
LTHELOXELZZTONLRKMCHHZ L) E
HIZHE U2 ALE DS T E DARHIAHE > TS Z &,




EHE~A 7Y T T4 NARLZEE MS 1-Hi gh) 2872 EEMEORY « EBEO &K

T ERT CHT IR ER)

WREHEET A R Z A D

&<l IH

A= (FRRERIBED) MY = (B yH AR ERHIBR)

16 ~— | RWEA (RIEMEMZEENA ., KBk - Mk - E | 16 ~—2 | BIFEA (MEMMEESMZ . KBk - MK - B
FED TR, BIETR - A4 - iFtnelss - T4 - FED THI, BIEMZ « R4 - IFHSeEREE - 2 - il
EALPEARAE 2% B RERERE S (PR RIEMER K. R {EMERRAE 2%, B tERElEE (RAMEMEMEERE) . N
KRB R %) . Wl (T EAHEREREE . FRR Sl (T IE(REERERRE . FURIESRERE S R
HERElE S B HEREREE) . 1 BEIRIG ., 5 & 9 %k, FERERRE ) | 1 AUBEIRIF, S E D PEK. A - BREUT
e - BT RARIE . R, BEOKERE (bE RRERE . BESR, BEEEOKREREE (PR IR
PEFR S ESERRAE . FRGREIRIRE ElE . 2T RLEE, FRIE, BTG REMEARIEERE . ZIPALEE, FARIESE) |
FARIIESE) . infusion reaction, M - HlREI . infusion reaction, % - flifEIc. FAE M) HE ) E,
HIEF M IE, MRREEE (X7 - N U—EBERESE) | PR (57 >« NU—SEERES) . DRk, HE
Ok, BRI MRS (S i MR R 2R BT PRI (G M MR PSRBT . TR
i, IR L, FRIFERES, MERRRIERES) . A D i, FRIFERES, MEEDRIERAESE) | MEKERIEMRE,
BHR, MERERIEMRE. A% IS LT, Si%h BZEE) 1Tkt LT, MRk ek S dol R = e p A oo B
B AT B = A B D B P A A5 D AN & E s L MaEH T HEMEEEE L (BIVEHOZECHRHR IR
(BIEH O WLk B U CHRE R OSSR &= LTSRS EZITONLEKMEICHHZ L) E
ONORMICH D Z &) (EDIZHEE R AENTE S HITH I R LEN TE HEHIRESTnWD Z &,
RRINES>TWND Z L,

16 X— | 728 MSI-High (R D ARRNID a2 =4 Bk | 16 X— | 7285, MSI-High (ZRHT D2 ARAID a =4 W3k

E LT MST Bafr ¢~ b (FALCO) . FoundationOne CDx
DA ) LT a7 7 A ), Guardant360 CDx 73 AiE

& LT, #eE4—MSI i~ b (FALCO) Mecrize
£+ FoundationOne CDx AT J L7 17 7 A L)




faF3x b, X HF OptiView PMS2 (A16-4), X
v Z F OptiView MSH2 (G219-1129) N & F
OptiView MSH6 (SP93) K M1 & OptiView MLH1
MD) NAERINTWDS (W FTbIRGE4).

ARSI TWD,

B e D Bt il FRHERE T A N T A > OWGET R CHr IR X )
Gl I8
U= (FHrErIERD) ZY =Y (HHAREDHIER)

16—

BIVER (RPEMERREBCIN X, KB - /M - &
FEOTFFL, BIEATER « FFA4L - fFneksE - T4 -
MEALPERRAE G BRRREIEE (R EMER &, K
BRI R GE) . Wk (M EERBRRERRE . HRIR
PRREREE . BB FERERRE ) | 1 BUBEIRIN, 5 & 5 MK,
e - BEBUTIRARIE . BER, BEOKERTE (bE
PEFR B EESERMARIE . B RREIRARIE R R . ST HLEE
FARHIESE) . infusion reaction, M7 - MRS,
FSE AL I VE, MRS (K7 2« N —IEERESE) |
Ok, BB MKREE (S MR R SR BT
i, WSILPER ML, JREFERES, MERRIERIESE) . B D
BR, MEKERIEMR, %) 2L T, Yi%hE
B AT B = SR B D B P A A5 T B Rl & s L
(FIVER OZErCx IS B U TS R OSSR 2= 17
DNORMIFICH D Z &) (EHITHEGRUENTE D

16 ~—

BIVER (RVEMERIR BN, KIBK - /MG - &
FED TR, BIERFSE « FFA4 - AFRERE - iFJ¢ - i
EHEBAE 7 s RERE S RAEHEMER K. REK
R RE) , NowbES (TRAHERERE S, IR
RERESE . RIBREREREE) . 1 AUBEIRIN, 5 &9 Ak,
e - BB RRE . BER, EEOREREE (FE
PEFR B EEAE R RIE . BRI ARIE (R . ZTRLEE
FARIEIES) . infusion reaction, fMZ - B,
FEIEAD M E, AR E (X7 2 - N U—EERESE) |
O, BEER MRS (o M i MR 2L 5E
. WILMER L, JRIFEREE, MEERIERIES) | MERE
BIEMERE, ASEEE) 1oxh LT Yk sk ST e
RSB DI Z AT S AT & EEE L (RITEH O
WOk 2B U TR R OSSR &2 %21 B v 5 &1
HDHZ L) EHHIZEY) I ULE N T E DRG0 - TC




RS> TND Z &,

Wbk,

SHSEER g O i FIHERE T A BT A OUGETE AT Cir A %)

Gill [8
Y=Y (TFHREBIERD) g N—Y (IRTHAREBHIER)
13— | BIER (REMRREISMA, RIBR - /NB%k - B | 13~—2 | BIER (FEMREISNA, K%K - DMEsk - &=

FEO TR, BIETR - A4 - fTtéRelsE - T4 -
AL PEARAE 28 B REREREE (PRI B MR K. R
BRI R ) . Wk (M EARBEREREE . HRIR
BEREREE | B HERERETE) | 1 AUBEIRIN . 5 & 9 IER,
e - BT BARIE . R, BEDOKERE (1%
PEFR S ESE R . FRSREIRIRE elE . 2T RLBE,
FARIIESE) . infusion reaction, M2 - RS,
ESE A MARREE (KT 2 s N IR ERESE) |
O s, BB MKIES (G i M M 2R 5
. BRI L, FREFERES, MRRRIERES) . D
BHR, MEKREBIEGRE, %) (IS LT, Ykl
B AT B = RS B D S PR 2 D AN & s L

(EIEA OZWrLH I B U CHRE L O E &%
DNAFRMEICH D Z &) EHIZHEY) R MENTE 5
(RN 5> TWD Z &

FED T, BIEFZ « A4 - IFiaerEE - 2 - i
{EMERRAE %, B tERERE s (RMEMEMBEXE) . N
Sy (T EEAPEREREE . AR RERRE . B
BEREREE) . 1 AUBEIRIN, S ML, o - BEEUH
RUERE . BER, BEEOKREEE (PR IR
FRIE, BTG REMEARIEERE . ZIALEE, FARIESE) |
infusion reaction, MMZ% - #lilZc, HHIE M) HE S 1E
RS (7 v« NL—EBRESE) . DAk, BHE
PR MAR IR (S MEf RIS PSR B . PR I
i, ARIFFERES, MEPERIERESE) . MERE RIEGERE, 5
B25E) 1Tkt L, Mk ek S dol s e pg B o B
PeA2A T 5 EMEEEE L (BIEHOZB-CxHG B
LTHELOXEEZZITONLRKICHHZ L) H
HIHE P72 ME N T & DRHI R > T D 2 &,




BB O ROEERAEE T A R T A L OWGETET CorIAX )
Hr &
ZY =Y (FHErIBRD) ZN— (CHRTH AR 1 )
15 ~— | EEM (MEMRREISMA, RIBKR < /NBK - E | 16 ~—Y | BIER (FEMEREIINA, RiB%K - MEsk - &=

FEDTFH, BUEATER « FFAL - fFgnERsE - T4 -
AP G BRRREIEE (R EMER &, R
ERIRRE R SF) . Woriikess (T I RRRERRE . HIRIR
PRRERSEE . BB FERERRE ) | 1 BUBEIRIE, 5 & D IRk,
e - BERUTIRARIE . BER, BEOKERTE (bE
PEFR B EESERMARIE . B RREIRARIE R . ST HLEE
FREIES) . infusion reaction, st - HlMEEIE,
FSEAG I E, MR (7 2« N B RS |
O, BRI MKREE (S MR R SR BT
i W ILPER ML, JREFERES , MERERIERIESE) . A D
B, MEREBIEGRE, %) I LT, Ykl
B T B = SR B D B P A A5 T B Rl & aE s L
(BIHEH OZKrox B L CTHRE R OSdR 25 T
DNORMIFICH D Z &) (EDHIZEYRLENTE S
(KN FES>TWD Z &,

FEDTHI, BUEZ « R4 - FFESEEREE « JHF 2% - il
EMENBAE 7 s REREE RAE REMER K, REK
R RAE) . NowbES (FRAHEREREE, IR
RERESE . RIBREREREE) . 1 AUBEIRIE, 5 &9 A,
e - BB RMAEE . BER, EEOREREE (b
PEFR BB AU R RIE . BERS RS ARSE AR . ZTRLEE
FARIEIES) . infusion reaction, fMZ - B,
FHIEF M VIE , APRRREE (F 7 v« N L —EERESE) |
O, BEEZR MRS (o M i M 2L5E
. WML L, SRIFEREE, EREERIERES) | MERE
BIEMERE, ASEEE) 1ok LT Yk ak ST e
RSB DI Z AT S AT & EEE L (RITEH O
WXt IS B U CHRE R OV R 252 1T AL D SR
HDHZ L) EHIZEY) IR ALE N T E DRH 2035 T
W5HZ &,




FUB O AHEE T A R T4 o ONETERFT GirIHXTRER)
E<lh "
A= (T ERD) Y= (B yH AR ERHIBR)
2= XI5 L 72 D HE AT 2= | G L 72 DREE TR
PD-L1 BGtE D A V€ 5z AR EE M >0 HER2 f2 MR D F PD-L1 Bt D A /VE 52 35 AREEME DD HER2 [ D F
WTABE ST s L N EPEESEE K]
BIVE U RIRENED D HER2 BEMECTHEE Y A7 KR LD MEK O

DOFLE BT AITET - IE I EE

RRE TR DRIEROHE

PD-L1 Bt D A NV 52 RAREE M >0 HER2 [2ME D B
BRASHE S A P

L OPUEMEIEE A & OO HICB W T, @E ., AL
L. X7 nr Y Xv7 (EaERz) & LT 1H
200 mg % 3 MFFEIE 18] 400 mg % 6 W ERINE
T 30 Ay TR ERET D,

RIVE U RIREENED D HER2 BEMECTHEE Y A7
DOIIEIZ BT DITHT - Witk IRk

W RACIE, AT e ) X7 GEIE I Z)
E LT, 181200 mg % 3 BRI XX 1] 400 mg
% 6 AEMERE T 30 oMo USEEHES 5, BE
B, 3 ARG O5E | iiTEEEY IR 8 [F]

i DHUEMEESA & OPFHICIBW T, W, AL
%, N7 e Xv7 (BiafH#ax) LT, 1H
200 mg % 3 H[EEIMG X 1[5 400 mg % 6 W [E FE
T 30 Srfl T CHRIEFET 2.




