A FEEIE 0926 5 1 &
A Ff1 44 9 A 26 H

#woE R
| wiEFTERESR  (FETER (R) & B
oo K

JE A B SR - AR TR A R SR L R A A PR R
(2 H & )

RATr ) Xv7 CEIG T Z) 8| o fomE s HEE D A R A
v (FEEE) OIERK Ot HHEE T A K7 4 > GE/INHIRa At
. EMEEANE SR DR ) oSl R BROE, S~
A 7% T T4 MZEN MS 1-Hi gh) 287 5FEBRELEDN
R - L. B ARG, SHSERE . AERE. FLE. FE RN ONS
EWEEELARE (TMB-Hi gh) 25T 2EBE) O
WIEIZ DWW T

R A BOE S & O B AR T #2016 (R 28 4 6 H 2 A MEILE) IRV T
HOMEIES OFEH OREICHEELZXD Z EDNEVIAENT-Z L2210 T, &
B EH & B LT B IR 2 7o IS ol HHEE T A KT 1 v & 1E
KTHsZEELTWVET,

Sk, NATr Y X+ GREFHELZ) UK (R5E4 - F A b—F i
100 mg) IZDOWT, FESEFRICK L THHATIBOBEFHEZOLEBY
i HEET A R4 LTV EEDELLEDOT, ZOMHICHZ-T
X ATA RTA NTHONWTHEIND X5, EENOEFEERE K OSERITR3
LA BN L ET,

Fio, RAT R U AT (BaEfiz) ®BA (RE4 A bL—& Sk
1 100mg) Z FE/ Nl fitps , e BaE (AR O U CoRE, RIE B RO
EHE~A 7Y T T4 MALZEN (MS 1-Hi gh) 2879 5EEEIO
N5 < B, ARG . SN, RER. FUR. FEIEIE NS & WIS RS



RS (TMB-Hi gh) 287 2@EEREIIH L THEHAT 2BROREFIHIC
ONTIE, (Ra7vn ) X~7 (Bl z) RAIOFELEHHEET A N4
v GRE/NmRaitE, EERAR, AR U ) VoNE, R B, SR
~A7a%T o4 MAZEN MS1-High) 2T 2EEE&EOEE - E
Roe ., MR . BHSEEE . B, FUE. eI NS m W ERER AR
B TMB High) 2T 2EBE) O—EEIEICOWT) (G448 A 24

A AT A SRR 0824 55 4 BIR AT B 3K - ATEA A R R 36 AL R A PR =
WH) ICEV/RLTERREZATT,

L, NoaT ) XvT (Ba T z) MANCOWT, EERAEE G L
U 7o B 7= 72 BR R SUBR BOAR L2 B - 2 RFAM 23 A SZA T BOyE A 15 38 i R B B e B p
WXV T2 & FITxE T 5 2hEE T R QNS FHE R OV & o —H 22
BEAEGRINTZ &, IRNCEOHEA LoREZLD D XS TTHEH EOEE]
DHETIZDONWT) (FF446 A 14 BFHTIRAEZLR 0614 5 1 5/EAE T BEE
B« AR R EIEZ A R R AE) B K VRSN 2 EFEITE,
A RTA %, ZNENHRO LBV HEEWTZ LE LD T, EENDERK
BA K OFERITxd 2 EmA BV LE T, 2o, WEZOREEAHEET A N
A UE, BIEEO LB T,



FHe/INHIE s oD fix

AL

W FHEE T A KT A > OUGETERT CHrIA % RER)

Hr IH
Y=Y (T HREBIERD) A N— (IRHAREBHIER)
21 = | BITEH (RVEMERREICIN A, RIBR - /MR - B |21 <=2 | BWER (REMEMREICI A, KIBE « /NEK - E

FEDTH, BIENFR « IFA4L - IFREkESE - T4 -
MEALPERRAS 28 EARREIREE (PR MR 25 %
BRI RSE) . Wi (M EAEEREREE . HRR
BERERE S, B HERERETE) | 1 AUBEIRIA . 5 & 9 IR,
e - BERUTIRRIE . ER, BEOKERE (bE
PSR B EESERRIE . BRI IRE R . 2T RLEE .
JARMIESE) . infusion reaction, MM - A,
FIE A IE, RREE (7 v« N U—EBERESE) |
O, BB MRS (G MR MR BT
i, PR I, JREFERE; . MERTRIEKIES) . HE O
BR, MERERIEGRE., 2% X LT, Yk
B AT B = SR B D B P 2 A 9 A [ il & sl L
(BIEH OZWr-CXINZ B U CHRE R O 2= T
DIAFRMEICH D Z &) BEHIZHEY R LENTE D
RIS TNWD Z &,

FEDTF, BUERZ « A4 - IFRERERESE « JIF2% - il
LR I, B pERERE S (JRANE MEMERXE) . W
Pl (M EEAEEREREE . HRR SRS, B
FERERESE) | 1 BUBEIRIF, 5 E DMK, AR - BREUT
RLERE . BES, EEE D EIEDE (R EREaR Al
FRIE ., BTG REMEARIEERE . ZIALEE, FRIESE) |
Bl . HERE A ) E
(7 v« NU—JERRES) . Ok, EHE
7p kRS (i MRS PSRBT . F g
i, FREFEREE, MEEORIERIESE) . MEKE RIEMERE, &
RZEE) Txb LT, Yk as S 33 T I R B oD B
P2 A3 HEM & EEE L (FIEH OZEr-ext S B
LTSRS EZITONLEMEICHLZ L) E
BT O IR MLE DS T E DEH D> TN D Z &,

infusion reaction, JXZ% -

P R




BN R AR BB HHEE T A N7 A L OWGETREAT Gt AT RER)

Hr 5]
Y= (FHEARIBRD) Y= (BUHRRERHEIER)
9 R— G ERIL[E S MAHEER (KEYNOTE-716 2X5R) GBI

FEAYREGE DO AT — P IB UK ILC ™2 oo Mk B4 i
BHE (HARA 3 FlEETe) Zxtgc, IiitgtiiBhiik
& LU CRAI 200mg Q3W 5D hH e V72 EMEDS
TR E LTRSS e, EERHLE H I
RFS & &, AFNEF T AR Lk LT, RFS 2 &
WZIER LTz,

# 4 AEhEREE (KEYNOTE-716 #BR)
(F 1)

(4 mg)

6 RFS @ Kaplan-Meier gliff (KEYNOTE-716 A5R)

(1% 2) AJCC (American Joint Committee on Cancer)
W (B8 8 i) 12362 < Ffl,

10—y | £5 9—y | £4
11—y |£6 10— | %5
12— | &7 11— | %6

13— | &8 12— | %7




14—

G [E AL [E 5 MAEEER  (KEYNOTE-716 3X5R)
=R IARKIRECIE 461/483 5] (95.4%) (2. 75

Y AREETIE 444/486 5] (91. 4%) (ZFBL L 7=, 15K

EDREBEBRNTEE CTERWEERGIT, AHJRET
I% 400/483 f5i] (82.8%) (. 77 EAKETIE 316/486
B (65. 0%) IZFI LIz, WI I DORE THRILERN 5%
U EORIERHIZTERDOEBY Tholz,

# 9 WIh»ORETRHRARN 5% EORIVER
(KEYNOTE-716 #fR) (Z M I 4L M)
(F 1)

7pde. AAIBEZ BT MRS 8 # (1. 7%, K
W52 - /NGO - BEEED T 22 B (4.6%) . FEFEDFZ
JERESE (W MR R S E AR . B2 RS RG AR AE (R
ZIHLEE, FERRUESE) 16 (0.2%) . ffkkEE (X
TV s N —SEERESE) 4 61 (0.8%) . BUEAFR - BF
A4 - TR RE IR - T % - (L PR AR AR 2% 59 {1 (12. 2%) |
FR I BERE E 101 1] (20.9%) . FIRiARERERE S 12
B (2.5%) . BIEHERERSE 12 1] (2.5%) . 1 BUEEIRIR
2 5 (0.4%) . EERErET (RANE ME MR &, REK

AR JR5E) 3 B (0.6%), Bdk 1B (0.2%) . FHIR - AR

ROT AR 5 51 (1. 0%) . FEMGFEJDE 2 51 (0. 4%)




SEIESR 1 5] (0.2%), infusion reaction 2 ff
(0.4%) M OVEFE e Mkl (G i MR e
SRBE . YRR . ARIFERES . SRR ERAESE) 1 451
(0.2%) MBHONI-, Fio. Mg - BEEK . L
K, BEOBHR, MERERIEGRR OFZITERED O
o iz, ARRWEAZBBURILIT BT S (BRRRR
BERAE 25T 2 B0EFEREZ T,

17 2=

%10

15 ~=—

*8

19 <=y

BIVER (MEYERZERICI A, KBk - /NG - &
FEDTHL, BIENFR « IFA4L - IFRekEDE - T4 -
MEALPERRAE 28 BEARREIEE (PR MR 25 %
BRI RSE) . Wb (M EAREREREE . HRR
BERERE T, B HERERE) | 1 ABEIRIA . 5 & 9 IR,
e - BERUTIRRIE . R, BEOKERESE (bE
PR B EESERRIE . BRRSIRIRIE R . 2T RLEE,
FARIEIEE) . infusion reaction, fMZE - BB,
FIE A IE, RREE (7 v« N U—EBERESE) |
Ok, BB MRS (S MR SR BT
i, PR I, JREFERE; . MERTRIEKIES) . HE O
B, MERBRIEGRE, %) LT, Yl
B AT B IR B DO R 2 G 9 D AN & s L
(BIEH OZWr-CXINZ B U CHRE R O R 2=
BNDLRMFICHD Z &) (EHITEYIRLENTE D

17 <=y

BIVER (MEMEMR BN L, KB - MGk - &
FED T, BIERFS « FFAR4 - FFSRERE - I - i
LRSI, B pERERE S (JRANE MEMERXE) . W
Pl (M EEAEEREREE . HRR SRS, B
BEREREE) . 1 USRS, S DML, fHhoe - BT
RUEAE . WS, HEEE O EIEE (PR A
FRIE ., BTG REMREARIEERE . ZIBALEE, FRIESE) |
infusion reaction, %% - flifEEJE, HJE M) fE /) JE
PR (X7 >« NU—EBRESE) . DRk, HE
PR PER (o ME i MR SR B . TR R
i, FREFEREE, MEEORIERIESE) . MEKE RIEMERE, &
B25E) 1T LT, Mk ek S B = i B oD 5
PaEHT 5 EMEEE L (BIEHOZK-OxHE 2B
LTHREROZEZZ T ONIEZHICHD L) H
HIHE U2 ME S T E DIRHIRE > T D 2 &,




RN STND Z &,

20 X— |5 G LR DEE 18 X— |5 BHEXIGR L HEH
(BRI B 3 5 F ] (AR B 3 5 F ]
OFRDOBHFEIZBNWTAFOEMEN RE LT OFRDOBFIZEBWTARFAOHEIMENRINTH
% 2o
- ALFREEIRE D 720 B OB HRIERE D & 2 ARG YIER - ALSFERIERE D 72\ L OB RIEIE D & 2 ARIAEIER
RREZR M L R ARe7e e R AR
- SERUIRGO AT —V OB, IC T Fm Y o s ERYIBRBO AT — VI Y o Bk R R
T B E RSB T DI A B R BT DT AHBIR L

20 ~X— [Z22iEic B3 2 F1A] 18 — [Zz2tEic B3 2% F1A]
DO FFRICHE YT D HEE IOV TIARF DO G- 2 DO FRICHES T HREICOVWTITIAF OGN
EINTNWALZEND, BEZITORNT &, EEINTWNALZEND, BEZITORNT &,
« KHNORH R LisBUE OB D & % B « KHNO R TR LilsBUE OB O & % BFE
QIERERTOFHIZ BN T RIS Y T 2 BF IO OIRIERTOFHMIZ BT FRRICEE S T 2 BFIT OV
TIE, AFIOEGITHELE I 720D, D TR SRR TIE, AFNOFGITHELE S R DS, LD TEEEIR
BRI NGEIZIR Y HEICARZERTLZ % DR 72NGAITIRY | EEREICAH LT 52 &%
BETX 5, BRETZ5,
(%) (%)
+ ECOG Performance Status 3—4 ¥ o + ECOG Performance Status 3—4 % o
(3 3) ECOG @ Performance Status (PS) (3 2) ECOG @ Performance Status (PS)

21 = | @ESYIBRE OEMERAERE ~OWMBMEEE L | 19 X— | @52 O BV B AEBE ~ O BRE &




LCHEAT LB, AFIOKRRBRIZB VT, #&
EBME LB E T 12 B & T 6 1 AR
ZEICHEMEOFME Z T o TR D ESEIL, A
H OG- FITEMNC R OMREITH 2 &, 70 d,
Mite L & L CTHERT 2558121 AFloks
WX 12 ZARETLET D52 &,

L TR 2BRIC13, AAIOERRAERIZB VT, &
B DEBFEE T 12 B Z LA DR
i AT > TV Z &E22EIZ, KRORSG PITEH
HNCRIROMER 21T O T &0 723, ML L
L TR 25 8121% AR OER GBI 12 0 A [H
FTLEIDHT L,

WL R U ) o EO Bl T A R T A o OMETEAT CHT IR )
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IH
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(FHRErIERD)

R s

(HHAEBHIER)

g ~—

BIVER (MEYERZERICI A, KBk - /NG - &
FEOTH, BIEFR « AL - FiRekEE - 1T -
MEALPERRAE 28 EHRREIEE (RME MR &, %
BRIRB %) . Wil (T EAHEReREE . R
BERERE . B HEREREE) | 1 ABEIRIF . 5 & 9 IR,
ik - BRI BARIE, R, BEOKRERE (hE
PR B EESERRIE . BRI IRIE R . 2T hLEE .