£ T, IrERYRIEIT 9 Ml £ T, 6 HWE M50

Y. WTRRYPRIES 4 BlE T, g ERiEIS 5

BIETET S,

42— 3. SR AR 48— | 3. IR
PD-L1 [GMEDRNVE RS N Bl PD-L1 BGtED RNV 2 RS e b BRI
HFER = /K 2 (LLF THER2) &9 ,) BEMEDF HHER 2 AR 2 (LLF THER2) W9 ,) BEioF
ARRE T R LI R OB VE VS BIRR DD T ARE UL PR 3L O AGRIRRIZ GG 217 - 7= 7l
HER2 fatk THIE U X 7 OILEIZ BT H1ilieT - ik KRB D RAE 2 R T,
SRR DFKGRIFIZ RN 24T - 72 E 2R BRI Dk
EAETRT,

62— QEFE A [F 5 MAHERER  (KEYNOTE-522 FR5R) GBI

RVE R REEYED D HER2 [EVE TS Y A 7™

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

ZXRIT, ITREEY RS & L CORA| EALFRIE &

DOFFRIE, K OMrtR Y IRIE & LT OARAEER

EOFIER N ZE2MEN, RiEEpEEE LT

7 Bk LALERIE & OOF RGO S5

ELTCOT TR Z e L TRETS e,

TRl E O —DIF A N P AEFHIR (AT

[EFS| W9 ,) &, AFIRHTI T 7 BAREL L

ﬁbfas%ﬁi’ﬁﬁbk(%zﬁwﬂm

ﬁmu%%féﬁﬁiﬁ’rﬁﬁﬁu@ﬁ%n BT, mg2H

i%f L0 TNM 4T Tle 7> NI~2. X




1% T2~4 2> D NO~2 |Zi% Y ¥ LB 2 L2\
BENKRE Sz, 728 TN GFEIZ OV T, JGR
FhuetmES 1 U TlE American Joint Committee
on Cancer (LAF, TAJCC] VW9 ,) & ThRDS, 168k
FEhETEECET R 2 FiRUABRIE AJCC 5 8 RSV &
iz,

%2 . s - AEIE. RSO VR T TF o ROVUY
U X X¥) 4 YA 7V EDPEHTAAL 200 mg XU
77 &A% Q3W T 4 FEIRNZG#%, FEFV 1y
R Y II T LY U HERBEY VT a R A T 7
I RKFY (UAF. TAC UFEC) &WwWH,) 4H A7
V& OO TAAI 200 mg XIE77 A% Q3W T 4
[EIEFARN A 5. R O ICAH] 200 mg XIF7' T &
A% Q3W T 9 RN 5 STz,

#£ 2 AhVEREE (KEYNOTE-522 #lR)

(F 1)
(X #g)
2 EFS @ Kaplan-Meier i (KEYNOTE-522 #5k)
8 _N— *3 6 RX— =2
10 ~— | @EEIE SRR (KEYNOTE-522 35R) CEVII)

R VERRAT XG5 783 BIIZ I\ CT, A HEHFGIAH




RE 777/783 1511 (99. 2%) . 7° 7 & A EE 389/389 41| (100%)
IZERD B, BB E ORI EBEN B E TEX WG
EHBIT FNEN 774/783 i (98. 9%) K X 388/389
$ (99.7%) 12RO BT, WO TREEIS
23 5% FORWERIZTERD EEBY Tholz,

# 4 WTIhDOORETHREEIEN 5% EORITEH
(KEYNOTE-522 &) (2 &MEffbT <t EEH])
(E )

72E. ARFIFEIZ IV TV EMEMMEEE 13 61 (1. 7%)
KiGH - /INGR - EEO TF 31 6] (4.0%) . BHED
FigREE (hagth R sE B AR . R R R R E i
B, ZIPALEE, FERRUESE) 461 (0.5%) , MhRFEE
(X7 v - NU—JEBERESE) 154 1] (19. 7%) . BIRERT
K- A - ITHRREREE - TR - AR LR 5% 271 1]
(34. 6%) . HIKM S RERE S 137 5] (17.5%) . IR
BEREFEE 16 1] (1. 9%) . FIEPEREFEEE 18 5] (2.3%) .
1 BROFEPRIw 4 41 (0. 5%) . BHEREREE (JRAME M
RO RERIRER R EE) 16 5] (2. 0%)  JEEZR 5 151 (0. 6%)
A%« BERCT Al fRSE 3 5] (0. 4%) . EEIE A M S0 1 5]
(0.1%) . g - BhMESE 3 B (0.4%) . 5 &9 R 2
# (0.3%) . LofiZe 5 il (0.6%) ., EEEDHRK 2 f




(0.3%) . infusion reaction 122 fil (15.6%) K& O®
i iR (G Ml /MR PSRBT . BRI
PR, FRIFEREE, MR ERIESE) 2 B (0.3%) 2358
Do, Fio, MEREEIEGRE R ORZITRD 5
nZeirole, AEWEMFBRDLTEESES (BRIRTR
BERE 25T 2 BUEFREREZ T,

13— | %5 g~—y | #3
15—y | BWEA (RIEMEMZEERISMZ, KK - Mk - & | 10—y | BIER (MEMMZEERSMZ, KEE - NEK - B
FEOTHI, BUEMFR - HFARA - SRR E - 1Tk - FEO TR, BIERTS « ITAR4 - TS ReRsE - T 2% - i

MEALPERRAE G BRRREIEE (R HEMER &, R
ERIRRE R SE) . Wb (I RBRRERRE . HRIR
PRRERSE . B RERERRE ) | 1 BUBEIRIE, 5 & 5 Ik,
ik - BRRUTRBMARIE . BER, BEOREREE (b=
PEFR B EEFERMARIE . B JRREIRARIE R . ST HLEE
FARMIESE) . infusion reaction, X% - BlMEAK.
FESEAG I E, MRS (X7 >« N EERESE) |
O g, BB MRS (G i M 2R 5E
. BRI, FREFERES . BERRRIERES) . A D
BHR, MEREBIEGRE, %) (T LT, Ykl
B T B = A B D B P 2 5 T B Rl &g L
(BIHEH OZKrox B L CTHRE R OSdR 25 T
DNAFRMEICH D Z &) EHIZHY) R LEN TE S
REINE S TNWDE Z L,

{LMENBAE 7% WS REREE R HEMER K, REK
RBERE) , NowES (TEAHEREREE ., IR
HERESE . RIBRRREREE) . 1 BUBEIRIA, 5 &9 K,
e - BT RARE . BER, BEEOKEREE (T35
PEFR B EEIERRIE . B RS R ARSE AR . ZIRLEE
FARHIESE) . infusion reaction, MM - BHMEZK.
FEIEA I E, AR E (X7 2 - N U—EERESE) |
O g, BEER MRS (R M i M 2R 5E
. IR L, JRIFEREE, ERETRIERIES) | MERE
BIEWERE, ASEEEE) 1ok LT Yk as ST e
RSB DI 2 AT S AT & EEE L (RITEH O
WXt I IC B U CHRE R OV R 252 1T B AL D 51T
HH L) EHIZEY) R ALE N TE DRG0 - T
WhHZ &,




16— |5 ghRtR L 2D BE IL~—y 5 R ERR L 7 D BH
(SRl e R R (AP BI 3 5 F ]
OHsR - FRFIEITXT 2 25 MO RNEREED 720 OHER - FFREAREITKTT 2 2 EORHEEED 720
PD-L1 B (CPS=10) D R/ILE L Z KRN PD-L1 B (CPS=10) D RILVE 2 KM DD
HER2 F&h: D PN ARRE TR ALBAEICB VLT, A HER2 [21MED T RRE IR IEEE 1BV T, K
Fl b2l (P AV ROV T TF L bBFE (FAVZE ROV R T TF
X7 ) 2BV L nab— 7 U X xtE) EDOGEH X7 ) 2BV L nab— 7 U X xE) EOFHFH
BHTHIENTREN TS B BN TR STV
723, CPS | %#éxﬂ@Z/ﬂ%ﬁ/%m%kb @%\@s %ﬁéxﬂ@:/ﬂ%ﬁ/%m%eu
T, WR7E4 : PD-L1 IHC 22C3 pharmDx [& =] 737K . BRFE4 : PD-L1 THC 22C3 pharmDx [4# =] 237
BENTWDS éhfw
QFIE U BIRENED D HER2 RETHEE Y A z
7 DB BT, ITEEEYRE & U TR & S
(s OS2 ) AR A ROANVRT 5 F o D G =i
Hi%, AC XUF EC & 5) & OfiHRE, KO 3K = D TARBNDOEIED IR S U TR Mt O HrE M
WRelE & U CTARAIBRBEE OGN R ST fﬁa®ﬁ%&5
% ke
BOE VD TAKIDAEIMED R ZIL TV T
LR A & ORI oW TE, AAIOA R
DHENL SN TEHT, AFOEERIR L0,

18 X— | @FNE SRR EMED D HER2 [EME CTHREE U A GEAm)

7 DHFEBA BT DAL - Pt FERRIE & LTl

F4 2 BCiE, KEYNOTE-522 #BRIZEWV T, AHKID




BB G RN ARPEICREDN 2V ) 2 s L, BT
JGE U CHligBEE{T o ETRED R[S 24l LT
WIe Z BB, KB OK 5RO TS &
et 52 b, ol AAlOEEGRIBIT, QW 5D
Bt iprEyp LT 8 [AlE T, itk EEIAIT 9
[ T, Q6W i 5-O56 IaiEYRIEIT 4 [BIE T,
WY IEE 5 M E T35,

T B D Fi i IHEE T A BT A L OWETEAT G [H X ER)

Hr IH
Y=Y (FHREBIERD) =Y (AR EB HIBR)
11 ~—2 | EER (REMRREISMA, RBR - DBk - B | 11~—2 | BIER (FEMRREIINA, KRB%K - Mk - &=

FEOTH, BYEFR - P4 - fFtReiEsE - T4 -
M LPEARAE 28 B REREREE (R RIEMEE XK. &
BRI R E) . WowkESE (M EAEREREE . FARR
PERERESE . R HERERRE ) | 1 AUBEIRIN, 5 & D K,
ik - BT BMARIE . R, BEOKERE (h%
PEFR S ESE R . FRGREIRIRE BelE . 2T RLEE,
JARHIES) . infusion reaction, FMZE - #fifEsc,
HIEFMEVIE, MRREEE (57« N U—EBERES) |
O s, B MRS (G i MR 2R 5
. IR L, FREFEREE, MERIERIES) . A D
BHR, MEKEREMRE, %) IS LT, Yi%h

FED T, BIERFZ « IFFA4 - IFaeREE - IF2 - i
EMERRAE 2, R RERE S (R B MR &, REK
R RE) . WoHWES (FEAHERERES . FUIRERE
REfRE . FIBARREREE) . | BUBEIRF. 5 &9k,
e - BRSO RARE . e, EEEORERE (F5H
PEFR S SESERARIE . RRRG I ARSERTE . 2 TRLEE,
JARHIES) . infusion reaction, FMZE - HfiflEsE,
S M E AR (X7 v N U EERESE) |
O, B MRS (f M i/ MR 28 5E
. TR L, JRIFERES . MERRIERIESS) . MERE
RIEMERE, AEE) 1oxh LC Yk sk )T e




B T B = SR B D B P A A5 T B Rl & s L
(EIEHOZWr-CHINZ B U TS R OSSR 2=
ODNAORMFICH D Z &) EHIZHY) R AEN TE D
KNS TWNWD Z &

PR OB 2 A DM e EE L (RITEH 02
WX IZ B L THRE R O iR &2 52 1 B D SRR
b5 L) EDITHEPIRLED TE DRHI2 K- T
WHZk,

mWESE PR E (TMB-Hi gh) A9 2[R OREENHEETA 74 OSGTERT G IHX )
Hr [E
Y=Y (TFHREBIERD) g N—Y (IRTHAREBHIER)
9X—v | EIWEA (BEMMEREDINA, RiGK - Mk - H | 9= | BWER (BTEMMEREISINZ ., KIBK - DGk - &
FEDOTHI, BIEATHR « A4 - ITHERERE - IT4¢ - FEDTFIR, BUERTZ « AT A4 - FPRERERE T - T 2% - 18

BEALPEREAE % BRRREIRE (R MEMER &, R
BRI R E) . WoWkeESE (FEARERERREE . HRR
BERERE R BB HEREREE) | 1 BBEIRIN . 5 & 9 IR,
e - BT BARIE . R, BEOKERE (hE
PEFR S ESE R . FRSREIREIRE ERE . 2T RLEE,
FARIIESE) . infusion reaction, M4 - HlEES .
AL M E , MARREE (KT 2 s N IR ERESE) |
O g, EE KRS (G i MR M 2R 5
. IR L, FREFEREE, MRRIERES) . A D
BHR, MEKREBIEGRE, %) (IS LT, Ykl
B AT B = A B D B P A A5 D R AN & s L
(BIEH OFZWr-CH I B U CHRE R OSSR &5 )

EMERRAE 2, EHRRERESE (R B MR &, REK
REREE), WHOWRETE (TERAEHEERET. FURIRE
REFE . RIBMEREREE) . 1 AUBEIRSS., 5 & 9 IRk,
e - BB RERE . ek, EEOKEREE (T
PEFR R SESCRRIE . R ARSERRE . S TRLEE,
FARIEIESE) . infusion reaction, M - HlED .
FSE A M E AR (T v N U JEBERES) |
Ok, BEERIMKES (Fog Ml M P28 5
. TR L, JRIFERES . MERRIERIESE) . MERE
RIEWERE, ASEEEE) 1ok LCL Yaklias ST e
RSB OB 2T S ER & L (RITEH O
Wroxf I B U CHRE R OB 252 1) B B 51

—
-




DNDOEMITH D Z &) EDICHEY)RLENTE S
REINIE ST NAD T L,

H5H I L) EDICHE) R ALED T E K238 > T
WoHZ ok,







xEERHEET A FT A v
Rh7Tn ) X<v7 (BEFHEEEZ)
(BR5E4 : A b—&F A 100 mg)
~FEHERE~

R

449 A
A FEA

N

B




SR/

1. IIL®IC

2. RHFNOFE, EHET

3. FERIRAHE

4. JiEgklz oW

5. ®EXIG LD B

6. FHICHEL CTHETNEHIH

P2
P3
P4
P12
P14
P16



1. ELHic

EEIESLDANE « RMEORERDTZOITIX, I SR ISV ol IEZ2 R s,
ST, IEFEORFFEINOEANT LY | FURESRELZR EOHHm7Z U IR ESRE L) AGR &
NDHT, ZHDBEHEGL A BB EFI T 5 2 L DWERORE & 72> TR Y | BRI
i L UREDOFEATTEF 2016 (AR 28 A 6 A 2 HERRILE) ([2BWTH, FHEERLED
EHOREEHEEZ D 2 & L ST b,

BrEE M TIES I, SEEMERRCR M T 1 7 7 A VSEFDIESK S, & B DN B2 5 =
ENDD, ZDID, AR LN T D IHMA+H0&5 8T 2 £ TOM, YZEELD
BEZEZT D2 LRI SN A BEITRH U THERT 2 & &bz, BIFERSRELL-ERIC
%Eﬁﬁm%&é_k#ﬂ%&*mwﬁﬁéﬁtfiﬁwﬁfﬁﬁﬁéz&ﬁ%gf%
5o

L7z o> T, KA RTA TR, BAREESZNETITE LN TV D EFIT) - #
FIRMIZIESE | LUN OEIES O Faii 72 A HEET 2 BLE0 D R B B 2 5 O
BHREAZRT,

I, ARIA RTA %, ISATEIE NEIRS RS R AT, ARAENEA B AERARNE
B, —BAETEN HARERNEHES R OVARSHTIEN B A NBHIEE P20 10 6 & VERL
L7,

KR LR DRI - XA M—F EEE 100 mg (4 e e Y XvT (GE
B Z) )

R ERDRENIHR « AT LTI O F = G

WEERDAERCHE - thOPTEMEEEA & OGFHICRB VT, @E., AT, a7
U X~7 (GEfa##az) & LT, 1[0 200 mgz 3 Mk X
I% 1 18] 400 mg% 6 M RIFE T 30 42T CHREEHET 5,

3 R 98 ¥ # . MSDEEASHE




2. AAIDOKAK. ERBF

XA hL—F EEEE 100 mg (—fk4 - a7 e ) X~v7 (B Z) . DLF
[ARHKI &9, ) 1%, PD-1 (programmed cell death-1) & ZD VY > R THSH PD-L1
KOVPD-L2 L OfEGZEEMET S, & MEIgG4 £/ 7 n—F AHKTH 5,

PD-1 fRIE I T AMAR S BEARARAE > & kA 2 72 D180 AUHIIE 28R FH 3 2 =5 7 s 2% il 4
AA T T, PD-1 i, RISV TEMER T e oMinRmic BB L, B %
P2 SO % B Te AN S T Rl 72 e RS & %, 370, PD-1 1LY o K&
BTHZELICEVHEZRRICL DV 7T VEEE AT 2% FIKTH D, PD-
L1 OIEFHICE T 28BUIOT N THH0, Z2< OBNAMIETIE T MO 250
ZDIEEWMBENCHILL TV D, BNAMIICEIT S PD-L1 O&EREEIL, B, ek
FE. FPRIAE . DNBLE, JENERRAE 2 E O A R ATTHRARKFTH D, K0
PR OMBERRE STV 5,

BED 0 W DEFIRA) T & PD-L1 FEBLOAHBEMEN S | PD-1 & PD-L1 OfRBKILIEL; D
TP B R W CHEREE ZH D Z LARBINTEY, Hl-R2 B AREOERY &
LTHIfF ST 5,

AFNZ, PD-1 & PD-L1 ) OXPD-L2 Dfifi U o ROFEEZAET D Z &2k v, g5
W NBREE T O RS RIS ENE T U o SERATE ML S 8. PUEIE S0 2 FiE ML
T2 & THIERG R & T 5,

RN VE RS FF 12 35 < SBIE DS ST & B RIERI SR & b biu, B TS
ICE D RN B 5, RAIOEERROER GH% 1T, BEOBRE H0IITV, BE
RFD BT IAITIE, FEB LI SR U B A 2 ik & R 2 R I A &
U CHlib) 22 BRI AT\, B DSRIERUSIC X B RIER S DI 2 HAICIL, B
BB RV RO $ B D) R LB 1T D LB B B,



3. BERRERE

HEAT ST 3E OO -5 S D AGRIRH SR 24T > 7o 72 IR

[(F2h]

[EIRR AL (A 35 AR ER  (KEYNOTE-826 #5R)

TRVBHITERE D S 203 78 <

RO AR Z T,

{EEEIERE D 7oy (BB & L C o 5B I3 bR

<) ETXITHFE O EEEEE 617 i (HAN 57 Bl Ete) ZxtBIT, AH o
PUEMEER (X7 )V ZFB VR OT 7 FFHB RN X T (L(K%%ﬂ?ﬁ@i)
(LLF RN X=T7 ] 2o, ) ) EOOFHEE (RARE ™ OF IR OZEMED
77BN EMOPUEMIESA & OOFRRE (77 BARE) 7 AR E L ZEE AR
THRETS 7o, FEFHHE B X 2AEWM (LT T0S) bwo, ) KOS EAFH
W (LA TPFS) &wvvo, ) &S, AFIBHLT 7B RREL i LT OS KO PFS 2 F
BIER L (1, K1 KLKOK?2) .
*1 1 AHI 200 mg 3 AR (LT TQ3W] &v9,) &G (F=a—2n 1 BHICEE) LUT
OPUEMEEA] (RIS EMAEE Z S I3RIN) onThhz i Lz,
c 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 1%
Fa—AO1HHAXT2H Bicks) TEL,
s X7 Y BXEIVTS mgm?, T FFRF (AT TF 50 mgmE XTIV RT T F o
AUC 5 mg-min/mL fH¥ &) MK O~ X< 715 mg/kg DOJEIZ QAW (%2 —AD1HH
WG, VAT TF IS a—ZAD1IH B XI2H Bicks) THE,
*2 0 77 EARQIWE L (Fa—ADLIABIZEY) L*1E Rl —OFUEEEAl (R5REY EhR
WIBHE T LITER) onFhauna i L,

#F1 ABZMEEE (KEYNOTE-826 3BR)

ARFIRE 7T B REE
(308 #4) (309 1)
hfE (A ] 24 .4 16.5
(95%CI) (19.2,NE) (14.5,19.4)
0Ss™! N — R ™2 0.67
(95%CI) (0.54, 0.84) —
P "3 0.0003
e (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%?wmi577tfﬁk®%&

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 Ebfpl NP

*4 : RECIST A KT A v~




100 "\;\\_\—
S
70 4 \“\\
£ 60 Ty
50 - \-':_.b‘“""-m "
.
*‘40 - -‘...
30 "-en |
207 ENilhite
10 ___ 75exp
0 3 6 9 12 15 18 21 24 27 30
at risk¥ EFARI
AFIHE 308 291 277 254 228 201 145 89 36 6 0

7T AR 309 295 268 234 191 160 116 60 28 4 O

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

90 ‘\\.
L

80 - \ X

£70 - ke
60 - 1 \
50 - L X

!40 . S e | TV

& 30 - y L .. \u»—l
201 bt SN
197 o 75 v R

0 3 6 9 12 15 18 21 24 27
at risk#% RINEEFEM (8]
AFIHE 308 263 229 155 123 110 70 35 10

77w AR 309 259 195 113 89 71 39 13 1

X 2 PFS o Kaplan-Meier gi#t (KEYNOTE-826 35R)



(PD-L1 FEHLIR B DA 2N 1)