JERMIESE) . infusion reaction, JM¥#Z% « B,

FEIEA B IE, RREE (57 v« N U—EERESE) |
O g, B MKIES (G i MR 2R 5t
. TR L, JRIFERES | MERERIERIES) . HE O
B, MERERIEMRE, M%) I LT, Yi%h
B SAFAT B IR B DO R M 2 G 9 D Al & s L

g ~—v

BIVER (MEMEMR BN L, KB - MGk - &
FED T, BIEFS - A4 - FReREE - % - i
LR I, B HERERE S (JRANEMEMERRE) . W
IR (FEEARERERESE . HUR SRR, B
BEREREE) . 1 RUBEIRIG, S DML, fhae - REEUH
RRIE, PR, EHEOKERET (F iR st
FRIE ., BTG REMREARIEERE . ZIBALEE, FRBIESE) |
infusion reaction, 7% - e, EJE M) ) JE,
PREREE (T >« NU—EBRESE) . DRk, HE
7R MRREE (P i MR PESR B . TR I EE
I, FREFERES, MEEORIERAESE) . MEKE RIEMERE, &5
REEE) \TXF LT, Ytk S dar B SRS B oo RE P
PeAEHT 5 EMEEE L (BIEHOZK-OXHEIZ R




(EHWER OZErCx i B U TSR OSSR A 52 1
BNORIICH D Z &) (EHITHEYIRLENTE D
KHIRESTND Z L,

LCHEROZEEZZITONISGMEICHDLZ L) E
BT 2R ALE N T DRI > TW\WD Z L

PREE b B O FifE HEE T A BT A o OWGETEPT CorIA X HEER)

Hr IH
ZY =Y (T HREBIERD) L N— (AR EBHIBR)
9 N— AITER (ARSI A, KB « DGR - B |9 = RIER (MEMEMREINA, RB% - Mk - &

FEOTH, BIEFR « FAA - FiRekEE - 1T -
MEALPERRAE 6, BAREEIEE (RN IR &, K
BRIRE %) . Worislas (T EAHREREE . HRR
BERERE S, R HERERESE) | 1 BUBEIRIN, 5 & 9 IR,
ik - BRI BARIE . R, BEORERE (hE
PEFR BCEESERMRIE . BRI IRIE R . ST HLEE
FARIES) . infusion reaction, M4 - HfifEIE,
B AR B VIE , RRREE (57 v N IEERESR) |
O o, B MKIES (G i M 2R 5E
. EAPEE I, AREFERE, BERERIEKES) . HED
B, MEKERFEMRE, %) IS L T, Yi%hi
B AT B R S B D B P M 2 A7 9 2 IR il & sl L
(ENMEA OZWr-CX IS L CTHRE R O R 2%
LNOFRMZH D Z L) EHIZHEURLENTE D
IRE RS TWND T L,

FED T, BIEFZ - A4 - FREREE - JF % - i
{EMERRAE %, B iRelE RMEEMEERE) . N
rubkEE (TEAERERES . TR REREREE . B
FERERESE) | 1 BUBEIRIF. S E DMK, ARk - BT
FARIE, PER, EHEORERES (iR st
fRSE, FTEREREARIE e, ZIALEE, FRIES) |
infusion reaction, 7% - lifFJe, EJE M) ) JE,
MREIEE (T 2« N U—JEBRES) . Db, HE
7Rl (Sas M R SR B . A I
i, ARIFERES, MEEDRIERAESE) . MEBRE RIEMGERE, A5
BZ2EE) 1Txb LT, MakhE Rk S 3 = i B oD 5
MaEBET HEMEEE L (BIVEHA ORI
LTHELROXEEZZITONDLISKMFICHDHZ L) H
BT RN EN TE DEHINE S TND Z L,




mE~ A 7T T4 PARLEN MS I-High) 263 2B ON « EEOSEHEHHEET 1 K710
ST RT CHTIRXT )

E<lh [&;

Y= (FRRERIEED) HY = (B yHBREBHIBR)

15— | BWER (MEMERZEBICI A, KB - /NG - 1 | 16— | BWEAR (MEMEMEEBISINZ, KBE - MGk - B
FEDTHI, BUENFSR - FAE - eSS - 1T - FEDTF, BUERZ « A4 - IFRERERESE « JIF2% - il
MEALPERRAS 28 EARREIREE (PR MR 25 % LR I, B pERERE S (JRANE MEMERXE) . W
BRI RSE) . Wi (M EAEEREREE . HRR Pl (M EEAEEREREE . HRR SRS, B
FERBREE . BIBHEREREE) . 1 BBEIRIA ., 5 & ok, FERERESE) | 1 BUBEIRIF, 5 E DMK, AR - BREUT
e - BERUTIRRIE . ER, BEOKERE (bE RLERE . BES, EEE D EIEDE (R EREaR Al
PSR B EESERRIE . BRI IRE R . 2T RLEE . FRIE ., BTG REMEARIEERE . ZIALEE, FRIESE) |
PARIEIE) . infusion reaction, fMZE - BlIEEZ. infusion reaction, MM#¢ - BENEAE. HEE M) M JJIE
EE A M JIE | PRI SE (357 s N IR ERES) | MRS (F7 v« NU—EBRRS) . Dk, HE
O, BB MRS (G MR MR BT 7R MRS (s MR PSRBT . T e
i, PR I, JREFERE; . MERTRIEKIES) . HE O i, FREFEREE, MEEORIERIESE) . MEKE RIEMERE, &
BR, MERERIEGRE., 2% X LT, Yk RZEE) Txb LT, Yk as S 33 T I R B oD B
B ST R R R O BEFAME 2 9 5 R AN & EfE L M2 T HEM EEEE L (RBIVEHOZEr-CRI 2B
(BIMEH OFZWr-ox B L THRE R O 2 LTSRS EZITONLEMEICHLZ L) E
LNDOFRMIZH D Z L) EHIZHURAENTE D HITH IR LEN TE HEHINESTnD Z &,
RN IE ST D Z L,

16 ~X—3 | 728, MSI-High (2B D AA|ID a o _R=4 Wi | 16 ~— | 728, MSI-High [ZBIT 2 AKI D 2 =3 Wik

L LT MST BafE s+  (FALCO) . FoundationOne CDx
WA ) NTF a7 7 A, Guardant360 CDx 23 A58

L LT, Bged—MSI s+~ b (FALCO) Aetifgse
£ FoundationOne CDx XA/ A7 17 7 A LK




oA 3L, N XS OptiView PMS2 (A16-4), X
v % F OptiView MSH2 (G219-1129), X X F
OptiView MSH6 (SP93) M M1 & F OptiView MLH1
M) AEAFEENTHD (W HERGESA),

KRS Tng,

e D dsc A TR HERE T A BT A o DUGTEFT CHrIA X EER)

Gl IH
Ay =Y (T HREBIERD) g = (AR EBHIER)
16 ~— | EEM (MEMRKEIMA, RKIBE - /MEK - E |16 <=2 | BIER (FEMERKEISMA, RBK - Mk - &=

FEDTHL, BIENFR « IFA4L - IFREkESE - T4 -
MEALPERRAE 6, BAREEIEE (R IR &, %
ERIARE RS . Wk (M EEAREREREE . HRR
BERERE . BT HERERESE) | 1 BUBEIRIN, 5 & 9 Ik,
e - BERUTIRRIE . PR, BEOKERESE (bE
PEFR BCHESERMRIE . BRI IRIE R . ST RLEE
FARIEIEE) . infusion reaction, fMZE - BB,
B AL B VIE , R E (57 v« N —IEERESR) |
O, BB MRS (S MR 3R BT
. WP I, AREFERE, BERERIEKES) . HE D
B, MERBRIEGRE, %) LT, Yl
B AT B = S B D B P M 2 A5 9 2 IR il & sl L
(BIMEH OZWr-CXIN B U CHRE R O R 2=
LNOFRMCZH D Z L) EHIZHEURLENTE D

FED T, BIERFS « FFAR4 - FFFSRERE - FF5 - i
{EMEREAR I, ErpkREREE (PR RIEMER &, REK
KRR . WHWREE (TEAERERE. BRI
RERESE . RIBREEREREE) . 1 AUBEIRIN, 5 & 9 IRk,
e - BB RRIE . Bk, EEOREREE (hE
PEFR BB AERRIE . BRE R RARSE (G fE . ZIALEE
FARMIESE) . infusion reaction, M - BllEZ.
FIE A M E AR (X7 2 N U EERES) |
O, BEERMIKIET (R Vel MRS SR BE
. IR L, JRIFERES . MERERIERIESE) . MERE
RIEGERE, fES) 1o L. Ykl ak ST B E
WAEBA D EFIME 2 A9 S AT @ L (RIEHOZ
WOt 2B L CTHRE R O 251 B 5 SR
b5 L) EHICHEE R ALE ) T & DRI A > T




RN STND Z &,

Wbk,

SHEHHRE DR IHEE T A BT A o OUWETERT O [H X H3%)
Hr IH
Y=Y (FHRERIERD) ZY =Y (HHAEBHIER)

13—y

BIVER (MEYERZERICI A, KBk - /NG - &
FEDTH, BIENFR « IFA4L - IFREkESE - T4 -
MEALPERRAS 28 EARREIREE (PR MR 25 %
BRI RSE) . Wi (M EAEEREREE . HRR
BERERE S, B HERERETE) | 1 AUBEIRIA . 5 & 9 IRk,
e - BERUTIRRIE . ER, BEOKEREE (bE
PSR B EESERRIE . BRI IRE R . 2T RLEE .
FARIEIEE) . infusion reaction, fMZE - BB,
FIE A IE, RREE (7 v« N U—EBERESE) |
O, BB MRS (G MR MR BT
i, PR I, JREFERE; . MERTRIEKIES) . HE O
BR, MERERIEGRE., 2% X LT, Yk
B T B = S B D B P 2 A 9 A [ il & sl L

(BIMEH OZWr-CXIN B L CHRE R O R 2= T
BNDORMFICHD Z &) (EHITEYIRLENTE D
RIS TNWD Z &,

13 5=y

BIVER (MEMEMR BN A, KB - MGk - &
FED T, BIERFS « FFAR4 - FFFSRERE - FF5 - i
LR I, B pERERE S (JRANE MEMERXE) . W
Pl (M EEAEEREREE . HRR SRS, B
BEREREE) | 1 BUBEIRIG, S DML, fhoe - REEUH
RERE . BES, EEE D EIEDE (R EEaR A
FRIE ., BTG REMEARIEERE . ZIALEE, FRIESE) |
infusion reaction, %% - flifEESe, HJE M) fE /) JE
PR (X7 >« NU—EBRESE) . DRk, HE
7R PR (o ME i MR SR B . TR
i, FREFEREE, MEEORIERIESE) . MEKE RIEMERE, &
REAE) \TxF LT, Mtk S B SR B oD B P
M2 T HEM EEEE L (RBIVEHOZEr-CRI 2B
LTHREAMOEZZ T ONLIRZHICHD L) H
HICHE P22 LE S T & DIRHI R > T D 2 &,




FIERE ORI HEET A 7 4 o OSGETERT CrlRx RER)

Hr IH
ZY =Y (T HREBIERD) L N— (IRHAREBHIER)
15 ~— | BIER (REMERRECIN A, RIBK - MEsk - B | 16— | BIfEH (WEMEMREICIA, RIE%k - Mh%k - &
FEDOTHRI, BUEAFR « FFAa - IFRRERE T - T - FED TR, BIRERTZ « FFA4 - FFPRRERRTE - 1T 7% - i

MEALPERRAE 6, BRI S (R IR &, %
ERIARE RS . Wi (M EAREREREE . HRR
BERERE S, R HERERESE) | 1 BUBEIRIN, 5 & 9 IR,
e - BERUTIRRIE . e, BEOKERESE (bE
PEFR BCHEFERIRIE . B RREIRIRIE R . ST RLEE
FARIES) . infusion reaction, W& - HlMES,
FIE M E  MRREEE (5T v N U EERES) |
Ok, BB MRS (S MR R BT
. EAPEE I, AREFERE, HERERIEKES) . HED
BR, MERERIEGRE., %) (X LT, Yl
A T B = A B D B P A A1 B R AN & s L
(BIEH OZWr-CXI B L CHRE R O R 2=
DNORMFIZH D Z &) (EHIZHEHYRLENTE D
KN FE S TN D 2k,

fEVERRE 28, ERRRERRE ORAE RIEMER R, REK
R R . Pk (T EABERERETE . HORIRE

HERRE . FIEARREREE) . | BUBEIRIFE, 5 & 5 Mk,
e - BB R ARIE, MER, BEEOKEREE (hE
PEFR BB IE R RIE . B R RARSE Rt . ZIALEE
JARMIESE) . infusion reaction, JM#ZE - BlMEZ.
I M DE AR (X7 2 N U EERESE) |
O, BEERMIKIES (R Vel MRS SR BE
. TR L, JRIFERES . MERERIERIESE) . MERE
BIEERE, fES) 1o L Ykl ak U B =
WAEBA D EFIMEZ AT DAL #E L (RIEHOZ
WOl B L CTHRE R O R & =1 B b 5
HDHZ L) EHIZEY) R ALE N TE DRH 35S T
WhHZ &,




LB O FEE FAHEE T A KT A o OWETEAT GorIRe i)
E<l) &
HY A= (FHMEsERD) Y= (B yHARERHIBR)
2= KIS & 72 D 5hme XATEh R 2— | G LI DENRE SIS ¢
PD-L1 Bt D 78 Vv o B2 AR EE M 7> HER2 [k oD F PD-L1 Bt D AR /VE 52 45K ME 7> HER2 f2E D F
NS R N R
RIVE VR RIRREYED D HER2 [tk CHHEE Y XY XG L 7 5 HER OV E ¢

DI 51T % (Tl - iR

KR L7 D HEROHE

PD-L1 Bt D A NV 52 AR ER M >0 HER2 B2 D B
BRASHE ST AR S AL

fh OFLEMIEEA] & OPFHICIB N T, BH, AL
X, X7 nr Y Xv7 (EarHfz) LT, 1H
200 mg % 3 WML 1 [E] 400 mg & 6 1 [
T 30 M TREEET D,

RIVE S RAREM D> HER2 PRt CHREE U A

OSBRI 134T B TR - A SR I

WE . RAIZE, a7 n ) X~7 B )

LT, 1101200 mg % 3 MR XIE 1[0 400 mg

%z 6 HFEERE T 30 o Uit 5, &5

%%, 3 W MR G- 08 & AT 8 [H]

il DHFEMEEE A & OOFHIZB W T, EHE, A
L, NAa7r Y X~v7 BTk z) LT, 1H
200 mg % 3 AEMIMRE I 1[5 400 mg % 6 A FE
T 30 T TR ETET D,




£ T, INREYRRIET 9 Bl £ T, 6 WREFERE D
Y. MTRIEEYERIEIS 4 [B1E T, (RIS 5
EETLT D,

4= | 3. ERIR R 43— | 3. BRR R
PD-L1 BEMED RN 2R ED D b ERGHI PD-L1 BEtED AR NVE S FREM 2D v b BRI
HIEIR 2 AR 2 (LR THER2) W9 ,) BEHEoF HEFEIN 2 /K 2 (LAF THER2) &9 ,) BEMEDOTF
FARRE UL R I L OB LV U BAKEME T A RE UL PR R FLIE D 7GR IFIZ 3 21T > 7= 72 b
HER2 fait CEIEE U A 7 OB T DITHI - itk IRFRBR D AR & 3,
SR P D FKGRIRFIZ AT 21T - 72 3 72 B PR 5RO 1k
BERT,

62— QEES L [FF MAERER  (KEYNOTE-522 35R) GBI

RIVE U RIRREYED D HER2 [t CTHER E U X 7Y
DJERTEOFLEE LS 1,174 B (AN 76 25 T0)
BRI, IR ERE & L CORA L b L
DOOFHRE, K O YR vE & L T OAK R
EOH DML L EVED, REEYRELEE Lo
7 AR LARTERE & OOFIERTE, M OMiT 12 SE ek
ELTCOT TR EREE L TR S i™
FHEFMEE O — D3 A N MAFHE (ULF
[EFS| W5 ,) &, AAREST 7B AL b
i L CEFS # A EICIER L7 (2 R 2),

ﬂ:%fﬁﬁi?zf%fﬁiﬁb’@ﬁﬁﬁ@lﬁﬂ S SIANGNIEL 52
SUFERARZWNIC KD TN 7356 C Tle 2> N1~2, X




1% T2~4 7D NO~2 [T3% ¥ L im R 2 A L7220
BEPR L SN, ok, TN AGEICOWT, 1BER
FEhu i ES 1 U Tl American Joint Committee
on Cancer (LATF. TAJCC] W9 ) B 7ThRDS. 166k
FEhi et FEET 2 BRI AJCC 5 8 RS W B
iz,

*2 . Ik - HEF, RNV R T T T KON
U A X4 YA 7V EDPHTAR 200 mg i
77 A% Q3W T 4 [MIFIRNE %, FdY 1y
EBE NI L UHEBIEY S T u R AT 7
2 RAKFY (BATF. TAC XUFEC] &9 ,) 4H A7
)b & OPFFHTAHAI 200 mg L7 F7 A% QW T 4
[EIFFAIRN T2 G- R O 2 A 200 mg T 7T &
RN % Q3W T 9 [MIFFIRN G- STz,

2 HEhMEAEE (KEYNOTE-522 #kER)

E3")
(4 )
2 EFS @ Kaplan-Meier g (KEYNOTE-522 &H#)
8§ R— #3 62— *£2
10 N—2 | QIEBEIL[H] 5 IAHEER  (KEYNOTE-522 #X65#) GE )

LM RE G451 783 Bl BT, A EFRIIAH




B 777/783 511 (99. 2%) . 7" 7 & AR EE 389/389 il (100%)
IZRRD B, JEERIK & ORI EBIRN B E T RWE
EHLT FNER 774/783 5] (98. 9%) K X 388/389
B (99.7%) IZRD BN, WT DR THIEE
2 5%, EORIERHIFTRO LB Tholz,

F 4 WITNDORETHRIEEN %L EORIVEH
(KEYNOTE-522 7)) (Z2 Mt kG 4E )
(F )

7. AFIFEIZ BV THE MRS 13 6] (1. 7%)
RIGI - /NG - BEED TR 31 ] (4.0%) , BHED
FeRgbEeE  (hagihae B sr iR . 12 e kb o R fi
B, ZIALEE, FREIES) 461 (0.5%) , FhHFRFED
(X7 v - NU—SEBERESE) 154 1] (19. 7%) . BUERT
K- A - FFREEERETE - TR - s b PEARAE 58 271 5]
(34. 6%) . HUIRBAEREREE 137 f5] (17.5%) . FHEE(R
BEREFEEE 15 1 (1. 9%) . mIEHREERETE 18 {51 (2.3%)
1 BOBEPRYP 4 5] (0. 5%) . EXHEREREE (PRAME M
B RERIRTEEJSE) 16 ] (2. 0%) | BHEZ% 5 1] (0. 6%)
% - REBCT EIARIE 3 1] (0. 4%) . FEJE A I J5E 1 41
(0. 1%) . AMZE - BEMESE 3 B (0.4%) . S E 5 fHge 2
Bl (0.3%) . Lo 5 Bl (0.6%) . BEEDHR 2 i




(0.3%) . infusion reaction 122 fil (15.6%) K& O®
HE M RbEE (G Ve MRS PESR B . T
PEE I, ARIFEREE . HERERIERIESE) 2 1] (0. 3%) 23ER
oo, Fio, mMEKERIEGERL ORITERED 5
N2 o iz, ARRWEARBURIIT B RS (ERIKR
BEAE 2 EL) 2 B0EFEREZ T,

13 ~2—

K5

g ~—

*3

15 _—¥

BIVER (REMERIR RIS, KBk - /% - &
FEDTHL, BIENFR « IFA4L - IFREkESE - T4 -
MEALPERRAE 6, BRI S (R IR &, %
ERIARE RS . Wk (M EEAREREREE . HRR
BERERE . R HERERESE) | 1 BUBEIRIN, 5 & 9 IR,
e - BERUTIRRIE . PR, BEOKERESE (bE
PEFR BCHESERMRIE . BRI IRIE R . ST RLEE
FARIMIESE) . infusion reaction, X% - HMEZ.
B AL B VIE , R E (57 v« N —IEERESR) |
Ok, BB MRS (S MR R BT
. EAPEE I, AREFERE, HERERIEKES) . HED
BR, MERERIEGRE., %) (X LT, Yl
B AT B = S B D B P M 2 A5 9 2 IR il & sl L
(BIMEH OZWr-CXIN B U CHRE R O R 2=
LNOFRMCZH D Z L) EHIZHEURLENTE D
RIS TNWD Z &,

10 X—¥

AITER (RERERFARIBIC N . K% - % « &
HEO T, BUERTG - B4 - IFHEAEREs - IF 2% - 1

fEVERRE 28, EPRRERRE URAE RIEMER R, REK
R R . Pk (T R(ABERERE TS . HURIRE

HERRE . FIEARRERSE) . | BUBEIRIFE. 5 E 5 Mgk,
e - BB RRIE . Bk, EEOREREE (hE
PEFR BB AERRIE . BRE R RARSE (G fE . ZIALEE
FARMIESE) . infusion reaction, M - BllEZ.
BEE AL BEJVIE , AR E (X7 2« NU—IEERES) |
O, BEERIMIKIES (R Vel MRS SR BE
. IR L, JRIFERES . MERERIERIESE) . MERE
BIEERE, fES) 1o L, Ykl a% ST B =
WAEBA D EFIME 2 A9 S AT @ L (RIEHOZ
WOt 2B L CTHRE R O 251 B 5 SR
b5 L) EHICHEE R ALE ) T & DRI A > T
WhHZ &,




16 ~— | b hHxG L 70 5B 11— |5 GG L b EE
(BRI B 3 5 F ] (AP BI 3 5 F ]
OEsFE - FRFLIE IS T 2 25 MO RIREE D 720 O¥ER - FAEFLIE ISR 2 2 F O RHRFEED 720
PD-L1 Bt (CPS=10) D AR/LE 2 BIRREM DD PD-L1 Bt (CPS=10) DRV 25 REEM DD
HER2 FEMED AT AR BE TR EE BV T, R HER2 F&MED TR BE UL FR AL BE 2BV T, K
F AL E (T AV ROIIVRT T T A AL gEE (FAVEZEV KRNV RT TF
X7 Y EZXE)N X nab—"7 U XXk L) EOFEA N7 ) HZXEN L nab—"T U X&) EOFFHE
B THBHEN RSN TN D, B 5 CHBEN RSN TN D,
728, CPS ICTBHT AARKI O a L R=F 2L L 728, CPS (T HARK D a v R=F2kEEE L
C. HBR7E4 : PD-L1 IHC 22C3 pharmDx & =1 H37& T. WR784 : PD-L1 THC 22C3 pharmDx & =] 237Kk
mINTWB, MINTWAD,
QAT ZFIREM D HER2 EMECTHIEE Y A OFFHIE S
7 DHFEBE BT, ITEEEYREE L U COARH & / < %
bEE (X7 U XA RO NARTTF O B L B
4%, AC UL EC #5) L OOHHEE. KO£ IR = O TARBNOFZHMEN R STV 72 WMl O HLEEPEfE
Wik & U CARH MR E O A 0 s s ST BAIE OIS
7 et e e s
OO L VQ TAHFNDH NN R S TN DHL
R A & OO 5oV T, ARIOA R
IHESLSNTE O T, KROEEXG LR,

18— | @FNVEVEZEREMESD HER2 B THFEE Y A GEH)

7 OFLEBF BT DA - R EYEE S LTl
A4 AE21%. KEYNOTE-522 FERIZIHB T, AFID




B G RNC BRI ED 22 2 flEaR L, BT
J& UG A 21T - 72 B THREG-OH 2 W L T
Wiz Z BB EIT, AANOK GO AT &
Batd 2 2 &, 2, AR OERGREEIT, Q3W 50
Y. INBIEYPRIET 8 A1 £ T, iyt 9
[BlE T, QoW #5086 HRTHEYIFIEIS 4 B T,
TR FERIEIL S M ETLEF 5,

B O B IHEE AT A R T A L OWGETERT CBrIA R HEER)

Hr IH
ZY =Y (T HREBIERD) L N— (AR EBHIER)
1L ~—=2 | EMEA (MEMERREISIA, RKIBE - /MEE - E | 11— | BER (FEMERKREISNA, RBK - Mk - &=

FEOTH, BENTR « A4 - IFRERESE - T4 -
MEALPERRAE G, BRI S (RAME MR &, %
BRIRB %) . Wil s (T HEReREE . R
BERERE . BT HERERESE) | 1 BUBEIRIN, 5 & 9 IR,
Tk - BRI BARIE . R, BEOKERE (hE
PEFR BCEESERMRIE . BRI IRIE R . ST HLEE
FARIES) . infusion reaction, & - HfiflEsE,
FIE M) E , MRRBESE (57 v N U—EERESE) |
O g, B MKIES (G i MR 2R 5t
. Wi I, AREFERE, HERERIEKES) . HEOD
B, MEKERFEMRE, M%) [ LT, Yi%hi

FED TR, BIEFS « FFA4 - IFReREsE - JIF % - i
EMEREAE I, BEpkREREE (RS RIEMER &, REK
REFRAE) . NoOwkEE (MERAMERERES ., IR
AERESE . RIBREREREE) . 1 AUBEIRIN, 5 & 9 IRk,
ik - BB RARIE, ek, BEOKEREE (TE
PEFR BB AERRIE . BRE R IRARSE it . ZIALEE
JARHIES) . infusion reaction, FMZ - HfifEIE,
HIE T HEVIE , APRRREE (7 2« N —EERESE) |
O 2, BEERIMIEREE (S M i/ MR PSS 5E
. TR L, JRIFERES . MERRIERIESE) . MERE
BIEERE, fEE%) 1oxh LT YakhEa% XU =




B ST BRI B O PR 2 A3 2 AN & L
(BHWEH OZWroxt il B L CHRE R O A 1T
BNORIICHD Z &) (EHITHEYIRLENTE D
RHI2HE S TN D Z &y

PR ORINEZ A DA & d#gE L (BIERH O
Wrox 2 B L THRE R O iR 2 52 1 B D SRAFIC
HHZ L) EBICHEPRALE D TE DRI - T
WhHZ &,

EWVEEELETEARE (TMB-Hi gh) 28T 5FEER) OK

W HHEE S A KT A4 OSETERT (Fr IR xHEE)

Gl

IH

BAA—D

(FHRErIERD)

e T2

(HHAEBHIER)

9 <—v

BIVER (MEYERZERICI A, KBk - /NG - &
FEDTHL, BIENFR « IFA4L - IFRekEDE - T4 -
MEALPERRAE 28 BHRREIRE (R MR &, R
ERIAE RS . Wk (M EAFEREREE . HRR
BERERE T, B HERERE) | 1 ABEIRIA . 5 & 9 IR,
e - BERUTIRRIE . R, BEOKERESE (bE
PR B EESERRIE . BRASIRIRIE R . 2T RLEE .
FARIEIEE) . infusion reaction, fMZE - BB,
FIE A IE, RREE (7 v« N U—EBERESE) |
O, BB MRS (S MR R BT
. TR L, JRIFERES  MERERIERIES) . O
B, MERBRIEGRE, %) LT, Yl
B AT B IR B DO R 2 G 9 D AN & s L
(BIEH OZWr-CXINZ B U CHRE R O R 2=

0 ~<—v

BIVER (MEMEMR BN L, KB - MGk - &
FED T, BIERFS « FFAR4 - FFSRERE - I - i
fLMEARAE 2% EpRREREE R MEMERE K. REK
RRERSE) . WHWRESE (T EAEREREE . BRI
REFEE . BIBREREREE) . 1 AUBERNG, 5& 9 IHK,

e - BB R RIE . B, EEOKREREE (hE
PEFR SCESERRIE . RRRGIEARIEARRE . S TRALEE,

FARIIESE) . infusion reaction, M#ZE - B,

EIEF I VIE, APRbEE (F7 2« N —EERESE) |
O, BEERIMIEIES (R Ml MRS SR BE
i TEIMPEE L, JRIFERES, MERTRIERIESE) . MERE
BIEGERE, fES) 1o L Ykl ak ST B E
RSB DB 2 9 A AN & L (RIEH O
WOt 2B L CTHRE R O &2 51 B 5 &I




ODNDOERMIZH D Z &) EHHICEE R LENTE 5
NN S A G AT T

H5H I L) EDIHEE) R ALED TE K233 > T
WoHZ ok,




RBEEHEETA KA v
NATul) <7 (BEFHEBZ)
(54 : %4 b — 3 R 100 mg)
~FE S~

449 A
A FEE

ZRRAN




H&

1. IXU®I
2. RANIOKE. 1EHEF

3. FRIR AR

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEEL THETXEFHR

P2
P3
P4
P12
P14
P16



1. IIL®IZ

EIESADFINE « ZRMEORERDTZDITI, U ST EE SV IEZR R Hivd,
SBHIZ, ITFEORFHANOMEANT LD | PUREIE LR & ORI BT EB T L) GRS
DT, T D DESENA BN TNE B TS5 2 L WEROTRE L 7o > TR Y | FREMEL
TR L UUEDORAT R 2016 (K 28 4 6 A 2 HIERRIRE) 2B\ TH, FmIEERMLED
ER ORI HEEZ D Z & &S TnD,

PFHERBS PRI L, EERSSL M7 0 7 7 A VDBEF DR E B HNIERR 5 2
EWDD, ZDID, AIMER LI T 2 HFHRA 05T 5 £ TOM], YEzEIEMD
BEZMZIT L P SNDBEITH L THERT 5 & L b, BWERAREL L IZERIC
VBRI & D 2 & AR —E DB 2 7o T EREEEA TR 5 Z LN EHEETH
2o

Lo T, AKAA FTA Tl BIFEEREL I E TIT/OLN TV D EFFTH - 7
FHIRMNZFE S E | LU OEIES O i 72 2 HEtE S D BLN O BB 5 2 7 O
EHEHAZ TR,

B AIA RTA AL, MSATEIE NEFSL ERSSR AT, AISHETEN B ARRANE
B, —EtENEN AARBRRNEHES KOS HEVEN AR NEHEG 20106 & ARk
L7z,

RG L I HEIE - ¥ A F—F EEEE 100 mg (%4 a7 e ) X7 (GE
fafHAHz) )

R ERDRETE « HEFT XTI O 1= SHE

ML LB AMERORE - thoHEMEEER & O HIcB W T, @, AL, 2Aa7
nl X~7 (Ba7E#fz) & LT, 118200 mgZ 3 ¥ [k
I% 1 [8] 400 mg% 6 A [HFFE T 30 72T CafEErET 5.