[E BRI R 25 AR (KEYNOTE-826 i) (THAAN LN BEOT —ZITHS
X, CPS'BINZHRNT 21T o 1o A 0ME (BRBM it 2 &) ROREMEOEIEIZLLT
DEBYTHoT,

AFBEOHIMEICE LT, CPS 28 1 RiiDFAIT, PFS KT 0OS DIEERNFIT/N &
WMERI 2RO Bz (2 KO3, £3 KUK 4)

723, PD-L1 OFBLRGIC L B3, KFOZ2NET v 7 7 A VITFRETH - 7=,

* ARSI D PD-L1 2R LM (SR, ~7 077 — YR R
BR) BA IR TR L, 100 %3 U7 fH

72 PD-LIEFRWBIOPFSO R BRI R (BREYEMEIE, 20214F5H38 T — % 1 v b4 7)

/\\‘\ P2 N NN *1 /4_{
A PERE ik AR M I [95%Cl] N — R R HAEH OpfE

(%) (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
AR 115 70 (60.9) 11.2 [8.3,15.3] 0.68
1=CPS<10 SRR 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] 3 0.4269
CPS=10 ARHNEE 158 87 (55.1) 10.4 [8.9,15.1] 0.58
- S5 AREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

Cl: ZHEXM. *1: FIEIZEIIC R 2EBEERE (FIGO 200945 I IES<SIVBH) (b, Z2L) . _NNTX
~7OHOF®E (B, 72 L) KUOPD-LIOFILIRM (CPS 1K, CPS 1L 10K, CPS10LL L) % J@RIIA 1
L Liz@RiCox it — RET L, *2: OF5EE, OPD-LIFEBUR I 0@ 57 & PD-LIF BRI & D2 A
ER &2 L5 & U= FEBRICOXEL B AN — KTV, *3 : SRBEM 72T



100~

=y wo] M
- 1 ] _“\\_L
= L3 Q) Y
= %07 R = 501 T
g | P = =4 N
E g AR e = AH R
= 60 o= ; 60 | l =y /
B — ¥ S i
T w0 k % 40 1 L1 28 “1%
;; i ’ fvl—j 3 B8 o
L 7 1 S S
.-a;'“ 20 / =t &b 20 / Fth,
£ ] 75 R g £ 7SR f
0 —— : — : P i i S A ol C S ol S il
0 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)
A 35 25 21 12 i1 9 4 1 0 0 RFIEE 115 100 84 [iX] 50 43 31 13 3 0
75 1R RE 34 30 25 10 8 8 1 0 0 0 75w REE 116 98 75 43 34 28 19 10 1 0
100 Iy
= ] "
3] i AR
é - o
& 60 R,
3 ] B b
% 1 £ e e “
D ool 7T LR R
e
0 + - - - - . - - -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
I 158171381104 = @062 0 S8R A5 ol T e ()
Foexpe 159 131 9 60 47 35 19 3 0 0
X3 PD-L1ZSEIRILEIDPFSD Hr BEAT B D Kaplan-Meier g #
(R Y ERHE. 2021%5H3AT—% v b4 7)
(£ FH : CPS<1£&£M, A EX : 1SCPS<104£[M. TX : CPS=104£H)
#3 PD-LIREBURHBIOOSO1E B OFEMNTRER (2021583 —4% > b4 7)
. v AN NG HRILE [95%CI] NP — R ZHEAEH O
PD-L13%E i .
bk BTl IR (%) (H) [95%C]] (i) 2
CPS<1 ARHNEE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
FSeREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] =
AT 115 52 (45.2) 24.4 [18.2, —] 0.67
1=CPS<10 . _ " ... . .327
FSeREE 116 66 (56.9) 15.9 [13.4,235] [0.46,0.97] = 0.3278
CPS=10 AHEE 158 66 (41.8) — [19.1, —] 0.61
- FSvREE 159 88 (55.3) 16.4 [14.0, 25.0] [0.44, 0.84]
Cl: XM, — : #EERFE, *1: YIEBZEIRCR T 2EREEE (FIGO 20093812 &E-S5< IVBH) (v, 7

L) . "INV 7HHAOFE (Y, 7oL) KUPD-LIOFBURM. (CPS 1A%, CPS 1LL L1043, CPS 1024
) ZERIKF & Liz@ilCox by — RETF L, *2 : O 58, @PD-LIZE BRI K O @# 5-8F & PD-L1%
BARIL & DA HAER 2 88 & U= e RICox LBl N — RET v, *3 : RRA 7 fifAT




100 pi——4 1007
I Al :
- Sl 801
= ] C)
T _H—La—i 3
- 1 q —
= o=
£ o] =Y
£ B o
% 40+ = 40
5 Iy g
= 7 Z R TH: =
= . ~ 204  — P
. . 75 &R
0 - - - r T T - - - . - 0 T r T T T v T T v
0 3 6 9 12 15 18 21 24 27 30 ] 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 31 27 25 24 20 13 7 2 0 [~ 115 111 106 97 86 75 56 36 13 3
75 R 34 33 28 23 20 16 5 3 0 0 Fsexp 116 110 100 90 73 59 44 24 10 3

100
] AFIBE
80
it M‘*‘ﬂmﬁr—r——f—

J -
1 _'“ii"'-.c-0—14—|H—1—l
404 |
1
4

Overall Survival (%)

- 75K -
0 T T T T T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
IR 158 149 144 132 118 106 76 46 21 3 0

FSexge 159 151 135 116 95 81 56 31 15 1 0

X4 PD-LIZBURBLAIDOSD1E B 0 H EIAEHTRF D Kaplan-Meier gh##
(202145 43R T —# W v v 4 7)
(£ FH : CPS<1£M, £ EX : 1SCPS<104£M. TH : CPS=104£M)




[Zcert]

[E BRI [F NI (KEYNOTE-826
A EHFHG I IAFIEE305/307 ] (99.3%) . 77 BEAREE307/309 4] (99.4%) ZERD S AL,

AER)

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

DEBY THoT,
K4 WThHPORETREEIED 5% EOBWEA (KEYNOTE-826 3ER) (LM REM)
BEHRAR R oy
(SOC: System Organ Class) AFIRE 7T Rkt
JAFE (PT: Preferred Term) 307 4 309 44
(MedDRA ver.24.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2 EIEM 298 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4 (1.3)
MER LY /R EE
2 ifi 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
FEEE LT H BRI SiE 21 (68 21  (6.8) 0 13 (42) 13 (42 0
I 1. ER e i 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
1 NRIR A 55  (179) 21  (6.8) 0 58 (188) 12 (3.9) 0
EARTA =
R i RE TU R E 19 (6.2 0 7 (2.3) 1 0.3) 0
IR BREEREAR T 52 (169) 3 (1.0) 0 25 (8.1) 1 (0.3) 0
H
HEZIR 15  (4.9) 0 19  (6.1) 1 (0.3) 0
G 49 (1600 1 (0.3) 0 49 (159) 1 (0.3) 0
TR 76 (248) 5 (1.6) 0 58 (188) 5 (1.6) 0
B 104 (339) 3 (1.0) 0 120 (388) 4 (1.3) 0
AN 20 (65) 1 (0.3) 0 15 (49 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 (2.9) 1 (0.3) 0
FEEL 16 (52 0 9 (2.9) 0 0
JRYSE TS L O A= e
R B Rk 16 (5.2 5 (1.6) 0 12 (39 6 (1.9) 0
B, TERR L OWEAS 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 ST/ RTEAT= 7 8 (26) 0 16 (52 1 (03) 0
m s V7 F =8 16 (5.2 0 13 (4.2) 0 0
A H ER B D 56 (18.2) 40 (13.0) 0 47  (152) 26  (8.4) 0
TN T el 2 49 (160) 21  (6.8) 0 40  (129) 14  (45) 0



% (%)

B RIR S IE
(SOC: System Organ Class) AFTE 75 R
HEAGE (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

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

Bk E A 37 (121) 21 (6.8) 0 21 (68 12 (3.9 0
R L Ok REE

FARIHOE 45  (147) 4 (1.3) 0 33 (107 1 (0.3) 0
15 S S L Ot ARk

B iR 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

i3 17 (55) 1 0.3) 0 11 (3.6) 0 0
FRR SR R

BRFE 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=z —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
2 & N PSRN 76 B

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

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

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

R INTR S NV 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 CHEMEMIEEIF (1.0%) . KBS < /MBS « BEEO T 23 41
(7.5%) . HEEORLEREE (PEERZESMAE, FIEREIREGRE, 2R,
FKRIES) 1 6] (0.3%) . MRIEE (T - S —JEBERESE) 75 6] (22.4%) . JEIE
JIFe « IFARA « FRERERR S - IF4¢ - MALPERR/E 25 56 f51] (18.2%) . HUIRAREEHERESE 70 451
(22.8%) . TIEMAHERERETE 1 ] (0.3%) . EIEHERERED 4 1 (1.3%) . BHEREMREE
RAME REVER R, SRERIEBRE) 1141 (3.6%) . X261 (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 i (12.1%) 238 bz, F7=. 1 AUBERSE. #IE
e, SE Ok, EEL MRS (Gt MBI ESREER, EiltEg i, 7~
FERE, MERERIERESE) | MEREBIEMEE L OEZITRO b oo, RRIEHFEL
WOUIBERER (FRRMAMERET 2 5T) 2 0EFHRZ R,

10



[HiE - HE]

AR OREMEYBREET L EZFIH LY I 2 b—3 a2k, AH 200 mg %
Q3W, 400 mg # 6 MMM (LI TQeW) & 95, ) i 10 mg/kg (AHE) % 2 JEfH
kg (LR TQaW) &9, ) TEE LIZBBOARKI O MG HFRENRTF S, EOf
H. AHAI 400 mg & QEW TH G- L 72 BROAH 0 & F#IRAEIZ 31T 2 A Mg FiRE (LUK

[Cavgss] &V, ) 1E. AFKI 200 mg % Q3W TH G- L72FED Cavgss & FEELT 2 & TS
niz (F) . E£72. AH#I400 mg 2 Q6W THL- LB AK O EFIREBICE T D& E
MIEFIRE (LT [Chaxss] &VV9o ) 1, AHI200mg 2 Q3W TH G- L7ZBRD Craxss &
g L CREfizmd & FHlENE OO0, AARNEFTIZBW TAFERHER SN TN D
ik - HETH 2 AH) 10 mgkg (KE) % Q2W TH#hH L72BED Craxss & Hfk L CTERAE
o e TS (FR) . &0, EERAHEE Z 552K 400 mg 2 QW T
Be b U7 5 1 ARER (KEYNOTE-555 #BR) X 045 57 SZEHME IS IS < SEpEhee
INTA=HF, vIalb—Ta AL TPRILIEEDEIRE AT A= L FHE L (F
£) . M T, BEOPAFRIZBIT DHERRBPBAEICESE, AR OREE L FMEX
XL L OEZ R 2BBELEET ABPEE S L, AK 200 mg & Q3W XX
400 mg % Q6W Tix 5 L7-BRDIREE & & A0 Tk & ORIz W TR S v
fEER, ERRoORE - AREOM CHOMER ORI MR ZR T W E Pl ST,

K5 AHORMEB AT A—F

B - Crnax Cavg Chin Craxss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (582?.519.7) (27.27?.38.1) (17.?118.3) (91.3?'34.1) (49.?3(,):1.0) (302?'31.4)
400 mg QEW' (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 DI I = b — a3 kD EH SN2 EEE O PR (2.5%487, 97.5%5) . Cmax : G1E1H% 5
B O R MG TIREE, Cavg @ HIEE G4 O MIE TR, Cmin : MIEHRGHE (VA 71 2 BEHT) ORARMmIE TR

Ef\ Cmax,ss : Eﬁ#jﬁﬁii%ﬁéﬂ%%ﬁm%*%fﬁ\ Cavg,ss :
% B BRIV P iR

I : 56 FORELIE (95%(E X H)
§ : 41 IO KATFEIE (95%IFHEX M)

NA : #%472 L

11

FEFIRRBIZ IS 5 MG FIREE, Cminss © EFARIEIZRT




4. HEFRIZOWT

EHS U R 7 EHGHH (RMP) (THD & AHK|O R Z AV AEER ~D i )1k
238 HhEEx T > T, ARFNOEG-N e BFH 220 - FrE L, AFOERGIC XD HE
7eRWER 238 LI BRIC KN T 5 2 E M E R T2 D LLFOO~@ DT~ T i 7o 7 gk
IZBWTHENT 2 X&TH D,

O HEFRIZHOWVT

@®-1 Tio (1) ~ (6) OWTNNITHELT DHMRTHDH Z &,

(1) EAEFEBARENEET 203 A BROEEEIL SRS (BE R A A SR L SR
HiEe S A RS IREEIL AR, Hits A BBl 7n &)

(2) FrERERETRRL

() FEAFIRFNENIRET DDA RFEEEFPE (S ASIFEEIE TP, 23 AR
SR, 3 ARSI HEE R 7 &)

(4) IRAEFFREER AR L, SIS PRkttt 1 XU SKIEEH LR IE2 e 2
MRk FEHE AR 2 b tH 21T - T D ek

(5) PHUENMEREEE AL EENINE OMasx FEHEICAR A i H 21T > T 5 sk

O-2 FEHHROFHRIEKR OREWERFEBRF O 53 7o kiik & Rk 2 B oERl (T3
DWTNNIFEE T D ERN) 25, MZ2FEBOAAN BT HIBRORMEE & L TRIE ST
WnHZ &,

#*

o [ERMFFESH 2 FEOWIIIHE ZE T L7142 5 FLL_EDO N AR DBERMHE 217 -
TWAHZ L, 96, 24D R, BAERMEELZ £ LIEBRESESOHEZ1T > T
WAHZ &,

o [ERIGFFIUHE 2 FOFHIHEZAE T L7212 4 L EOBRIRRRA A L T D 2 &,
9B 3 LR, I ABHEL O 0 AR 2 0D ATRIROIBRIHE 21T > T\ 5
zL,

@ BENOEEMFREEOMEHIZONT

G FESL I HE PRICAEE T 5 BT DELE S, BEEREN D OFREN, Aok - 28
EIFHING MOE B OERN 63 D IR, AEFEPRAE LI OMREER., &
ISR DNATON D IRFIDHE > TS Z &,

12




® BHERA~DOXIRIZONT
@-1 HEERAHICET S =M

FVEMENG R B FE O EE 2R RIEM RS IA LIBRIS, 24 FFRZIRIRHIO T, Hi%htiik X
ILEHEERIER C IV T, T L2 RWERNTIE U TABRE LR O CT SO EMEH OERN ML EE R
BADHRIRD G AR LI, B OIS ATREREH N E - T D Z &,

®-2 BEREFEICLLFAEFEERIINCHET 5 BN

P ABIRICHE D 2 R 20 Mk OB RE 2 A3 D IEIRIEFE DR ER T =2 Y v 7
EEDLERDOAZ Y —=v 7 ZATOEIRE L HRE A TE 5T — AR IRH 235
S TWBHZ L, 2B, BEEHICHOWT, DARE L ZOFRICTHSERSN TS
i

@-3  EIEAOZWORISIZE L T

RIWER (FEMEMR BN . KRIBK - /N2 - BEED MFL, BUEAFZK - IFA4 - T
PeRebRE S - R - i EPERRE J . BRREREE R BB R, REREBERE) |
WNorskEE (T IEARRER S, FURIMSRERE S, BIBHRERES) | VAR, 589
BEde. e - RERUBREMARIE , TS, HEE DR ERE (PR AEERlARIE, F kS
PEIRIERERE, ZIEALBE, FERIESS) | infusion reaction, AM7Z% - BlRESS, EEER, M S)E,
MRREEE (X7 « NU—JEERES) | Dk, BEERMERES (g i
PESRBENS ., AR M, JRIFERE, MEERIERES) | EEOH K, MEREREMERE,
FERZSE) 1Tt L CL YiaaR )L REEBA O ME A T D ERM L EEE L (RIEA O
BW-CHRIGICBE L CTHEROIEEZ T ONIEMMICH D L) | HHICHE L@
DTEXDRHPESTNDZ L,
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5. BREXHLRHEBE

(FA2MEIZ B9 2 F3]

O RIRHRE OIS 72 < | ALFFRIEREO 720 (LU sRE & L Co 5T
<) AT XIIHROFEFEAEFIZBNT, KAl <7 V22X ALEOT T T A
(ARTTFURINIINRT T F ) OPFHEGIL AR, N7 ) 2xvL, 775
FREF (AT TFUNTINRTTF ) ) KON X~ 7 OG- OF R
DRINTND,

© EREILFEZF AR (KEYNOTE-826 #Ek) 23\ T, PD-L1 ¥Bi®% (CPS") 12X
D AIMEN R DA RE SN TWS Z L (p6~8 &) 725, CPS BIDOAK|D
AN OW TS ER R L7 ECRSREOBRIRZITH Z L NEE LV, CPS
1 RiiCTdhH DI ENHRSNIZREEICBO L, AR OIREERIEE L ZET 5,

*  RFIOBWEL L LT, PD-L1IHC 22C3 pharmDx [# =] (BRie4) MAGRESN TV 5,

@ TREICHEYS T HAR OB K Ol HIEICHOW T, AFIOAMERHL SN TED
T ARFIOFGRIBR L 725700,
o fiTtRMHBNIRIE
o ARHFIOHEMPFLL
o DTAAIOANMEN R E TV OHEMEIRER & O 5

[ZathicBI+ 5 FH]

O TRICEYTILIEFIZOVWTIEIAFOEENES L ENTWEZ Enb, BE%
1Tz &,

AFND A7 UIHBUE DBEERE D & % A

@ TEBRETOFHIC BT TRICEE T 2 BH 2OV TEL, AAOFRGITHERE S i
WS, A DOIEFEEIRL DB R NG A ICIRY | HEICARZHEA TS L 2B ETE
50

o HEMERREOSH BB EDO S 5 EH

o JESEGAR A CRIE R A R0 0 & A K ONEENIE O TR RIS i e it 98 55 0
I RIENEZA LS 22 Eﬂ“bé%%

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

o e hEE GEEslaB g 2 ZTe) Ob 5 BE

© REOBSRSOIBEE AT o BE
14



«  ECOG Performance Status 3-4 Y o ##

(1D ECOG @ Performance Status (PS)

Score

e
JEF%

0

2 < R HEB T 5, FNHTE A U BTSSR 2 <ATR %,

RERNZE LUEBNIHIR S 528, BATAIRE T, BAEEIE > TOMEEIIIT ) 2 LN TE D,
Bl - OFE, FEIEE

HATAMRETH Y OH ORI O Z &3 R THREZBEEIL TE Ay, BHO 50%LL Eid~< > RATilZ9,

RONZEHSOHDEY DL LNTERY, HFO50%LL EE2 Xy R+ Tl 29,

1
2
3
4

ELENT 2V, BOOHEDED OZ LiFe TERY, By R FTilmI4,
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IS

BEICEL TEETREFH

O WA CEFION 2, BERTEER PRS2 @RS I D & ARH O Fei: K& ONE E
RO DI RFERE IR L CorofHT 22 &,

@ TREBRRICIESI D, BE TZE OFRICHIMER a2+ L, REE
NS A R R

@ ERBEWEHO~RT AL MIOWNT

o MEMIEEND LMD ENHDLDOT, KFDOEEIZH > T, WIHIER
(B0, PRRIREE, ukEE) OMRE O X SRAEO IS, Blggs oI
1792 &, Fio, HEIZL UTHIER CT, MiE~—h —HF0OMELFEHET 5 &,

» infusion reaction 23& H i H Z &N D, infusion reaction 23528 H LA I,
WEIZRMLE 21T 5 & &b, JERMEET 2 £ CTREOREL IR T 5 2
B

o HURMRBERERETE . TRMAHEREREE K ORIBHERENH DO DZ EBHDHD T,
AFN DO 5-BRIART M O G- A I E IR N ik REr A (TSH., 078 T3, %
BE T4, ACTH, IH 2Ty —VEDORE) #Fd 52 &,

o BENFS. AL, IFRGERE . TR, WEREXRSH LI ENHH DT,
AFN DOFe 5-BAbGRT & O G- 1AM 13 @ WA IR RERZ (AST., ALT, y-GTP, Al-
P, EULEVEHORIE) ZFEEd 5 L,

o HEIER (MERMKMIMEERAKXZED) ZOEBRIREENRS DL &
NoHDT, EHMMIICIRORFEOFMEZMRTHZ L, £z, RORFENRRD L
NG EITIE, N EREEZZZ2 T L) BE LR E T2 L,

o ARAIOEHIZXY | IBEOGRESINIER T D & B 2 LI HkL REBESIREN H
LD ENHDH, RENBOOLNT-HEITIE, B LEZFERITS UZEMY
TR & AR 2 FE OB B U CE Ol e BRI M A ATV B OE RS &
LRMWER RO D5EI1TIE, AFIORIEIH 1L, ROREIERE R LVE HO
BHELZEZBRETDHZ L, B, BBREFRLVEOEGIZEYBWEHOSGENR
DO WEAICIE, B EE R LA OGEHAI OB BB T D Z &,

o BERTH., BOAMMNOE I AKB L COLEWERANRETL ZE08b5 D, K
FOBEIETHICHEWERORBIC I EET S 2 L,

o 1 RUMESRIR (BIE 1 BUERIF &2 G 1) 0Ndbbiv, MRS N T v F—Y R CE
L2 ERNHLOT, Qg B, EHEOERORECMPHED LRI H0EE
THZ &, 1 BERBN DG AICITEGEEZRIEL, A R CRF| OB
DL EZITH Z &,

@ AHFNOEEERBRICH VT, KEYNOTE-826 iR CILEMEAEUT TS, 54 #HH £ T
X9 L. FRLIREIT 12 W Z L IO 21T o TV Z L 2B BT,
AN G- H I TE I B AR A CRROMERZ1TH 2 &
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xEERHEET A FT A v
Rh7Tn ) X<v7 (BEFHEEEZ)
(BR5E4 : %A b—&F A 100 mg)
~ L~