Bl K 5¢ ¥ & - MSDEE AL




2. AANDOKHK. ERBF

XA M—FEEE 100 mg (—fk4 c XATr Y XAvT (BEEHHEEZ) | DIT
[RHFI) Evvo, ) %, PD-1 (programmed cell death-1) & Z®d VU 4> KCTHDH PD-LL
KOPD-L2 L OfEHEHMET S, & MEIgGs £/ 7 m—F A HiKTH 5,

PD-1 #RB&IE T AR S BE B 2~ & AL 2 72 DIZ 23 AABRE 2RI 9 2 = 72 Sy 48]
AL F T, PD-1 i, EEREAIRIEICHE W CTEMR T MiltoMinRmic g sm L, Bk
P2 I % B e AN LB STl R 70 5o RS 2 i35, bbb, PD-1 1Y o R &g
ATHZ LI VHRZERICL D 7P VBEEZAICHIET 2%/ K TH 5, PD-
L1 OIEFHBICB T 2RBUIDOTNTH DM, Z< OBAHIETIE T MO 20
25 FEBEICHH LTS, BAMIICEKIT S PD-L1 OFEFEIIL, B,
FEL NTARIORE ., DREEE . FE/ANHRANGRE 72 & OB 2 RN A TTEARARNFTHY . KW
AR E OMBIMEAHE S TWD,

EELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ITIEL D
TR C B W CEERHE 2 ) Z LAVRIBEINTEY . Hiiz/e B TG OEN &
LTHIff ST\ 5,

AFKNZ, PD-1 & PD-L1 X ONPD-L2 Dffi U B> ROfEAZIET L Z &gk, EE
W NBRBE Th O S OGS ENE T U L SEREIE ML S8, U0 2 BT E(L
T2 & THIEERAZRET D,

ARFN ORI 5D DR FOSIC L2 BIERER S bbh, HEIIELT
CED RN D D, AFROKREG TR OERGRICIE, B8EFOBEL 72TV, BE
INFRSD BAVIZG AT, B LI HRIIE U MB) e ik & B8R & Ff O ERD & diif
L T bl e EnR W 2170 M ORERISIC K 2BEWE- SO 5 511E, BIE
BEE RN R OFEE DY) IR E 21T O MEN D D,



3. ERIREGE
AT IR O =51 E@ﬁkmu IRl \—n$’fﬂﬁ%‘."ﬂ‘0 7= F 72l R

(A 2hiE]

[E P2 [E Z MAH A ER (KEYNOTE-826 &
RIGHIEHE OIS 72 <

nﬁ?ﬁ@ﬁkfa %Tj—

(LB D 7y (B YL & L Co B 5 13 FR

<) EATIHFEOTESAEE 617 i (HAAN 57 fladie) ZxRIT, AHF Lo

B0 R 5 A
(LAF TR X=7] Lo,

(X7 EXBEAHEONT T FFHRHE RN w7 GRS Z)
EDOOFRWEE (ORAIEE) ™ OBFINER O R2PEMN,

77 R LM OFUEMEA & OFFRE (77 AR 7 2R E Lz TEHEERAR
TRt S, EEFMHE B XA FHRE (LU T0S) &9, ) RO EA A

M (BAF TPFS) &wvv9H,
BICER L (1,

) L &h. ARBIBEL T T B ARREL LS L T OS KON PFS &6
10X 2) ,

*1 : AAI200mg 3 MG (LT TQ3W) & )H,) &5 (Fa—x0 1 HEICEYS) EUT

OPUEMEIEEA QRS EMAERE Z IR R) onTira i L,

s X7 Y ZFRENTS mgmP RO T T F A (AT T F 50 mg/m? U A NVART T F
> AUC 5 mg'min/mL #84 &) OJHIZ Q3W (=2 —ZAD1HBICEKE, VAT T F %
Fa—2AO1HBXIF2H Bicks) Tfh,

c X7 Y ZXEILTS mgm?, T TFFRE (AT T F 50 mgmE XX NRT T TF
AUC 5 mg-min/mL A% &) KO AT X< 715 mgkg DIEIZ Q3W (£ =2—AD1HHB

WG, VAT TF NI a—ADIHBXIR2HE Bicks) &Y,
*2: 77 EARQIWHE L (Fa—AD1IH BIZHE) L*1& [E—OFUEMEES A (R Y ER

WIEE T LITERR) onFnra il L,

#F1 HFRHERE (KEYNOTE-826 3ER)

ARFITE 75 & AREE
(308 1) (309 1)
Ry [H ] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
os™ AP L 0.67
(95%CI) (0.54, 0.84) —
P " 0.0003
Ry [H ] 10.4 8.2
(95%CI (9.1, 12.1) (6.4,8.4)
PFS™-™ A= N 0.65
(95%CI) (0.53, 0.79) —
P {3 <0.0001

Cl: Z#EXM. NE : #iERGE. *1 : 2021 4ES A3 AT —H v A7, *2: B Cox Lbfl NV
— RETNIZE DT T BREEEDOLE, *3: J@Blu /T JHE., *4: RECIST A KT 14
1.1 BRICEES < VBB Y EATHIE



at risk2
ARHIHE
7T RNEE

at risk#
AHIEE

100 ‘\;\_
90 o

80 '
70 \“
& 60 ey

50 - \--:.‘N-uo "

-l- -
m40 e l‘
30 - 4e- 4
201 ke
101 F5exm
0 3 6 9 12 15 18 21 24 27 30
EFNM (8]

308 291 277 254 228 201 145 89 36 6 O
309 295 268 234 191 160 116 60 28 4 O

1 OS ® Kaplan-Meier Bif# (KEYNOTE-826 #%)

60 - | \\

50 - '
\ ’ \7‘

i LT
g30 ' . ‘. \“M—.
N

207 — e

107 o 7T v ARRE

0 3 6 9 12 15 18 21 24 27
RN (R)

308 263 229 155 123 110 70 35 10

77 AR 309 259 195 113 89 71 39 13 1 0

X 2 PFS ® Kaplan-Meier it (KEYNOTE-826 #B%)



(PD-L1 ZEELR DA D A 1)

[EBRICFEZEMAHRER (KEYNOTE-826 #liR) ICHLAAN LB E DT — X 1THD
X, CPS'BINZIRNT 24T o T- B 2hiE (RBHI R RN 2 5 1) R OREMEORERITLLT
DEBY THoT,

ARFBEDOFHPEIZEA LT, CPS 23 1 Kl DHFAIZ, PFS KT OS DIEEFNFRIT/N &
VMEBI SRS Bz (2 KO 3, £ 3 KU 4)

728, PD-L1 DFBURHIZ L 6T KAlOZEMET v 7 7 A VITFRETH -T2,

* o EEHARIC T D PD-L1 A%EBL L oMiad (M, ~7 77— KO R
) HaiiEgmat kL, 100 & 3 U7 fE

F2 PD-LIRBURILBIDOPFSO FEIMEATRE R (RBRH Y EATHIE, 20214558387 — &% v b2 7)

~— TR T ——
4 WERE B AR Mg FgE [95%CI] Y= Rk R HAEH Opfi

(%) (H) [95%Cl] ({2
AT 35 23 (65.7) 8.1 [6.1,12.6] 0.94
CPS<1 e .3
7R EE 34 28 (824) 8.2 [6.2,10.4] [0.52, 1.70]
A#FIEE 115 70 (60.9)  11.2 [8.3,15.3] 0.68
< * .
1=CPS<10 ZIvAREE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] 3 04269
AFIRE 158 87 (55.1)  10.4 [8.9,15.1] 0.58
CPS=10 e
7S wREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77]

Cl: ZHEIX. *1 : FEZWEC R T 2 E R (FIGO 200940 IS IVBH)  (HY. Z2L) . _U X
~7HHOEE (HY, /L) KOPD-LIOFHIRI (CPS 17, CPS 1LA E104M, CPS 1084 k) @ BIA ¥
L L7zERlCox bl — RET A, *2 : OF 58, @PD-LIFHIRI I 0@+ 5-8E & PD-LIFEBLRIL & DA H.
TERZ LR L LIE@RICox bl — KRBTV, *3 : ERM 22T



100

Progression-Free Survival (%)

i 7T AREE

Tl
L
-

! 3 6 9 12 15 18 21 24 24
Number at risk Time from Randomization (months)

1007

Progression-Free Survival (%)

7' TR

3 6 9 12 15 18 21 24 27

Number at risk Time from Randomization (months)

el 35 025 21 12 11 9 4 1 0 0 et 15 100 84 63 S0 43 31 13 3 0
JoEme 34 30 25 10 8 8 1 0 0 0 FSwxpe 116 98 75 43 34 28 19 10 1 0
1001 Iy
e,
O Nk
o N %
S ] V) ‘
R .. ARFRE
g e
= 4 \ 1
@ 60 P e
R ey
s ]
= L
40- ' L,
o A Rt N
gJ 204 A e A o 5 T
=
3 6 9 12 15 18 21 24 27

Number at risk

Al 158
7ouxm 19

138 124 80
131 95 60

Time from Randomization (months)

62 58 35 21 7

0
47 35 19 3 0 0

3 PD-L1ZEERIRHLA] D PFSD H AT D Kaplan-Meier g
(BB Y ERYE. 20214553 —& v b4 7)
(ZLEX : CPS<14£HMH. ALK : 1SCPS<104H. T : CPS=104£H)

#3 PD-LIRBLRMAIDOSOIE B O REEARER (0214583 F —F By b4 7)

. ‘ o ANV ML HRfE [95%CI] Y- R RAEAEH OpfE
PD-LIER &S AR (%) () [95%ClI] () 2
cPS<1 A 35 20 (57.1) 19.0 [12.6,21.4] 1.00
77w AREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] **
AFIEE 115 52 (45.2) 24.4 [18.2, —] 0.67
1=CPS<10 77 vAREE 116 66 (56.9) 15.9 [13.4,235] [0.46,0.97] ™ 03278
CPS=10 ANHIRE 158 66 (41.8) — [19.1, —] 0.61
- 7R 159 88 (55.3) 16.4 [14.0, 25.0] [0.44, 0.84]
Cl: FHEXM., — : HEEARE, *1: PIEIZKIRRICR T 2ERIEE (FIGO 2009455125 < IVBH)  (HY ., 72
L) . "RV X THHOEE (B, /L) KRUPD-LIOFEERM (CPS 15RH%. CPS 104 1-105K7#%. CPS 1024

) ZERIKRT & Liz@RCoxtb i — RETF L, *2 : OF G, @OPD-LIZEBLR M K O@# 5-1f & PD-L13%
AR E O HAER 24288 L U2 IE@RICox Bl — RET v, *3 : RBRA 72 fifAT



100 1 100
i AFIRE - ‘
80 ' 80 2&% Uﬁ
- =
< <
T 60- T o0
Z g
2 2 N
wn ©n g,
— iy 410
= 407 F 407 L SFTTS
=
o — 3 e o J
2 7T BN 8
~ J =~ a4 o — 4 e
0 7 TR EE
0 v . . r . . . : - : . 0 T r 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)
KFRE 35 31 27 25 24 20 13 7 2 0 0 Apipe 115 111 106 97 86 75 56 36 13 3
-5 R 34 34 33 28 23 20 16 5 3 0 0 FS5erREe 116 110 100 90 73 59 44 24 10 3
100
_ = \
. ARFRE
807 1Y _\
—_ .
= kS
< T \W‘ H*‘H__'\ﬂ/
5 0] I
2 i
g Y ot bt
= 1 L
2 W s
= 401 :
= !
5 e
~ —_— X B AL |+ —_
~ 204 VA g i [_‘ -ﬁ.f
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
FSexge 159 151 135 116 95 81 56 31 1 1 0

X4 PD-L1FBLREBIOOSD 1E] B O H FEfARHT I D Kaplan-Meier Ei#g
(202145 H3BT —# v b A7)
(£ kX : CPS<14£H. ALK : 1SCPS<10#£M. TH : CPS=104£H)



[Zzrt]

E R E IR (KEYNOTE-826
A EFELIIAKFIEE305/307 5] (99.3%) . 7T EARREE307/309 1 (99.4%) TERD HAL,

Ak BR)

BB L DR BN EE CTCE WA ERRIT., £ F1 298/307 ] (97.1%) KO
300/309 4 (97.1%) TR HT-, WITFNORETHRBEIS 5%LL FORIERIZTE

DEBY THoT,
R4 DTHIHOBETRHAZGH 5%LL LOBITEA (KEYNOTE-826 FABR) (Z2MMTIREN)
B L
(SOC: System Organ Class) AFIRE 77 v ARt
JAFE (PT: Preferred Term) 307 1 309
(MEIBRAVEr2E0) 4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RITEM 298 (97.1) 209 (68.1) 2  (0.7) 300 (97.1) 197 (63.8) 4  (L3)
MEE LY R bEE
2 1M 149 (485) 76  (24.8) 0 132 (427) 65 (21.0) 0
FEENPELT BRI S 21 (68 21 (6.8) 0 13 (42 13 (42 0
P BRI 38  (124) 14  (46) 0 31 (1000 7 (2.3) 0
I H BRI E 68 (221) 37 (12.1) 0 57 (184) 29  (9.4) 0
1 SRR S 55  (179) 21  (6.8) 0 58 (188) 12  (3.9) 0
PG
FFDR IR RE TT T 19  (6.2) 0 7 (2.3) 1 (03) 0
FOPR IRFSRER T E 52 (169) 3 (1.0) 0 25  (8.1) 1 0.3) 0
H ke
JE 15 (4.9 0 19  (6.1) 1 (03) 0
{5 49  (16.0) 1 0.3) 0 49  (15.9) 1 (0.3) 0
T 76  (248) 5  (16) 0 58 (188) 5  (1.6) 0
BN 104 (339) 3 (L0) 0 120 (388) 4  (1.3) 0
N 20 (6.5) 1 (03) 0 15 (4.9) 0 0
M i 63 (205) 5  (16) 0 66 (214) 3 (10) 0
— % - RHREER OGN ORRE
S 9E 51 (166) 5 (1.6) 0 56 (18.1) 4 (1.3) 0
957 70  (228) 8 (2.6) 0 77 (249) 13 (4.2) 0
HERE D JAE 20 (6.5) 2 (07 0 9 (2.9) 1 (03) 0
FEEN 16  (5.2) 0 9 (2.9) 0 0
JTRYSIE S K O e
R B I 16  (52) 5 (16) 0 12 (3.9 6 (19) 0
B, PRk L OWEA IHE
HEATE D BOG 16 (5.2 2 0.7) 0 13 (4.2 2 (0.6) 0
R PR AR AR
i%;u?:‘/7 S/RTATETE g (101) 10 (33) 0 23 (7.4) 5  (16) 0
ii;\;%;l]ﬂ%/ﬁzﬁ’ SRTIAT= g2 8 @) 0 %6 (62 1 (03 0
7 vy F =8 16 (52) 0 13 (4.2 0 0
I r R AR 56  (182) 40 (13.0) 0 47  (152) 26 (8.4) 0
BN & e 49  (160) 21  (6.8) 0 40 (129) 14  (45) 0