SM3E8A (FF449 AED)
BB




SR/

1. IIL®IC

2. RHFNOFE, EHET

3. FERIRAHE

4. JiEgklz oW

5. ®EXIG LD B

6. FHICHEL CTHETNEHIH

P2
P3
P4
P14
P16
P17



1. [FC®HIC

IS DOFINE « ZRVEOREROT-DIZIE, IMISIEEIZ ISV B RO Hivd,
DT, ITEORFFHANOEANT LY | HURESEL R & OFFH 7B EFM T ESE ) GRS
NDHHPT, ZIHDEEKGLAEBEIIER BRI 2 2 L 0RO L 7o > TR Y | RRFIEL
i L UEEDORATTE 2016 (CFRK 28 4 6 A 2 HRRERE) 128V TH, FHiERLED
FER DR HEEZ D Z & &S TWD,

BOEERMEP ST, SR ERSCR R T 1 7 7 A VB F ORI LI DN R D
EWDD, ZOTD, AMER LSBT D+ 0E T 5 £ TOM], MiXEHELD
BHEEML ZT 5 2 E NI SN BB L TERT 2 & & bic, BWERRREIL LIZERIC
VRIS R & D 2 ENATRE R — E OB A e TR CHEH T2 2 ENEETH
Do

L7edo T, RKAA BT ATk, BB 2 E T/ LTV D EFIETR - B
RIS LU OEIRS O fai el 2 HEte T 280 DB B B X 7 RO
BHEZRT,

I, BIA RTA L ISATEOE NEIES RS AT, A AENEN B ARRAE
B, —AEREN A ARERNEHES KOS EREN BRSSO IO b EAER LT,

SR LR DEIS XA F—F HEEE 100 mg (—4 e T Y XwT (&

LT )
R5 &R AR - PD-L1 Btk D A V€ 2 R 73> HER2 etk 0 B AHE i
FFEFLE

RIVE S BAREME D HER2 [ CTHIEE Y A7 OFLEIZE T
DRI - Itk Sk

WG ERDMELOHE : PD-L1 Bt D ARV 2 BAREEM: 7)>> HER2 [P O UIFRAEE i
PRSI
fth O PUEMNESEA & ORI W T, @E,. AR, a7 r
VA< 7 (Bl z) & LT, 1[F200 mg % 3 1AM ER T
1 [8] 400 mg % 6 i@ B REIRE C 30 43 2T COSidERE< %,

HRIVE VU RIREM D HER2 [ CTR3EE U A7 OFIEICHE T
BATHT « itk S s

WH . AR, a7 el X7 (EEFEEZ) LT, 1
7] 200 mg Z 3 M EIFE X 1 18] 400 mg % 6 ME RN T 30 5[ H»
JCERREENET 5, BEREUT, 3 EEERERSO5E.
WYL 8 Bl T, MR EEMIRIEI 9 Bl T, 6 ERIFIEER S O
LA, INREEWIRT 4 [B1E C, WgEyEEIT 5 BlE LT
o

o AR 5¢ ¥ & MSD MRSt




2. AFORHE. ERARE

XA M—FpfEE 100 mg (—ik4 - XaT7r Y X7 (BaHHEZ) | DT
[AHl) vy, ) X, PD-1 (programmed cell death-1) &%=V 4> KTéh D PD-L1
KOVPD-L2 L OfEGZEEMET S, & MEIgGA £/ 7 o —F AHKTH 5,

PD-1 BIE T ARG S0 B AUAE 2> & K 2 72 OIS AS AR ASFI A 9 5 B 7 s e il
AA > F T, PD-1 1%, EEFERIRREIZE O CEER T MldoMiaRimic R L, A%
P B % B Lo AR BT R 22 S OGS & 35, F7eb b, PD-1 1LY T R e
AT LI VHIRZRRICE DV 7P VaEZAICHET 2% /A TH D, PD-
L1 O EFMBRICB T 2 RBUIDOT N TH D2, Z< ONAMIETIE T Mo 24m
ZDIFEBRFNRIL TN D, DAFIICEIT S PD-L1 O&HIT, BN, ik
FE. AP, DB, IR NIIRIE R E O A R AUTTHRARKFTH D, K
PR OMBERRE STV 5,

B DD DOEEIRI) T4 & PD-LL FEBLOMBINEN S . PD-1 & PD-L1 OFRXEE IXNEE D
TR B W CEHEAREE ZH O Z LAURB SN TEBY . HEZR2NAREOERN &
LTHIfF ST 5,

AFX, PD-1 & PD-L1 ROPD-L2 Dffi U #v ROFAZMET L Z Lick v, EE
WU NBRBE h D R R A ENE T U o SR TENM L S ¥, HUES S 2 BRI L
T2 & THIERG R & T 5,

AENOVERE I D BEORERISIZ X D2RIEMER S b biv, HEXIIET
(CEDWREMEDN D D, AFOREG PR OREGRIZIT, BEOBEL 52T, B/E
WERD BTG AL, B LI FRITS U MR 2255k & fBR 2 RO R AN &
L T Bl 2 8RR W 24T\ @ O RIS X D RITER N RO 2581213, BIE
BE AN RO GEOEY IRLEZAT O MERH D,



3. BRERRLIE
PD-L1 DR /E o mKEM o b b EEAIaEGEN = FK 2 (LLF THER2) &

W) BEMEO TN RRE LR FLIE L OV VT S RARRE M) D HER2 [ TR U
A7 DFFETIS T DA « Wi WL O ARG 3l 24T - 72 32 22 B AREAER D i 27
‘j—‘O

[H2htE]
OE BRI FFH AR (KEYNOTE-355 iR/ <— b 2)
HAF% - FRRTLIE 3T 2 R YEORNREEE O 72\ 0 RV V2 BIREEME ) D HER2 [2
D FINARRE UL R I BT 847 B (HARN 87 a5 ie) Z X512, AHAl 200 mg
3 MR (LLF TQ3WJ &9, ) HEHFFETY (Fav a2 el (LT
(v ey] L), ) KAV RTTZTF o N7 EZXRLINRT Y XXt
VA (TAT 2 UEERD) (LLF Tnab--X27 U Z%&)1) L), ) ) OFRREDR
MR N RN, 7T R HEFIRE2 (FLAVZ ROV TTF o "7
U &xtE/ T nab-37 U 2%t /) ZxtE LTRSS, i, BRI CB%
BT LN GEIT, EREIT 2R 9RO LR W EDERIKRIIZL E L
TWBBFETIE, KEILAREOEGFEAR CREETNFR D bl d £ TARA DI G- % ki
THZENFREE ST, FEAFHMME BT EAGE (BLF TPFS) &WvH, )
L OVRAEFEE L S, RAHEFRIEO D HRIEIT T 7 8 R HbFRIEO PR E
L LT, PD-L1 BGt (CPS™=10) A% 323 il (HARN 28 #il&Eie) 2B\ T
PFS Z A EITIER L7z (F1KLKUHL) ,
*1 : AF 200 mg Q3W & LA Db iRyE (FMEATA B Z L IEN) 20 L [F 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) . 27U Z%E/1L90mg/m? (1 =2—A28 HfH, %
a—2AD 1, 8, 15 HHIZEE) XX nab--X7 U % %&/L 100 mg/m? (1 =— A 28 H
M, f=2—=2m1, 8, 15 HHICHEE) ]
*2 0 771 AR Q3W L LT O LFEE (M ERINEE LSRN 20 L [Fay
2 ¥ 1,000 mg/m? KON VR T T F > AUC 2 mg - min/mL FHY & (1 =2— 2 21 H
M, £a2—20 1, 8HAICES) . X7V Z%E/1L90mg/m? (12— 28 HfH, %
a—2Z@ 1, 8, 156 HHIZHSE) T nab--X7 U # %+ 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) & Rl
BB L., 100 2% U7-f



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

A+ ALk 7T R FRRE
(220 #1) (103 1)
e [H ] 9.7 5.6
(95%CI) (7.6,11.3) (5.3,7.5)
PFS™! AN — R R 0.65
(95%CI) (0.49, 0.86) -
P i3 0.0012

Cl: 28X, *1: RECIST A KT 42 1.1 BICESS B Pz douleE, *2 1 @5 Cox il
NP = REFNVIZL DT TR FIEEL O, %3 f@la rs o riE., BEKE
{81) 0.00411

100+
90 A
80*_
& 701
B 60
£ 501
%40’
g 30
207 _‘_*—_—\

——— AFN0ME QIWHEEEA
——— TSR+

R — S e

10’ H‘—»—H-—-—l

0 T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk2% RIAREFHE(A]
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

1 PFS ® Kaplan-Meier Bi## (KEYNOTE-355 2B, PD-L1 BBt (CPS=10) DB#H)



© [EFRILF MR (KEYNOTE-522 i)

RIVE AR DD HER2 [2MECTHIEm U X 7™ O JE o Fps 83 1,174 41
(AARN 76 BlZ5Te) ZxtGIic, INATEEmRE L L CORA LLFRE & OOF K
15, KO IED L & U C ORFNHFMPEE DG INE R BN AT RE &
LTCOT TR AL & OOFFRE, KOWGREDREE Lo 7R &5 %
SR E LTt S22, FEFHMEEE O — D31~ MMEFWIE (UK TEFS)
EWVWo, ) EEN, ARIBET T T ERBEL L TEFS ZABICIERE L7z (X2 LW
2) .

*1 IR AR T RO RE AUV T, BRI UIERRZINC L v TNM 2356 Tlc
23D N1~2, XUE T2~4 770 NO~2 [ZR% 4T D ERisB 2 7 LR WBE DR L S
Nz, 2B, INM HICOW T, IRBRIFEMEIEESF 1 M TiX American Joint
Committee on Cancer (LA T, [AICC] &\ 9, ) 55 7 S, TRBRENtFE EKaTH
2 LAREIE AJCC 25 8 TS IV B L7z,

*2 0 ik - HEZ, WANC VR T ZF o RO T Y 20 4 4 70 EDPFHTAR
#1200 mg XIE7' 7 EARE Q3W T 4 HIFFIRNFZ G4, R VL ey UHEEE T
EAE Y U a R AT 7 I RARFIY (L, TAC XX EC) &), ) 4
YA 7 & OB TAAI 200 mg 7T LR % QAW T 4 [HIFARNE L. K Ui
I[ZAHAI 200 mg X7 7 £ AR % Q3W T 9 [mIFIRINTR 5 ST,

# 2 AR (KEYNOTE-522 3ER)

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

Cl: EEKXM. *1:2021 43 H 23 BT —& B v A7, *2: @R Cox BNV — FETIZ X
LT RREEL O, 3 BRIlu 7T 7BE. ARk (D 0.00516941




201 ___ ARI200mg QW-HEEFE ~ A#1200mg Q3W
107 ___ ssomepems 7sun

0 3 6 9121518212427 303336 3942454851
. | MNEFH-IE [A]
at risk#x

AFI200mg QAWHLEEE/
8000 Q3W 784 781 769 751 728 718 702 692 681 671 652 551 433303 165 28 0 0

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

X 2 EFS ® Kaplan-Meier it (KEYNOTE-522 3Ek)



[Zcert]

OE AL [E IR RE (KEYNOTE-355

alBR)