% (%)

PN
(SOC: System Organ Class) AHIHE 75 R EE
JLAGE (PT: Preferred Term) 307 44 300 {4
(MedDRA ver.24.0) 4> Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

RE D 17 (5.5) 6 (2.0) 0 15  (4.9) 2 (0.6) 0

A i R A 37 (121) 21 (6.8) 0 21 (68 12 (39 0
RS RO E

AR 45  (147) 4 (1.3) 0 33 (107) 1 0.3) 0
T E RS R d £ O ARk

P EfivR 53 (173) 1 0.3) 0 57  (184) 3 (1.0 0

i P 53 (173) 2 (0.7) 0 53 (172) 3  (1.0) 0

9 17 (55) 1 (03) 0 1 (3.6) 0 0
RO SR P

TR R4 12 (39 0 0 19  (6.1) 0 0

GE 15 (4.9 1 (03) 0 19  (6.1) 0 0

K= 2 — S F— 75 (244) 8 (2.6) 0 76 (246) 9 (2.9) 0

PEIRIE 26 (8.5) 0 0 24 (7.8) 2 (0.6) 0

EHERR =2 —n " — 69 (225) 3 (1.0 0 78  (252) 6 (1.9) 0
B L ORI RS

EHEPR 38 (124) 6 (2.0) 0 22 (1.1) 3 (1.0) 0
MR SR, MOEREs X OMithRIEE

I 26 (8.5) 1 (03) 0 3 @117) 1 (0.3) 0
R ¥ L OV TRk E

Jit BAE 171 (55.7) 0 0 172 (55.7) 0 0

O FEIE 29 (9.4) 2 0.7) 0 17 (5.5) 0 0

2 33 (107) 3 (10) 0 27 (8.7) 1 (03) 0

R VNITRZ SIN 4 S 17 (5.5) 6 (2.0) 0 8 (2.6) 0 0
M R E

& I 54 (176) 20  (6.5) 0 55  (17.8) 23  (7.4) 0

RE. AFIBECE W CRVEMEMIEE 3H] (1.0%) . KK - /DR - BEEO T 23 4
(7.5%) . BEEOLERESE (FEEREESRME, RIEREEIREGRE, 2,
KE) 1 1 (0.3%) . #hffEE (FT 0 - NU—EBERES) 75 6] (22.4%) | BIE
JFe « FFAR 4 - FFHEREREE - PS¢ - BELPERRAE 2556 B (18.2%) . FLIRARKEAEREE 70 451
(22.8%) | TEMEHERT 1 #] (0.3%) . FIBHKERS 4 6] (1.3%) . BEi¥eEE
(JRAME BB R, SRERRBRE) 11641 (3.6%) . FEXK 261 (0.7%) . sk - BEEUH
ALIRIE 2 51 (0.7%) . Mgk - B2 161 (0.3%) . Oz 141 (0.3%) . EEDHK 2
B (0.7%) KON infusion reaction 37 {3 (12.1%) 235i8® Hvl-, F7=. 1 AUBERIE, BEIE
i E, S & MRk, BEEARMKEE Gt/ MWas BN, WiME ., 7R
FEREE, MERRIERESE) | MERERIEMEE L OEZITRO oo o, ARITERZEL
WOUEEERES (FRRMAEMEET 2 5T) 230EHRE R,
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[t - HE]

AR OREMEYEEET L EFIHA LI 2L —r a2k, KKl 200 mg %
Q3W. 400 mg % 6 MMM (LA TQeW] &9, ) X% 10 mg/kg (KHE) % 2 JHMH
kE (LT TQ2W) L9, ) THEE LIZBEROARAIO Mg FIREN M Sz, ZOfs
R, AHI 400 mg &2 QBW TG L 72RO AR O & FAREIZ I T 2 MG TiRE (LIF

[Cavgss] EVVD, ) 1. AFHI200 mg % Q3W TG L72FD Cagss & HRIT 5 & FHIS
Nz (F#R) ., F7z. AH 400 mg 2 QW THH L 72RO ARAK| D EFIRREIZ IS 1T D
MIEFIRE (LLT [Chaxss) &£V, ) 1E, AH|200mg Z Q3W TH G- L 7ZBRD Craxss &
g L CRfEEz=~T & FHIENTZb 00, BANBEICBW TARMERHER SN TND
ik - A& THLAHK) 10 mgkg (RE) % Q2W THEH L72BED Craxss & Hfe U TIRAE
AT ETHENE (FHR) . S50, EERAEBE ZXRICAH 400 mg 2 QW T
B U7 e 1 B (KEYNOTE-555 #llBR) X 0 #5354 7- SEHIMEIC HE-S < iR
RIA=HIF, ¥Ialb—va ik PRILEEMERE T A —2 LHFEEILZ (F
) o Mx T, BEONAFEICEIT DERRBRSAEIC DX, AFI O & &AM
XM L OBEZ R HBESSTET VL S L, AR 200 mg Z Q3W X
400 mg % Q6W TH 5 L 7= BROUREE & & A T2 2k & OBEIZ OV THRET S
fES, ERLoRME - HEOR THIME R L aMIC MR ZR TR0 E TRl ST,

K5 FEORYMBEBNT A—F

)Eﬁ/f . )EHE Crnax Cavg Chin Cmax,ss Cavg,ss Cmin,ss
- (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 27.9 18.1 92.8 50.4 30.9
.
200 mg Q3W (58.5, 59.7) (27.7,28.1) (17.8,18.3) (91.7, 94.1) (49.8, 51.0) (30.5, 31.4)
123 32.4 10.6 148 50.7 20.3
.
400 mg Q6W (122, 124) (32.0,32.7) (10.4, 10.8) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0F 14.08
(SEHE) (135.6, 136.4) NA (14.4, 15.4) NA NA NA
220 144 119 428 279 197
.
10 mg/kg Q2W (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:n=2993, 100 HD I = L— g K B S &M EAEO P IfE (2.5%47, 97.5%5) . Cmax : HlEIF S

B ORE MIETIREE, Cavg : MR G% O MIEHIRE, Crin - FIEHREEZ (VA 70 2 B5FT) OFARMIE iR
E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss : Hﬂiﬂﬁ%%clﬁﬁ

% AR i i AL

I @ 56 il DRATEIIE  (95%15 HE X [H])
§ : 41 IO BT E-LEME (95%(F HH X )

NA : %3472 L
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4. FEFRITOWT
EH G Y X7 EEGEHE (RMP) (ZEED & AHIOEIENLZ AMEESEER ~D W1k
%M%m’@ X T o T, AAIOEGIEOREFRZZW - FrE L, RFIOFRGICE D EE
LEWER 2388 LT BRICRIST 2 2 &R EERTZD . LT OO~@ D3~ T A 7o 3 sk
i:%b\ﬂﬁﬂ%‘ém‘%f‘&)éo

D MERIZ>OWNT

@-1 Fio 1) ~ (B) OWVPFINNIEYTHRERTHDH Z L,

(1) JEAETFBRENEET 203 i BoaEILSRPE s (BRE TR DS A2 e 5L piBL
TS AU LRI, Hgs A le /e &)

(2) FrERERERLL

(3) FBENFRFNFNIEE T 203 A BEERE (DS AR ERlT, 23 A hiEis
W I1EbE, 23 AR HEE R e &)

(4) ARAFHEEEZRE L, SREE L RE e 1 USRS PR a2 et 2 @
iR HAE AR D J 24T > T 2 fiax

(5) BUEMEREE AL & BN O fEsk FEHE AR D Jim H &1 T > TV D i

®-2 FEGEOCFHRIE KR ORIERFEBIRF ORI 153 7 ik & Bk 2 RO ER (R 3R
DUWNTIUINTEE ST D ERN) 25, Y% BOAFN BT 21RO ETH & L TEE ST
WAHZ &,

*

o [EAIRFFEUSHE 2 FOMIIHE ZE T L7-12I12 5 LU LD ATRIR O ERIRBHE 21T -
TWbHZ e, 96, 24U RIE, BAREYIRERZ T & LTCBRRIERZOWHEZ1T > T
WnH Ik,

o [ERNRFFEUFE 2 FOUHWHE ZAE T L7-1%I1C 4 ELL EOBIRBRAZ A L T D 2 &,
OBy 3 LRI I ABHELE O D A SIIRE 2 S LS AR OBRIRBHE 21T > T\ %
zL,

@ PBrNOERBFREEOEHIZONT
ARSI B CIEE T D BT B Sh, BERSE 0 Ol A, A2k - Latk
FREEAFIROE B ERTSFIAT D iR, AEERNE LT OWmEEE, &
LN ATON DRI E > TND Z &,
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@ BUWEAA~DOXIRTOWT
©-1 HEEREHICEET D&M

FEVENR B O EEZRRWEN A L7ZBRIT, 24 FFREZIRIRHIO T, kst X
(TSR 3T FEE LICRIWERISIS CCABEE B O CT SE O EIEH OERN 270
MA DRI APICR LI, BB AR A 8 E->Tng 2 L,

@-2 EFEEFECL>AFTERNILNICETER

IS ARSI HED D B A Ak e O e 2 A D BRI F E D RIERT=4 VU v 7
EEDIFIFOR Y ) —= 0 T ETOERE L IE#RE G TE 5T — AEFEKS 23
SN TWDZ L, 7B, BHEHICOWT, BABE L ZOFRICHIAMESNTND
Z &

@-3 RIEROZERCHRICE L T

BIER (BVEPERR BN Z . KIBE - /MEs - EEO TR, BIEFR - IFRA - i
PERERETE - PR - AE(LMEARAS 28 BHERERE S (R TIEMER K. RERRBRSE) |
NoywkEE (FIRAHAERS, FURIMSRER S, RIBHRERE) | LBBERE, 5E5
BEde. g% « RERUREMRIE , TS, BRE O R ERE (PEtER A EESCRAARIE, F2 gk,
TEAREGERE . ZIEALEE, RIS | infusion reaction, AM7S - BEMEZS, HEIEAHHEJIIE,
FRERRESE (T 0 - NU—EIESE) | Dk, BB MRS (S i N R
PESRBESR ., IRIMMER M, ARIFERES, MEERIERES) | EEOH K., MERERIERERE.
FERZEE) (2P LT, MRkhiat SO R R OB 2 9 2 EAf s L (RITER o
DWECRISICE L THREROIEEZZ T O NI &MFICH D L) | BEHICHEY R 0E
D TELERFIPRESTNDEZ L,
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5.

BEXMBR LI DBE

SR NE Sh P Y |
O RIBEEFR OB e < | ALFRIEREO 220 ((RFEHBUR B & L C oG

<) #ATIIFROFESEREEICB T, KA, X7 VXL EONT T FFHA

(AT TFURITANRT T F ) OPFREEIE AR, <7 ) &2xEL FTF
FRE| (AT TFUXNIHINRT TF ) ) KON Y X~ 7 OfF L OA M
DRI TND,

@ ERRLFEFEIAERE (KEYNOTE-826 #ER) (8T, PD-L1 BHL=E (CPS") X

0 HINEN B2 DIHADRIB SN TWD Z & (p6~8 &) 75, CPS BIDOARHK|D

AIMEIZ DN T3 I H R U7z | Cls B H OBIRZ T 5 2 E D E LUy, CPS A

1 Kl CTh DI ENHERINTZAEFITHBNTL, AFILSOTERIERIK S BET 5,
* . KF|OBWE L LT, PD-L1IHC 22C3 pharmDx [# =]  (HR7E4) NAREN TV D

@ TREICEEY T HARMN OG- L OME A FIEIC DN T, RRIOFEIMEP LS TED

[Ze 4t

T AANOEEGRIG L IR B TR0,
i Al B
o ARHKIOEIMPE
o O TAHRIOAENTR S TORUWMLOPUEMEEER] & OO S

B4 %]

O TRICEYTHEEICOWVWTIAF OB ENED L SN TWAZ G, 5%

1Thnwz by
AAHN DR xF LI HUE OREERE D & 5 BE

@ WMBRAETOFHIC BT FRICEE T 2 BEH IOV TT, AAlORGITHE S 2

WS MLDTERRRIRLA WG EICIRY | HEICAAZEN T2 2B TE
D

R PERR OO IBHE D H 5 B

S AR AT C RV 52 238 o0 2 KB M ONTE B M 0D JiS Sttt 2 i Y fiti 2 55 oD
I TIEMERA DS - I % B

A EREREDEH. UTEMER 7R3 L ITRZEMED B R B OBERED &
LB

s Bt (EisEsilagERE L ate) OHDEBE

Tk DRGSUIBHE 2 A7 2 B
14



«  ECOG Performance Status 3-4 "5V >3

(ED ECOG @ Performance Status (PS)

Score | ©FH%
0 | &<HERIEETX 5, FWals H U HFEENHIRZR (T 5,
1 AARIICEL LUEENIHIIR SN DS, SITATRE T, BRI > TOERIITO 2 LN TE B,
B NFE, EEEE
2 SATARETH YO H DRI O Z LT3 R THREZBEEILTE ey, HHO 50%LL EI~ >y NV Cilm 29,
3 ROENTZEHGOEDEY DZ L LnTE7R, HHFO 0%, EE~Xy Rl 2,
4 | &R, HAOHFOREIY D L3 TERY, BEICNy RO TEI7,
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o

BRECELTERETNEEH

WA SCEF TN Z . ROEARFE3EE DRI D ERME 1T I D & ARHKI O Fetk & %l 1E
R DT DI B2 W A B R L TR T 5 2 &,

TRIRBIAAIC N D, BE I OFBRITHE IR a2+ L, FEx
BThokET5HZ 8,

ERBERO~R T A MZDOWT

MEMEMEERNH LDONDZ ENH DD T, KFOEGIZHT=> L, FIHPER
(BGliv, MRORIREE, k) OMEGELR O X #RE DS, Blg2s +71c
17952 &, Fo, REUISUTHE CT, MiE~—h —E0mELZFEmT L5 &,
infusion reaction 23&% 5D Z L 3d %, infusion reaction 2358 B L HAITIL,
WYIZREZIT S & & b, JERDBEE T2 THREOWRBEZ +2ICBIET 52
&

FRIRBERERR S . N EEARREREE R ORI RERERN L L bNDL 2 ERHH DT,
AHN OB G-BhGFT M OB G- W I EIIC N isiseefd (TSH, #RfE T3, %
Bt T4, ACTH, Mooy —VSEORIE) 2ET 252 &,

BIUEFR, A, el E, R, B{EERERRN S bbivd 2 &R 5D T,
AFN OB 5-BAAART R O G- X @ 0 IFHERER A (AST. ALT, y-GTP, Al-
P, EUNEVEDORIE) #FE T L5 L,

SEIER WKL I EBRER LT GT) FOEERIREERHHOND Z &
BoHOT, EMICIRORFEOREZHAET L2 L, £/, ROEFENRDOL
NEGEITIE, HONICEREEZX2T 5L oBF LR ET L2 L,
AFNOFHIZ LD | WEORERKISIZERT 5 LB 2 b okkx REBRRED &
LD ENDH D, BENROLNTHEITIE., BHLEFERITS U5
TR & R 2 RO BERD & EE U Cl ) e R M A TV B ORE RS K
LERWER DN ON D55 1TIE, AFIORIESIH 1L, K OEIERE R LVE HO
BHEELXEBRETDHZ L, B, BBRERLVE L OERGIZEYEWEHOSGEENR
D HIRWEEAIZIE, BB EERLE VLA OREMHIFI OBMLEET L Z L,
A& T, FOE S ARGEB L COLEWERN AT 220355720, K
FOFEHETZRIZCOEWEH ORBUZHFIEET L2 &,

1 BUPERRIE  (BIE 1 BUBERIS 2 & de) 23d bbdu, MERPMES F 7Y R—2 R(2E
HZENHDHOT, OV, B, WEH-AEOREROBECMBEEO R HoEE
T5Z L, 1 BERERSEDNTZGAICIERGETIEL, 1R Y UREI O 5%
DGR IE AT H 2 &,

@ AFIOEKRZABRIZIBWT, KEYNOTE-826 Bk CIXEMELEITIF 26, 54 HEE T

IO M T L. FRLURET 12 B S E A IMNEORMIE A T o TV L A EC,
AR G-I E M BB COHIROMEREITH Z &,
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EERHEETA N7
Rh7u ) X<w7 (Eis B Z)
(BR5E4 : ¥4 hL—F EFE#E 100 mg)
~ /[N e i ~

FRR2 9428 (FF449 AR
BEEBE




Bk

XL HIZ

AHNOFFE, ERET

i IR RS

FEER 122U T
BehHxtG L 70 D A
BHIZER L TEET & $HH

o s 0N

P2
P3
P4
P20
P22
P24



1. Xt Hic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFEIMPARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PE L 72 o TR Y REMEGE S, & O HATTEE 2016 CFEAL 28 42 6 A 2 H BFEERE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

R S S, KRR N7 0 7 7 A VB D ESK L & B S R
RHZENRDD, ZOD, HIWEROLZEMICET 2 HERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2 EEARAR
BRARIEE P, — M EE N B ARBRRNEHE S FREdEe FITEENE A B ARME 72 O
— it EE N B AR P O Db EERR LTz,

KGR L IR BHEIES - XA F— X EEENE 100mg (— 4 - XA T e ) XvT (B
TRz ))

MG L RDMEXTNE - UIBRARREZ2EAT - T33O IE/ KR e

MBERDAERORE - @BE . AR, XA7nr) XA~v7 (B rHfiz) LT, 1
[0 200 mg % 3 3 H][FE MR XX 1[5 400 mg % 6 3 [H[E R T 30 47[H
DT CARTEERET 2,

B 3E W oE % & MSD Rt




2. AFRIOFK, 1ERKERF

XA M—F RIEEE 100mg (—#4 : _AaT7r ) Xv7 BIEFHEL), LT IR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAZEH#EREST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 FE81E T MR S B AR A 2> Dk 2 72 D12 2 AR 23 R 9= 2 T2 70 S s il 4
AA »F T, PD-1 (F, EFEZREBIZEWDCEER T MildoMiamicgE L, 3om
P& SO % B e A X TRl 72 oS OS2 T %, 7B, PD-1 13U v R Eff
AT DI LICE Y PURZERICL DV 7P vmiZEa AN+ 22 /K CTH 5, PD-LI
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMIETIE T Mlao@ s 2Mmz
DI EBENZHBLL TWD, DARIRIZI T 5 PD-L1 O &7 8%, B RbaR. .
A . SO, FE/ NI ATE 72 & DA Ze WA TTRARK 7 TH Y | KW AfFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFHEEAMN G, PD-1 & PD-L1 ORI
DEEERRIC W T EEREEI 2 5 Z L OVRIBR ST L H7- 7203 ATEIE D, &
LTHIfF ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Ll kv, [EE
WU NBREE T OSSR ENE T U L SERATEM L &8, HUEE % 2 FE b
T2 Z L THEENRARET D,

HAN DRI 25 < MBIE DS RIS & B BIERIS 2 B & b, B UIET I
5 TS B B, ARIDR G R O EHRICIT, BEOBRE HTT, BiNR
&N B AT, SR L7 TGS U7 SRR 2 il & BB A FE O IEAT L S LTl
OIZRERIRBIN & 1TV B ORIERIEIC & % BIEA B EDN 5 B AIIE, IR R AL
LA GO R E AT ) LB B D,



3. ERPRARE
YIBRASRE 72 1T « FF3E D FE/ N itiJes D AGREFIZ 3l 2 17 - 72 E 72 WK RER O iliis &
NE IR

(B 2]
OEBILFEFH MR (KEYNOTE-024 #5R)

LFPRIEIE D 72\ EGFR B 1n - A M2k | ALK @G B 15 1-Fat: & O PD-L1 Btk (PD-
L1 2388l U7 fEEAEs S %G (LR TTPS) &EW9,) =50%) OUIBRAEEZRiE
1T« B OIE/ IR it B 305 B (HASA 40 Bl & de) ZxtBIc, A 200 mg 3 18
kR (CAF TQ3W] &5, ) HEDH R L RMEN, 7T FF 8K 2 & i
b=k (LLF [SOCT &9, ) ZRHHRE L TRET SN, Zeds. RN T A
TR BT GAIT, BT 2 R T RER D3GR 8 B IR WSRO RRIRIZZEE LTV
% B CIE, RIBILARE OB REAR CHR BT B DD £ TARAIOER G 2 kst § 25 2
ENATRE L ST, EEEEETE B R MR EE IR (LLF TPFS) S o, ) | EIREE
I EIE AW (BAF T0S) &), ) & &iv, RJNET 7 F 8K % & T b
B LC, PFS, KUNOS (FHfEfiENT) 2 A BEITIER LTz,

*:24 A ECHRESNIEBARAROREEZTIL L, 0%, ERETHRD ONHE
T EHBTE S L EANT,

#1 FiRE (KEYNOTE-024 3RE)

A 200 mg Q3W 777 TR
(154 f51) ALk
(151 1)
R (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ N — R 0.50
(95%CI) (0.37, 0.68) —
P " <0.001
hoviE [H ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ NP R 0.60
(95%CI) (0.41, 0.89) —
P fE" 0.005

Cl: XM, NE: #ERHA, *1 : RECIST A FT7 A > 1.1 MUTES S MSr e, *2
JE5I] Cox eI NV — RET WML DT T FFHRAIEETefb PRI L O, *3: @hln s 7 v
T RRE. *4 MR O — % 201645 H9 ANy AT



100 psc
90 - ™ — EFFI00mE QIW
80 - T5FFHAESOIAEE
&£ 70 -
.ESI-I- 60
50
gﬁé 40 - l-‘
§E 301 v,
20 4 (R Yy
10 - "l——|__*____|
0 3 6 9 12 15 18
at riski HIaBEFHE A]
ZFAI200mg Q3W 154 104 89 44 22 3 1
TSFIRAERCIERE 151 99 70 18 9 1 0

M1 s & B PFSOEKARNTE D Kaplan-Meierdi#f (KEYNOTE-0243R5%)
(PD-L1BEME (TPS=50%) DEHEM)

100 :
90 ] ‘-\1_1\"\.
80 | '"‘x.\._
70 T
—_ ]
£ 60" Wi
ﬁ'!’ 50 . -'."n.m..." o e e ]
L
b 40
30
20 1 —— #m00mg Qaw
10 - TS5 BRSO SRS
0 3 6 9 12 15 18 21
at risk%y EFRRLA]
AE200mg Q3W 154 136 121 82 39 11 0
ISFrEREZOIEELE 151 123 106 64 34 7 1 0

X2 OSOHH T DKaplan-Meierii#t (KEYNOTE-024325%)
(PD-L1B3ME (TPS=50%) D EH L)



@IFEBEILFE S 1 /M AHER (KEYNOTE-010 #5#)

7T F TR ST LFRIERET 2895 PD-L1 B (TPS=1%) OUIBRAHE/2 i
1T - R OIE/NREEE 1,033 ]l (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5T 10 mg/kg Q3W G- DA MR VLZatEn, Fe&Xerxkfy (BT
DOC] & 9H,) XL L TREIENTZ, Zed. BGRHN TR EETHRD btz
BAIT, BT 2R TIER DD B AR WED RN L E LTV 5 BE TIE, KE
LI DGR TR BEI TR B D £ TAAIO B Gk &2 alE & Sz, TERT
IE B 13X OS X OVPFS & &4u, AFNEL DOC Ll LT, OS A EICER L,

*] : EGFR & fn 12 RGME L ALK @A BG5BT, 77 F 8K %2 Gk
VLI L DIRRIEICIN 2. £ E 4 EGFR FHEIEA X% ALK FHEMER 269 2 fuEtt
NEIGEANC K DIREEZ AT 2 BEDMAAN LI,

¥ .24 A ETHREENEZHAIARORE G EHIE L, 0%, FREETHRD b5
BlICEEGERTE L ENT,

#2 FiMERE (KEYNOTE-010 3{E)

AHA| 2 mg/kg AFAl 10 mg/kg DOC
Q3W Q3W
(344 1) (346 1) (343 1)
rhoefl (A ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~H#F—Fpn 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: ZHEX. *1 : B3 Cox bl Y — FEF T LD DOC & DL, *2: @hla 75 7k

E

100 f=
90 - Y ——— &8 2 mg/kg Q3W
80 F#10mg/kg Q3W
70 1 — REFFEIL
& 601
E 50
40 ] ftsgrs ‘lHII (| Il N
30 1
201 i
10
U LAGARLLULALALLLLLLALLLAL) LU LI LA LA LLL LALLM LA L IR LU LLE) LLALLLLLLLLELAARRELLLL) LA LLLLLL}
5 10 15 20 25
at risk# EFEmMA]
F# 2mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
FEFZFtIL 343 212 79 33 1 0

M3 OS DE#MMITE D Kaplan-Meier i (KEYNOTE-010 3R5%)
(PD-L1 Bt (TPS=1%) DHBRELER)




QEFRLF S MFHFER (KEYNOTE-189 #iR)

{LERIERE D 72\ EGFR A6 A REEM K Y ALK @ éE 5 O UIBR A G 7ok
17 « H3EDOIERE LRI/ N mnE BE 616 6] (HAN 10 iz &te) ZXI5Ic, KK
200mg (Q3W) | XA hL-FE KT RU T AKF) (LT =AML XEFR] L9, )
BT T FFRA| (VAT TF oI HNRTTF ) OPFREE (RAIGEREE) 1o
BRIER OZEVER, 7T 8RR, XX L%t KR T FF A OHAES ((LFE
IERE) 2ot L —EHEMRABR ORI SN, Mte b, 777 F AT Y EAL
DREEZTEIG®RIRL, BEIIHRK4 a3 —RAFETE L, 2B, B CHREETFR
D O AT R REIT 2 R TIER RO DR WEDREIKRMIICEE L TN D EBE T
I, RIEILAE O EfGEHAN CHREETHRO D ETERA L AX N3t ROJFHES
ZAkfEST D Z EFREE IS, FEFHMIEEE L OS KUVPFS & S, AHl <A b
Lt REOT 7 FFRBOMHAZE G777 ER, <X Xt REOT T F A 0
DFREEE- & e LT, OS K OVPFS # HEIZHER LT,

*1 0 ARHI200mg, Ak LFE R 500mg/im?, AT F 75 mgim2 XNV T T F
AUCS5 (mg -+ mL/min) DOJIEIZ Q3W (% =2—AD 1 HEIZEE) T4 a—2&5%, K
#1200 mg M2 A kLt K 500 mg/m?2 78 Q3W TG-Sz,

*2: 7 TR, XA M LFE R B500mg/m2, AT T F 2 15mgim2 xR T T F 2 AUC
5 (mg + mL/min) DJIEIZ QAW (%F=—=2m 1 HHIC#E) T4a—2HfEE5#%, FI+¢
REOANA N L& R 500 mg/m? A3 Q3W T h- & iz,

*3:24 WA ETEREESNIZGEIIARORGZHIE L, 2%, EERETHERO b
AlcEGHHETELZ EEE T,

#3 A3REE (KEYNOTE-189 35R)

AHKIOF FH#E o= 30 5
(410 1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ ANHP— R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
i (A ] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™ ™ NP — K™ 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEXR], NE: HEEARA], *1 : FRBIREOT —% 2017 11 A8y AT, *2: 8
B Cox WHINY—FRET ML DT TR, XA FLFt REOT T FFRIAGERLFEED
OFRRE L oL, *3 @Rl 7' Z 7 BE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#x
£%200mg Q3W. R
ANVFERRUTSF
TRAGRLEEE
F5th, RANFE
RRUTSF+8EIHA
|25

20 | —— FE200mg W, RARLFERRUTSFHRAIGBILEEE

10 7] ——— 75tk "ANFERRUTSFFRAIHBILEEE
0 T T T T T T
0 3 6 9 12 15 18 21
S FHR 8]
410 377 347 278 163 71 18 0

206

183 149 104 59 25 8 0

X 4 OS OHREEHTE D Kaplan-Meier Bi#f (KEYNOTE-189 38%)

at risk®
AR200mg Q3W. ~
XRUFERFMIDL
XKMRUTS57 88
TS5k, RANEE
RFMOLKERRY
7571 8A

100

90 -
80 -
¥ 70 1
“60~
i i
*HSO
g 40 -
£ 1
&30
20
10 -

— WG QIV, AANAEETMOLKEMRUT ST RN
—— TR, RAMNSCRFNDLXKIORRUTIFHER

206

RgmETM(R)