PD-L1 Bt (CPS=10) DBEITEIT L EMEMTHERR] 219 FllzB\W\ T, AEHSR
FIARFIOFFHEE 216/219 5] (98.6%) . {LFHEIERE 100/103 5] (97.1%) 23D AL, 1RER
L DRREBARPGETERWAERFRIL, £h£h 212219 #] (96.8%) & 97/103
il (94.2%) IZRRH BT, WTNORETREEIEG D 5%, EORWERIZT TRO LBV

ThHoT,
K3 DT HORETREESD 5% EOBWEM (KEYNOTE-355 3ER) (LM st REM)
FEBERIRSFE (SOC: System Organ Class) Fi %)
FAGE (PT: Preferred Term) ARFNOF H#E {bFFRIERE
(MedDRA ver.22.1) 219 44 103
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
EIEH 212 (96.8) 155 (70.8) 2 (09) 97 (942) 67 (65.0) 0
MiRI LV >/ RbEE
2 1fiL 107 (48.9) 36  (16.4) 0 48  (46.6) 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.) 0
M/ NI E 41  (187) 19 8.7) 0 22 (214) 16 (15.5) 0
W Wk E
FEBR AR RE AR T 39 (17.8) 2 (0.9) 0 2 (1.9) 0 0
H S
(& 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
EE (= 11 (5.0) 0 0 6 (5.8) 0 0
EAN 90  (41.1) 5 (2.3) 0 39 (379 1 (1.0) 0
A% 17 (7.8) 0 0 7 (6.8) 0 0
M 44 (20.1) 6 .7 0 10 (9.7 3 (2.9) 0
—fk - RHEER L O GHALOREE
$HE ) iE 31 (14.2) 1 (0.5) 0 13 (126) 1 (1.0) 0
957 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
A 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
BRIR IR
TI=rT ) T UART 2T — BN 47 (215) 16  (7.3) 0 17 (165) 5 (4.9) 0
TARGXUVEETI ) Ty AT7=F7—EHM 39 (17.8) 9 4.2) 0 15 (146) 3 (2.9) 0
MPT AU RAT 7 Z—EHEN 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I ERER D 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
1 1fn. BRI 39 (17.8) 21 (96) 0 20 (19.4) 13 (126) 0
R L Ok s
RARHOR 40  (18.3) 1 (0.5) 0 10 (9.7) 0 0




FEEBIRSE (SOC: System Organ Class)

B (%)

HAGE (PT: Preferred Term) AFIGF FEE == 3052
(MedDRA ver.22.1) 219 4 103
4= Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
B # R KO A FHRkRE =
EalEiEni 25  (11.4) 4 (1.8) 0 9 (8.7) 1 (1.0) 0
115 PI9RS 15  (6.8) 0 0 9 87 1 (10 0
PR R PR
TRIE R 42 21 (9.6) 0 0 1 (1.0) 0 0
SER 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
R = 2 — T — 25 (11.4) 2 (0.9) 0 17 (165 1 (1.0 0
KRR = 2 — 1 3 F— 17 (7.8) 2 (0.9) 0 2 (1.9) 0 0
FEIR AR, MOERds K OMithmle &
A 14 (6.4) 0 0 1 (1.0) 0 0
FEIEH L O T ARk E
Ji B AE 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
12 36  (16.4) 2 (0.9) 0 11 (10.7) 0 0
LIS NITRZ SN 22 11 (5.0) 2 (0.9) 0 2 (1.9) 0 0
¥, AAIGHHBEIC B O TRIEMEMZE 3 1 (1.4%) . KIBK - /NMEK - HED TR 5 4

(2.3%) . #hfEMEE (7 2« N U—ERREE) 2561 (11.4%) . BUEATZK -

JFAR4 - JITHERE

BETE - 2% - REALMEARAE 2% 65 B (29.7%) . FUIREREKRERET 43 B (19.6%) . MIBFEREFET 2

Bl (0.9%) | EHEREREE (RMEHEMEE R, RIREERE) 2 61 (09%) | FEx 1 4
(0.5%) . filiZ% - BESCHAMAEAE 1 5] (0.5%) . fidZ¢ - #fifEZ 1 5] (0.5%) . 5 & 9% 1 4
(0.5%) . :Hdk 161 (0.5%) KON infusion reaction 10 {5 (4.6%) AR bz, £7/-. &

FEO RS (haEthR AR ARIE . BORRIRAREE R, ZIRALEE, FHRRIES) | T &

REEREREE . 1 AUBERN ., BEM R, EE MRS (G i MR PSR . i

PR, ARIFERES . BEERIERES) | MERERIEEIEL ORI b ivken ol RENE

MFBURDUIBEES (BARRAEMERTY 252T) 2R RE =T,



@ [EFEILFEZFUAERE (KEYNOTE-522 3k)

LAMERRAT RS0 783 FZ I T . AEFRIIAAIRE 777/783 5] (99.2%) . 77 &R
1 389/389 5] (100%) 258 Hiv, JRBRIE L ORREEENEE T RWVAEEFRIT, £
ALERL 7741783 5] (98.9%) K Of 388/389 #i (99.7%) Z#E8 HiLlz, WTIUMORETH
BLEIG D 5%, EORWERIZ RO LB ThoT-,

£4 WTHHOBETREEISH 5%LL EORWER (KEYNOTE-522 3ER) (Z2MAENTXIRER)

B (%)

SREBIRSFE (SOC: System Organ Class) i e —

HEAFE (PT: Preferred Term)

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

ARIVEH 774 (989) 604 (77.1) 4 (05) 388 (99.7) 285 (733) 1 (0.3)
MR LN > GRREE

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

FEENME 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 BRI E 367 (46.9) 270 (34.5) 0 185 (476) 130 (33.4) 0

/MR E 104 (13.3) 21  (27) 0 65 (167) 11  (238) 0
P73

FOPR IR RS T E 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

&R 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

(ERESTEBLIN /Y=Y 41 (52 0 0 24 (6.2) 0 0

L 495 (632) 27  (34) 0 245 (630) 6 (1.5) 0

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

Mg 200 (255) 19  (24) 0 86 (221) 6 (1.5) 0
—f - RHEER KO GEMALOIREE

1 75 198 (25.3) 28 (3.6) 0 102 (262) 9 (2.3) 0

W5 330 (421) 28  (3.6) 0 151 (388) 6 (1.5) 0

RS 0D A 103 (132) 8 (1.0) 0 45 (116) 3 (0.8) 0

A M 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 OLES 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

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

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

A P EREOE D 185 (23.6) 146 (18.6) 0 112 (288) 90  (23.1) 0

RN & /el 74 95 21 2.7 0 34 8.7) 4 (1.0) 0
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Bi%k (%)

FREBIKS4E (SOC: System Organ Class) IR B

JLAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 1 389 fil
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.) 0
R L OSeAEfEE

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

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

5 I 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 —m R F— 154 (19.7) 15 (1.9) 0 84 (216) 4 (1.0) 0

S 45  (5.7) 0 0 28 (7.2) 0 0

RIEMRH = 2 — 35— 148  (18.9) 11  (14) 0 72 (185 5 (1.3) 0
TS

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

S 76 (9.7) 0 0 41  (105) 0 0
FEIG 3 KL O PRk E

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

SUERRR G R 45  (5.7) 2 0.3) 0 10 (26) 0 0

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

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

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

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

ERINITRZ SN2 50 (6.4) 12 (15) 0 23 (5.9 0 0
I R

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

k. ARBIFECB W CHBEMEMESR 13 F (1.7%) . KIBE - /DERK - BEEO FH 31 4
(4.0%) . HEOKERES (PEMEREEMAIE, BERFEIREGRE, AN, HEREES)
4 ] (05%) . MREFETE (F7 2 « NU—JEREES) 154 6] (19.7%) . BUEATZ - T4 - 1T
REFREE - FZ% - ELMRAEAE 28 271 5] (34.6%) . HUIRMRRERESE 137 1 (17.5%) . T EERHERER
& 15 il (1.9%) . EIEFERERDE 18 il (2.3%) . 1 BUBEIRIA 4 6 (0.5%) . EHREREE (RAE
MR e, SRERIRREE 2 5E) 16 il (2.0%) . FEZ 5 51 (0.6%) . fisk - BBUT ELAEAE 3 1
(0.4%) . BEIEMEGE 161 (0.1%) . Wk - BEEZ 361 (04%) . 5& MK 2 1] (0.3%) .
DB 5 1 (0.6%) . EEDHEK 26 (0.3%) . infusion reaction 122 5l (15.6%) & OVEEEE 72 1M
TRk (G e m MR PSRBT . AR, ARZEERES . MERERIERIESS) 2 B (0.3%) 23R
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Do, £z, MERERIEGE &K ORZITFE O b RnoTo, ARIEMFEEHRIITEESRS
(FEAMRAER T 25 T) 2@ EFRIREZ =T,
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[HiE - HE]

AAEIOREHEY BT VAR LY 2 2 b— 3 2k D . AK#I1200 mgZ Q3W,
400 mgA 6 MM (LLF TQeW] &9, ) XIiX10 mgkg (KE) Z2uEMMME (LLF
QW) 9, ) THE L7-BEORF O MG P RESRF SN, TORE, AH
400 mg% Q6W T b L 72 BR DA i R B IT I 1T 2 MG IR E (LT T Cavgss)
EWV D, ) Ik, AHKI200 mgE Q3W THEL L7ZBEDCagss & BT 5 & FHIS T (F
) o Flo. AHI400 mgE QEW THeh L 7= BED AN D FAR B IZ 3517 2 B i 1L HH I
(LAF TCraxss)] &V 9, ) 1E. AHI200 mgz Q3W T H- L 72BE D Craxss & LL#E L CREiE
ot ETHlESNTZbDD, AARNEEFIZEWTHERERHERINLTWAIHE - HET
& HAFHI10 mglkg (RE) 2 Q2W THEH L 72 B Craxss & FlE U CTIRAE 2 /-~ & I &
e (FHR) . bl EMERAERE 25K 400 mgz QEW TH G- L 7=/ E 1
FHFRER (KEYNOTE-5553tk) £ 0 5o/ EHMEICE S FEMBRENT A —H (X, v
Lal—ya Ak PRILEEMEIRE T A —2 LEBILT: (FHR) . AT, E
DI AFEICIT 2 ERRRBRAGRIC EE D & | AHI ORI & & AWM UTZ M L O %
FREtd D BEEST T VB EZE S, AAI200 mgAa Q3W X (3400 mga Q6W TH# 5L 7=
BEDIREE & & AR T L2t L oIz W TG SR, FERoME - HED
[ CH MR NZ RV R 2RI v & TFRIS Lz,

K5 AFOEKMEENT A —F

ﬁﬁ(f . ﬁHE Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
- (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 928 50.4 30.9
.
200 mg Q3W (58.5, 59.7) (27.7,281) | (17.8,18.3) (91.7, 94.1) (49.8,51.0) (30.5, 31.4)
. 123 324 10.6 148 50.7 20.3
400 mg QW (122, 124) (32.0,32.7) (10.4, 10.8) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0¢ 14.98
(SEHME) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
T
10 mg/kg Q2w (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t:n=2993, 100 DI = L—3 3 K 0 B Sz BFEEO FRAE (2.5%3, 97.5%5) . Crmax : #EIE G-

B O R MIETIREE, Cavg @ MG O MIETIRE, Cmin : MR GZ (A 71 2 FEAT) ORARMITE TR
E\ Cmax,ss . Eﬁ#j{ﬁébi%ﬁé%%m{%ﬁfﬂ%fﬁ\ Cavg,ss . Eﬁ%ﬁﬁ&:iﬁﬁéﬂziﬁ@[ﬁl{%qjo%};f\ Cmin,ss . Eﬁ%ﬁébzﬁﬁ'

2 Fo L I P e

1 1 56 BT HIfE (95%(F X )
§ 1 41 BT VHME (95%(F HEIX [H])

NA : %47 L
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4.