322 256 148 60 17 5 0

140 80 40 16 3 1 0

M5 SHTPRHEREIZES PFS OfEf#ENTEO Kaplan-Meier Biff

(KEYNOTE-189 35%)



@EFRL R F MRS (KEYNOTE-407 #ER)

{LFRAERED 72 BIBRARREZR LT - FRI8 O RF LRI/ N s B 559 5l (AA
AN 50 Bl & ETe) xR, AHF200mg (Q3W) . HIARTTF L ROV Y X FE)L
XiF 7Y 2xtn (A7 I EER) (LT Thab-PTX] v 9H,) OfFH#&ES (K
HOFAEE) P OFMER NLERMER, 7T 8R, INVRTIZF RO Y ZF /LY
IE nab-PTX OOFHE G ((LAFER) 2 25 e Le “HEMRRR TRt S, mifE
Eh, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZEITERL, F513HK4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD bNATEAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAL T EET N
RO OLND ETARANOKG 2kt T2 Z ERAHREE S, FEFHMEEE X 0S X
PFS & &L, KA, WNKRT T F 2 RO Y & X8 /L T nab-PTX OOFABEE1X 7 F
YR, DNVRTTZF U RORT U Z X80 L nab-PTX OFFHEE- & i LT, 0S &
O'PFS # 4 BITIER L7z,

*1: ARAI200mg, 237 U 2+t /L 200 mg/m? X i nab-PTX 100 mg/m?, 4 /LR ~7Z F > AUC
6 (mg - mL/min) DNAEIZ Q3W (KA, /X7 U EZ XL KRANRT T F o A35Ea—R
?1HBICES, nab-PTX Z%a—AD 1, 8, 15 HHILEKE) T4 a—xEhH%, K
#1200 mg 2% Q3W T G- sh -,

*2:. 7R, /N7 U HXE/L 200 mg/m? XiE nab-PTX 100 mg/m?, /LR 7 T F 2 AUCE

(mg * mL/min) DJEIZ Q3W (KA, /X7 U XXV IV K OHIVRT T F o N3E&a—AD
1 HEIZHES, nab-PTX (3£ =a—AD 1, 8, 15 HEICZHKE) T4 a—2E5%, 77
TR Q3W TG STz,

*3:24 W A ETEREESNTEGAEIIARORGEEZHIEL, D%,

BlCREHEATELZ Z LI,

TREEIT SR b

#F4 BB (KEYNOTE-407 35)

AAKIDF L (bR iERE ™
(278 1) (281 1)
i (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ ANAF— R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
R (A ] 6.4 4.8
(95%CI) (6.2, 8.3) (4.2,5.7)
PFS™ ™ N — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl : fZHEX[H. NE : HEEAR A, *1 . FREENTREO T —% 1201844 A3 Ay AT, *2: 8
Bl Cox HeBINY— REFT VL DT TR, WIVRTTF U RO U X FE/L T nab-PTX
OOFREIEE Oz, *3: J@hle 7 Z > 7 FE, *4 : RECIST A4 K74 > 1.1 fIZES ER
RS A Y]



100 e
90 - :
80 -
70 -
£ 60 - -
B 50 | Ly
ﬁ 40 1 l.-“1"1++ .
30 __ == H
207 AFNOMg QW, ALRTSFVRY/IU I+ I Rdnab/tTUT+ el
18 1 IstR auETFUREIY SRS
0 3 6 9 12 15 18 21
at risk# ErFM LRI
FH200mg Q3W, Ak
T3FIRVINIVIFEI 278 256 188 124 62 17 2 0
RlEnab-1t7U 9%t
T3t ARTSFY
RUNIUIFEIRIE 281 246 125 93 45 16 4 0

nab-N7U9%t)l

X 6 OS DH TR D Kaplan-Meier fi#R (KEYNOTE-407 3R5R)

100 7
90 |
80 1
:\570—_

— FH200mg Q3W, AVKTSFYRUIN7UTF IR Enab-I17Y 9%
\‘L ——— T3tk ARTSFIURVITYIF IR IEnab-I17Y9F LI

——|--|-—q__+l
—

at risk#x

AH200mg Q3W. Ak
T5FURGINIVIF I 278
Rdnab-IN7U 9%l

T3ER, hbRTS5FY
RUNKTUIFEIRE 281
nab-/S7U 9%t

T T T T

3 6 9 12 15 18

HEREFHRA]
223 142 57 23 5 0
190 90 26 12 4 0

X7 BERTHPRHEEIZLD PFS O S REIFEMTED Kaplan-Meier Hig

(KEYNOTE-407 35%)

10



GEBEILFFMAEFER (KEYNOTE-042 #5#)

LB D 72\ EGFR A6 T REaM, ALK BhE B 5 1M & OV PD-L1 Bt (TPS
=1%) OYIRARERMELT « FROIE/ NIt B 1,274 B (HARN 93 Bl &te) %
RFGAT . AH 200 mg Q3W & 5- DA MK Ok, 7T FF A2 & e fb k%
XL L TRET S 7z, 7eds, BN CHREBEITTNRD SN HAI1C, KEEIT 2R
FIEIRAZED SR WVEDRERANCZEE LTV 5 BE T, WRIEILLE O B 3T TR R
TR LN D E TAANOE G 2k 5 2 LN ATHE & S, EEFHEE H 1L 0S
&St ARENLT T F K E ST FREE L R LT, OS #HRICIER LTz,

*: 24 WA ETERG INTGEIIARFORGZH 1L L, 0%, EEEITHZE D b -Ga
CEGEBATES L L ENT,

&5 AMHHE (KEYNOTE-042 3E) (PD-L1BBME (TPS=1%) DRBEEM)
77 TR B G Te
AF 200 mg Q3W (g
il %k 637 131 637 1]

o e [H] 16.7 12.1
;;S%i% os°! (95%CI) (13.9,19.7) (11.3, 13.3)
(4 ) ANP— R 0.81

(95%CI) (0.71, 0.93) —
P ffi™ 0.002
il %k 299 % 300
o e [H] 20.0 12.2
OT)PQS_;;Z 0S™ (95%CI) (15.4,24.9) (10.4, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
il5 338 4] 337 $3
o thefiE LA 13.4 12.1
Sziggzgéf 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP — REE™ 0.92 B
(95%CI) (0.77, 1.11)

Cl: EHEXRE., *1 : PR OT —% 201842 H 26 H A v b4 7, *2 1 @RI Cox Hefil
— RETNWIZE D77 FH A ETALFHIE L O, *3 . Bhln 77 v 7 RE

11




100 1
90 - s — FFI200mg Q3W
80 - \ ——— FSFIEEESLIEEL
70 =
& 60 -
ﬁ 50
# 407
30
20
10
0 : : : : : :
0 6 12 18 24 30 36 42
at risk#% ErERLA]
AEI200mg Q3W 637 463 365 214 112 35 2 0
T5FFERRSOEEE 637 485 316 166 88 24 1 0

X8 OS D RIENTE D Kaplan-Meier Bi#f (KEYNOTE-042 3{5%)
(PD-L1 B (TPS=1%) DERELEM)
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[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERRIIAFIRE 148/154 5] (96.1%) I O} SOC #f 145/150 ] (96.7%) (258 B, 15
B & ORI RBIR NG E T WA FRHRIL, £ 113/154 4 (73.4%) K O 135/150 )
(90.0%) ITFEH BNz, WTNNORETHILERD 5%LL LORIEMILITERD LB ThHh-o

776

K6 WTNHORETHERED 5%LL LORIEA (KEYNOTE-024 3Bk (REMEMIr S E£H)
FRERIKS¥E (SOC: System B (%)
Organ Class) AHIEE SOC B
FEAGE (PT: Preferred Term) 154 4] 150 31
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
ERIEM 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MmEIs LY >R fmE

2y 8 (52) 3 (L9 0 66 (44.0) 29 (19.3) 0

A 1 ER A E 1 (0.6) 0 0 8 (53) 2 (1.3 0

i R ERIRA iE 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

I/ IR i 0 0 0 17 (11.3) 8 (5.3) 0
PN 3 AR 7

FR A e U E 1 (7.2) 0 0 0 0

FCR IR AR AR T E 12 (7.8) 0 0 1 (0.7) 0 0
B

(XA 6 (3.9 0 0 17 (11.3) 0 0

T 22 (143) 6 (3.9) 0 20 (133) 2 (1.3) 0

D 15 (9.7) 0 0 65 (43.3) 3 (2.0 0

O 4 (2.6) 0 0 18 (120) 2 (1.3) 0

Mg n: 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— % - AHEEER L OB G O R EE

I 9 5 (32 1 (0.6) 0 11 (73) 2 (1.3 0

95 16 (104) 2 (1.3) 0 43 (287) 5 (3.3 0

TR 1 (0.6) 0 0 9 (6.0 0 0

FE 16 (10.4) 0 0 8 (5.3) 0 0
IR IR A

ALT H5/0 10 (6.5) 0 0 7 @47 0 0

AST #4n 8 (52) 2 (13) 0 5 (3.3) 0 0

7 v F =8 3 (19 0 0 15 (100) 1 (0.7) 0

AF BRSO D 0 0 0 20 (133) 6 (4.0) 0

M IR ER D 0 0 0 18 (120) 9 (6.0 0

1 BR AR 1 (0.6) 0 0 16 (107) 3 (2.0 0
Rtk L O EE

BRI 14 (9.) 0 0 39 (26.0) 4 (27) 0

K~ 7' x> U A 1 (0.6) 0 0 9 (6.0 0 0
AR X O ALk R

BA &R 13 (8.4) 0 0 4 (2.7) 0 0
TR R P

VS 1 (0.6) 0 0 15 (10.0) 0 0

K= 2 — R — 2 (13) 0 0 9 (6.0) 1 (0.7) 0
RO o, HERE K OV RS

filiig 2% 8 (52) 4 (26) 0 1 (07 1 (07 0
B R ¥ & OV TRk R 75

i EE 0 0 0 12 (8.0) 0 0

B iz s 8 (5.2) 0 0 1 (0.7) 0 0

& D FERE 12 (7.8) 0 0 3 (2.0 0 0

e 1 (7)) 1 (0.6) 0 3 (20) 0 0

13



¥, ARFIFEIZI WD CHIE ML 9 61 (5.8%) . KB - HED i 8 i (5.2%) |
PRI (7 v« NL—IEERESE) 261 (1.3%) . IFHEeRE 22 4 (14.3%) . Uk
IRHERERE S 21 5 (13.6%) . TEEMAHERERETE 161 (0.6%) . 1 AUHESRYHE 1451 (0.6%) .
ERERETE (PR R EMER %5) 161 (0.6%) . FEZE 161 (0.6%) . Ahde - REHCT
fRSEIL 161 (0.6%) K TN infusionreaction5 1 (3.2%) AiR b7z, £7z. BEDKE
frst (R RERERSERAEMERE. SIEALBE, JEREIES) | BIRMRekaE, EIEM I, M
K- BRSSO, DR, PRI R VESREESR . R I M OREEER
BRSO b o 7o, REWERRBURILIZESESE S (BRREERY 25T) 25T
IR ERT,

OIE BEIL[F 2 /MR (KEYNOTE-010 #5#%)

HEFERIT 2mg/kg Q3W Ff 331/339 151] (97.6%) | 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
K OYDOC #£ 297/309 i (96.1%) 12788 H AL, {RBRIK & ORREBMERNGE TE WA E
FRIL, FNEI 215/339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IR BTz, WT IO RETIHIELED 5% EORIWERIZ TEDO LB Th o7,

K7 DTN TREEDR 5% EOBHER (KEYNOTE-010 3RER)  (REMMITIIREM)

ZRERIKRSHE (SOC: System B (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W DOC ##
JEAEZE (PT: Preferred Term) 339 {3 343 309 i
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
EIEH 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MK LY R fEE

2 1 10 (29) 3 (09 0 14 (41) 1 (03) 0 40 (129) 5 (1.6) O

I BRI E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) O
PN 3 AR 7

FER IR AR AR T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B GRS

i 24 (71) 2 (06) O 22 (6.4) 0 0 56 (18.1) 7 (23) O

L 37(109) 1 (03) 0 31 90) 2 (06) © 45 (146) 1 (03) O

H N 13 38) 0 0 7 (20) 1 (03) O 43 (139) 3 (1.0) ©

Mg 12 (35 0 0 13 (38) 1 (03) 0O 24 (78) 2 (06) O
—fik - AHEER L OB GEN O RE

e 3 20 5.9) 1 (03 0 19 (55) 2 (06 0 35(113) 6 (1.99 ©

i 46 (136) 4 (1.2) 0O 49 (143) 6 (1.7) 0 76 (246) 11 (36) O

RN P 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEN 10 290 1 (©03) 0 14 (4.1) 0 0 17 (655) 1 (03) 0
BRI AL

i ER B 0 0 0 2 (0.6) 0 0 24 (78) 19 (6.1) O
PR SRR

PR 3 (09 o0 0 3 (0.9) 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk R 7

=B 3 (0.9) 0 0 2 (0.6) 0 0 101(327) 2 (0.6) ©

Z 9 FEE 25 (74) 0 0 32 (9.3) 0 0 5 (16) 1 (03) 0

% 29 86) 1 (03) O 44 (128) 1 (03) 0 14 (4.5) 0 0

728, 2 mg/kg Q3W BE & TN 10 mg/kg Q3W BEICBWCENZE ., RV MENizE & 15 4
(4.4%) K146 (4.1%) . KRG - EEO RIS B (1.5%) KO 24 (0.6%) . =
FE D Rz [ = (B2 R REREIRAE e, 2T ALBE, JE RHEIESE) 1 41 (0.3%) KON 1 41 (0.3%) |
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PRI (X7 2« N U—IEERES) 2 61 (0.6%) L ON3 B (0.9%) . AFH§RERED 23 51

(6.8%) KLUr22 f (6.4%) . HUIRMRFERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 1 (0.3%) KON 1 5] (0.3%) | FIIFEHERERR S 2 1 (0.6%) & O* 1 fi (0.3%) .
1 AUFERRIE 1 B (0.3%) KON 2 5l (0.6%) . BHERERETE (RMEREMB RS 4 4
(1.2%) KO0, WK 161 (0.3%) KO0 B, sk - BREUmaAEE 161 (0.3%) KO
0 #1, infusion reaction 2 f5] (0.6%) MK ON6 ] (1.7%) NiEDH NIz, £-. HIEAHES
SE, M2 - B, S E DMK, Ok, N/ MBI PESREER . FE iR M OY
IREFEREE LTGRO DR Do T2, ARRIVEAFSBUR I X B EFS (BRARMR AT 2 5 Tr)
EEDERRERE TR,