Iz oW T

Edah U A 7 EEE (RMP) (2255 & . AFIOERK ML EMEEREE ~OH ik
Hl23 8 2 Mia Td > T AFIOBG- N EH 72 B8 220 - FrE L, AFIOFEGIZ LD HE

TR

R ZRH L7ZBRICKRS D 2 LB Te 0 LT OO~@DF T Z1ifi 7= 3 fiiix

WZBWTHEHT 5 RETh S,

)

)iErd el ANE

@-1 T (1) ~ (6) OWVFNIEYT MR THDH Z L,

(1)

(2)
3)

(4)

(5)

JEATHBREDNEE S 2 M3 ASHREE LR S (BRIERT IR DS Ao HRE B L RUlE
HEAS A RSIREEILRURIGE, MBS A2 RRIRlE R &)

Fr EPEREIR e

EISTENSEATSIE /S (= Ve RPAY/AVAVEL &) Stk A ol o CURVAVE o) S B 2 = WAt ] SRV ) 3 B
b, 5 AR EEEHEE R 7 &)

IR IRIERE A RRE L, SSRIESH LA 1 SUISSRIES Lkt 2 o
R FEAECAR D R 21T > T Dk

PR AI L7 & BN ORiak FEHEI AR D i H 24T - T D filiak

O-2  FREOALFIRE L ORINERZFERR OIS -4y ZaJnik & SR 2 FroERl (FROW
THNITEEE T DERM) 25, SRR OARNC BT 2IRROREE & L TRESATND
Zk,

*

[ FMAo PS4 2 FEOFIHIHME Z1E T L7142 5 4E LA E DD VTR DEFIRIHME 217 -
TWAHZ L, 96, 24D R, BAERMEELZ £ LIEBRESESOHEZ1T > T
WAHZ &,

[ERTSOFFHUS% 2 FEOWIHIHE ZME T L7221 5 4ELL_E O HIE DD AT L2 G o3
RIS F DO RRARMHE 21T > T\ D Z &,

©

BEN D EFR M FREEDOEHIZONT

RS B AESE T D BT D E S, BERBSE D OERE O, Aot - et
SSRGS OB BN ONERTEE 6t D IE IR ML, AEFRORE LG 0MEEY. &
DIHCNATOND RN DFE S TNDH Tk,
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® BHERA~DOXIRIZONT
@-1 HEERAHICET S =M

FVEMENG R B FE O EE 2R RIEM RS IA LIBRIS, 24 FFRZIRIRHIO T, Hi%htiik X
ILEHEERIER C IV T, T L2 RWERNTIE U TABRE LR O CT SO EMEH OERN ML EE R
BADHRIRD G AR LI, B OIS ATREREH N E - T D Z &,

®-2 BEREFEICLLFAEFEERIINCHET 5 BN

P ABIRICHE D 2 R 20 Mk OB RE 2 A3 D IEIRIEFE DR ER T =2 Y v 7
EEDLERDOAZ Y —=v 7 ZATOEIRE L HRE A TE 5T — AR IRH 235
S TWBHZ L, 2B, BEEHICHOWT, DARE L ZOFRICTHSERSN TS
i

@-3  EIEAOZWORISIZE L T

RIWER (FVEMERR BN . RIBZK - /NG - BEED NFL, BUEFZK - IFA4A - T
PeRebRE S - R - i EPERRE J . BRREREE R BB R, REREBERE) |
WNorskEE (T IEARRER S, FURIMSRERE S, BIBHRERES) | VAR, 589
BEde. e - RERUBREMARIE , TS, HEE DR ERE (PR AEERlARIE, F kS
PEIRIERERE, ZIEALBE, FERIESS) | infusion reaction, AM7Z% - BlRESS, EEER, M S)E,
MRREEE (X7 « NU—JEERES) | Dk, BEERMERES (g i
PESRBENS ., AR M, JRIFERE, MEERIERES) | EEOH K, MEREREMERE,
FERZSE) 1Tt L CL YiaaR )L REEBA O ME A T D ERM L EEE L (RIEA O
PRI L CTHRE R O R 22 T N OEMEICH 5 2 &) EHICE Y 72 AL E )N
TELEHPESTNDHZ L,
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5. BEXHLRHBE

(GBI 4 5 FH]

O R - BRI 2 2 EORNRERED 720y PD-L1 5t (CPS=10) DR /LE
VR RAREEME DD HER2 FMED FATRRE UL HR IBRET I8V T, AH &Lk
B (FLAVHE U ROBNVARTTF v, 27 ) HFE/VL nab--37 U XX+ )L)
& DHFREETHIMEP RSN TN D,

728, CPS 2RI B AAKID a =4 B & LT, IkFE4 : PD-L1 IHC 22C3
pharmDx [# 21| 2GR I TV D,

@ AT URFRREMED D HER2 2T Y A7 OARBEIZB W T, ATy
Rk & L TAKI L piE (X7 ) 2w VRO ART TF o544, AC X
EC #5) L OOFHMEE, ROMHREYRE L U CRFIBEIMEIEDOGIMENRSILT
W5,

@ QR V@ TAAIDA RN T S TW AWl O HFUEMEEEA] & O OF % 51250

T, AROFENERHNLEINTE LT, RAIOEGXHR L5720,

(ZMEICB T 2 FH]

O TFTRICEYTIHIEEICOVWTIEAFORENZED SN TWDLZ Enb, HE5%
TN &,
o KFNOMGTIR LIBUE OB O & 2 B

@ WHRBATOFMICIB T FRICEY T2 BF IOV UL, AR OB G I3HELE S
WA L OIRFRERIE DS R WGE IR Y . HMEICAREZEN T2 22 BETE
D

o MEMEMEEOAIXIIBEDO S 5 BHF

o MEEER A CRE R A58 8 D B K OVEBME O G BTN 2 Ol it 26 28 0
FZ RIEMEZA LN DAV D B

o BOMEERBOAIE XTEBMHEMNZE L IXHEFREMEO B CAEREOBERED &
B

o EEBAEIE GEMEMaBHEEL 5Ty) OHHEH

o TEBOBEOISEE A AT D RE

+  ECOG Performance Status 3-4 0 o F 3

1) ECOG @ Performance Status (PS)

Score

0

42 7R KTEB T 2, RN [ U HH AR HIRZR <ATZ 5.

PIRANC I LW TEENIHIR S 223, AITAMRE T, BIERE > TOERIIITI J LR TE 2,
Bl O FE, B

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

RONIZASOHEOEIY DL LNTERY, HHFD 50%LL L2y Rk Tl 24,

1
2
3
4

2<BHIT R, BHHOFOREY OZ LiFa TERY, FERICy FfF Ty,
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o

BECBLCHET&FHE

WSS %, BUEIRTE S DR 2 BB IT 5D & ARH 0 Kt K OVl 1E
DT DI HERIERE B L T2 2 &,

TBIRBIARIC e B, BE T ZF OFBEITHIMER a2 oML, RE%
BThoEkETHZ L,

FERBWER O~ Y AL MZHOWT

BEMHEERERNL LMD ZENH DD T, REOEGIZHT-> Tk, FIHIER
(280, PR REE, WWREE) ORI O X BRAE O SRS, BlEE +0IcqT
2Tk, o, MBS U THE CT, MiG~—"—H%DOREZEMTH &,
infusion reaction 23% H N5 Z &3 5, infusion reaction 2352 HAL7=HAITIE,
B ILE AT S & &b, FERBEE T 5 £ TREOREL BT L,
FOR IR RERR . T RAHMEEREE L CRIBHREREERH b D Z N H LD T,
AFN O £ 5 BRAGHT L O G-I X E BRI N s RE R A (TSH, WM T3, M
T4, ACTH. Iz LF Y — L EDRE) 2 FET 5L,

BHERFZE, A4, IS, TR, LB ERR S bbb Z LMW H 5 DT,
AF O £ - BRAGHT K OV G-I FF I3 E I TR RERR A (AST, ALT. y-GTP, AIl-P,
EULEEORE) EEMRTDHI L,

SEIER (MERKEOILEEBREREEL) FOERBRIREENHLLDILDL Z &
BHHOT, EMHICIROBEOFEAHRTHZ L, £z, IROBFENFO LN
AT, N EFREE A2 T2 L O BELIEETH L,

ARENOEEHIZ LY | WEORPERINCER T D & B2 DDA REBWHEN &
LbONAZ ENHDH, BEDBDLNIZHAITIE, BB LIZFRITE U HEM R
SR & RRBR A REOIERT & E s Ul Ul R 8RR T 21T, R OSE SOBIZ X D E
TERMNEEDNDHAITIE, AFIORE T H I, KOREIB G R VE Al 5%
EEETDHI L, B, BIEKERLVE L OREIZLYEWER OYEERTRD b
WIGEITIE, B EE AR VR DA DO RIEIHIRIOBMGEET D 2 L,

WEH T, BORMNSE I ARKB L THORWERNRET A Z L3 H 5720, K
ROBEH&THRICHREIWEHORBUC I ER T2 &,

1 RBEpRIR  (BE 1 BB IR 2 Ede) M S biv, BERFMES 7Y R—T RACE D
ZENRHDLHOT, Ae, b, WEHEOIEROFBILMBEHEO EFIC+HEET S
ZE, VAERmA DN SA TR G 2RI L, A R ) CRIFIOR 5% 05E )
TRILEZAT S 2 &,

AHNOFFR BRIV T, KEYNOTE-355 il Cldf& G-Bah 6 24 M Tik 8 M
Tl LI, BRI 1AERIT9ERM T LT, F0%IE 12 8 & A R BT A
fTo TNl L 25EIT, REELGHILENICEBRRE COHROMRBEITH 2 &,
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® HFNECZEEEEMDD HER2 B2MECEIE R U A 7 O BE 2T D081 - itk
SR L LA A%, KEYNOTE-522 i BRI\ T, AFI DA G-A1C 2
BMEICREN 2 W 2R L, HEIZIS U CHBBREEZIT> 72 L TR ORH %2
Wi L T2 &2 BB, AFOKEERICHRO IR ZRETo 2L, i, K
ROREEEL, Q3W 504 ITRTEEYHIEIL 8 [A1F T, itk Eyiikix 9 [l
£ T, Q6W HEDBA ., AT MIRIEIT 4 M £ T, MEEWEEIT 5 BETET
Do
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