OE BRI A MAHFER (KEYNOTE-189 #f#)

HEELIIARKIOFHRE 404/405 5] (99.8%) K USkHEHE 200/202 5] (99.0%) (Z#8®H &
AU, TREREE & ORI RBIRAEE TERWEEFEFRIT. Z4E4 372/405 # (91.9%) K&
0r 183/202 5] (90.6%) (ZFB¥ HALIZ, W ORETIBLRAN 5% EORIMERIT TR
DEELHTHoT,

K8 VTN DRETREEDR 5% EOBIWER (KEYNOTE-189 3RER) (MM REM)

8 B BIIK ¥ (SOC: System B (%)
Organ Class) AFNOF R {bZFFRERE
FEAGE (PT: Preferred Term) 405 5] 202 131
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade5
EIEA 372 (919) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY RS
=il 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENE AT P BRI I 25 (62) 24 (5.9 0 4 (20 4 (20 0
i Bk iE 22 (5.4) 8 (20 0 12 (59 1 (05) 0
1 A ER R i 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M/ A E 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
Rl A e
AR IRER RE AR TE 22 (54 2 (05) 0 3 (15) 0 0
AR i
VRIREE N 51 (12.6) 0 0 14 (6.9) 0 0
e
(LA 67 (16.5) 0 0 24 (11.9) 0 0
] 78 (19.3) 15 (3.7) 0 22 (109) 4 (2.0 0
TN 187 (46.2) 12 (3.0 0 90 (446) 4 (2.0) 0
ISP 26 (64) 2 (05) 0 15 (74) 1 (05) 0
Mg 74 (183) 7 (L7) 0 39 (193) 4 (2.0 0
—f% - RHREER L OB EEHAOREE
T HE 53 (13.1) 16 (4.0) 0 31 (153) 3 (15) 0
P T7 134 (33.1) 20 (4.9 0 62 (307) 3 (15 0
FERE DI SiE 30 (74 3 (0.7) 0 14 (69 1 (05) 0
RAG PRV 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (0.2 0 4 (2.0 0 0
JEYE RS £ OV HUE
fE e 20 (49 1 (0.2 0 10 (5.0 0 0
B AR AL
ALT #3n 38 (94 2 (05) 0 16 (790 3 (15 0
AST #7 28 (6.9) 0 0 10 (50) 1 (05) 0
ez vrF=48m 32 (79 1 (0.2 0 12 (5.9) 0 0
I I BRER 22 (G4 7T (A7) 0 12 (59 6 (3.0) 0
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B IR 5348 (SOC: System B (%)

Organ Class) AR AR {bZAFRIERE
HAEE (PT: Preferred Term) 405 4l 202 5
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
Rtk L O EE
EEXE BIES 84 (207) 4 (10 0 42 (20.8) 1 (0.5) 0
K~ 7 3% v AifE 22 (5.4) 5 (1.2 0 3 (15) 0 0
R
LR R 37 (91) 1 (0.2 0 14 (6.9) 0 0
Rk X OV T ARk
Bz i W 11 27 0 0 12 (5.9) 0 0
9 FEE 37 (9.1) 0 0 12 (5.9 0 0
St 51 (126) 5 (1.2 0 17 (84) 3 (15) 0

7285 ARFIEEZ I T RIVEPEME 16 1] (4.0%)  KAGZ% - FEE O T 20 41 (4.9%) |
fRgfEE (77 2« N LU—EGIES) 10 1 (2.5%) . ITHERERESE 62 1 (15.3%) . HIIR
AR REREE 32 (5] (7.9%) . FEEMAHEAERETE 2 61 (0.5%) | EIEFEEEREE 1 41 (0.2%) |
1 ApERRI 151 (0.2%) | BHRERETE (RS HIEMERE KE) 2561 (6.2%) . XK 2

(0.5%) K N infusionreaction5 fil (1.2%) MR HNT-, 7o, BEOLEREE (KF
AERARIE AR . ZIALEE, BREIES) . Ak - BRRUTAlARE . BEM e, MK -
BEBSE . S E DS, DA, SafE M MR PSR B . PR IR i e OVIRZFEREE 13
R BT o tz, REIWEARBURIIIBIE 5 (BEMREMRY 25T &5 ieEit
fERERT,

@[EBE L [F ZE A RER (KEYNOTE-407 #5R)

HEESIIARKIRE 273/1278 1] (98.2%) I ONXFHERE 274/280 1 (97.9%) (258 H AL,
IR & OREBUEDEE CERWVAFFERIL, EhEi 265278 5] (95.3%) KO
249/280 5 (88.9%) (2388 BTz, WTNNORETIILRN 5%LL EORNWEIZ FRD
LB Thoi,

#£9 WTNLOBETREERN 5% EORIER (KEYNOTE-407 REr) (REMEMITrRER)

# B BIR7¥E (SOC: System Bl (%)
Organ Class) AAIE AT HE (b PEERE
HARZE (PT: Preferred Term) 278 il 280 {1
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
FEIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
21 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEENE AT PRI 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F f BB e 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 A ER R i 97 (349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
/NS SiE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
Wy s 5
FHR IR RE TUESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR RE A T E 16 (5.8) 0 0 3 (1.1) 0 0
B Wb
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 (21.9) 8 (2.9) 0 47 (168) 4 (1.4) 0
L 85 (306) 2 (0.7) 0 71 (25.4) 3 (L.1) 0
/AR 36 (129) 1 (0.4) 0 25 (8.9) 3 (L.1) 0
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#aBBIX¥E (SOC: System % (%)

Organ Class) ARFNOE R e==2-30s
HAEE (PT: Preferred Term) 278 {5l 280 i
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
— - EHEER L OGO R

) RE 46 (16.5) 3 (11 0 41 (146) 6 (2.1) 0

it 54 (19.4) 7 (2.5) 0 52 (186) 7 (2.5) 0
R AR AT

AST #471 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

At R AR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

1R 23 (83) 5 (1.8 0 16 (5.7) 6 (2.1) 0

P i Bk H k) 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
R L OveskhEE

EEXE BIES 47 (16.9) 5 (1.8) 0 57 (20.4) 4 (1.4) 0

K~ 7 3% v AifE 15 (5.4) 1 (0.4) 0 9 32 2 (0.7 0
B R B L UGB LRk

BA i 36 (129) 1 (0.4) 0 24 (86) 2 (0.7) 0

7 Y98 32 (115) 2 (0.7) 0 26 (93) 1 (0.4) 0
PR E

LR S 23 (8.3) 0 0 7 (2.5) 0 0

K= 2 — R — 55 (19.8) 3 (1.1) 0 37(132) 2 (0.7) 0

SER 15 (5.4) 1 (0.4) 0 13 (46) 1 (0.4) 0

KR E =2 —n/3F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

it B 126 (45.3) 1 (0.4) 0 100 (35.7) 3 (L.1) 0

% 9 FENE 29 (10.4) 0 0 15 (5.4) 0 0

S 28 (10.1) 0 0 20 (7.1) 0 0

7pF. ARAIBEZ IV TRVEMEMIZE R 14 41 (5.0%) . KB - EHEEO T 14 1] (5.0%) |
MRS (7 2« N L—JEERES) 55 6 (19.8%) . JHBERERETE 26 5] (9.4%) . HIR
IRHERERE T 31 61 (11.2%) . T EEMAEHEEERET 2 41 (0.7%) . BEHrEkES (R MEME
BLREE) 6 (2.2%) KON infusionreaction 6 5] (2.2%) MR BiT-, 7=, EEDKL
JEREE (REREAMEGRE, SZIRLEE, BRRIESE) | RIBREREREE. 1 AUNEIRN,
K. ok - MR RLARE, BHAERIESE, MR - BEREAE . 589 Ak, DR,
M NI PSRBT . FA PR M OVRIFEREF IR B e n o 72, AREIVEHRELIRL
FREER (AMEMERT A E5) 2a0EiERE =T,

GEBRIHFEFH IR (KEYNOTE-042 i5k)

HEREGIIAAIRE 610/636 1] (95.9%) K OMbLFHILRE 606/615 1 (98.5%) (2788 &
L. IRBRIE & ORRERA G E TERWAEEFEFRGIL, 221 399/636 il (62.7%) &
1*553/615 ffi] (89.9%) (ZFB¥ HALIZ, W DORETHBLRAN 5% EORIMEMIT TR
DEEBHTHoT,
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£ 10 W) DOF TREAREDN 5% LOBIEA (KEYNOTE-042 ER) (ZRMEMITsTEEH)
B RIR 34 (SOC: System % (%)
Organ Class) AHIHE #== 375 it
HARFE (PT: Preferred Term) 636 14l 615 14
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
EEEH 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MiRF LY R kEE

£yl 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0

I BRI E 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0

U HR BRI E 5 (0.8 1 (0.2 0 88 (14.3) 46 (7.5 0

1N SiE 3 (05 1 (0.2 0 56 (9.1) 10 (1.6) 0
i

FRR IR RE TUHESE 37 58 1 (0.2 0 1 (0.2) 0

FOPR IR REA T E 69 (10.8) 1 (0.2) 0 2 (0.3) 0
B

A 8 (1.3) 0 0 68 (11.1) 0

i 34 (53) 5 (0.8) 0 46 (75) 1 (0.2 0

L 31 (4.9) 0 0 184 (2990 7 (1.1) 0

A% 7 (11 0 0 31 (5.0) 0

/AR 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f - RFEFER L OB G OREE

77 iE 27 (42) 3 (05) 0 60 (9.8) 10 (1.6) 0

9 55 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
AR AR AT

ALT 1 45 (71) 9 (14) 0 53 (8.6) 5 (0.8) 0

AST #471 41 (64) 4 (0.6) 0 42 (6.8 2 (0.3) 0

It R AR D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0

1R 2 (0.3) 0 0 64 (104) 20 (3.3) 0

I I ERE e 3 (0.5 0 0 71 (115) 32 (5.2 0
Rt L OGS

AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (15) 0
B R B L UG A Rk

RA i 27 (4.2) 0 0 46 (7.5) 0

PR 20 31 1 (0.2 0 50 (8.1) 0
PR RIEE

KM= 2 — 1 R — 1 (0.2 0 0 50 (8.1) 5 (0.8) 0

KM = 2 —a " F— 3 (0.5 0 0 41 (67 6 (10 0
MERgs . MaEREs J OERm R

Jitifig e 43 (6.8) 19 (3.00 1 (0.2 0
R X OV T A RRRE

it B 2 (0.3) 0 0 136 (221) 7 (1.1) 0

Z 3 FESE 46 (7.2) 2 (0.3) 0 15 (2.4) 0

5 46 (7.2) 3 (0.5) 0 27 (4.4 0

728 AFIBEZ IS TRV RN B 49 61 (7.7%) . K% - T O i 10 41 (1.6%) |
EE OGRS (REHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(7 v« NU—EERESE) 1] (0.2%) | HFHEERETE 76 1 (11.9%) . HRIREEEERE
%02 5] (14.5%) . T HEIAFEAEFEE 34511 (0.5%) . BIEHEREREE 341 (0.5%) . EHERE

b (RARE TR 26%) 361 (0.5%)

CER 1B (0.2%) . OB 1] (0.2%) K

N infusion reaction 6 141 (0.9%) 23#8D Lz, £7-. 1 BUBEIRIR .. 2% - BEET Al ARIE .

HOERGBEIE, MA% - BT, 5 & O B,

Se e M /B> PESRBESR VA K

ORIFERPHIER O b e o To, RENWERAREIRIUI B F 5 (R MAERE 2 & i)

Ea DR R 2T,
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(M- AE]

KB OFEEFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KK 200 mg %
Q3W, 400mg % 6 FMMHE (LT TQeW) &9, ) XiX10mgkyg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O g PR ESRG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 Mg P (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM96 ) 1. AHAl 200mg 2 Q3W THeH- L72BED Craxss
R L CREAZ R T E TSN OO, HARNBEIZB O THBEMEDRHER I LT
LR - HETH 5441 10 mglkg (FHE) %2 Q2W THE: L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EERAHRERE 252 I2K4] 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) 1 0 5 7= 34 HES < RpydEhne
WNIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIOlRER & & A XL et
& OR#EZ R DIRESST T VPERE S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 L7-fROMRE & & A T2 et & O #EIZ DWW THRE S ok R, bk
SEORE - HEOM THNE R ORI e 22813 v &Pl &z,

K11 FAOKYBE T A —F

[ Comr Cave Coni Coras Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 041) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100 BID ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%450) | Cmax @ FIEIE
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 7 H i

I @ 56 il DRATEIIE  (95%15 HE X [H])

§ : 41 Bl RAEEIE  (95%(ETHIX[H)

NA : %7 L
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4, FEFRIZOWVWT

AHFNO I P G1Z%F LT, KBS & U CTHERARERE (SFFE) At i
HZ D, UEGREZEYICEM CTX AR THLILERH D, 0 LT, EHEKH!
A 7 BGEHE (RMP) (ZHD & AHI OB G 22 SV RE G B~ D i )R 23 & 2 Hi i
Tho T, REIORGPEE) I BF Z W - FrE L, AFIOREIC LY BEEZ2REWEH%Z
L LTSRS T D 2 BB T2 LT OO~@D TR T A7z I Mgk (2B T
fFHT L& TH D,

O MEFITHOWT

@1 Fieo (1) ~ (5) OWTINITHEYT AR THDHZ &,

(1) JEATBRENRET D05 A2 RoEHEILSRRE S (FRE IR A S HOEHE LR
HiIER S AR ISR BE . Mtk 2s ARSI B &)

(2) FrErgaEsmbE

(3) HBENFIRA TG E T 20 sl (D AR REEEE ERPE. 25 AR
Wb, AN A IR R &)

(4) S RACFIEE 2 08 U, ARG LSRR | USSR LRk ekt
2 DJis FEVEIAR D 21T > TV D ek

(5) BrEEMERES AL E BN R OfER EAEITLR D | 21T - TV B Jitigk

O-2 g DALSHRIE K ORI E R FE S O RIS A543 72 Fnidk & BBk 2 R EAT (FRO
WFINCRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

o [EHithEFFEEE 2 EDOIHIHME ZME T L7212 5 4ELL ED D ATRIED B RIHE %
[THoTWAHZ &, 95, 28D RIT. DAEMIREAY L L-BREEZOHHE 2
{ToTWVWBHZ &,

o [ERIRFFIGER 2 FOMHIHEAE T L72RIZ 4 FLL EOBRKRRZ A L TS
Z&, o 3ELLRIE, DD AVERYIRE A S PRSI S DO BRIRIHE 24T -
TWnsZ &,

Q@ PBENOERLEREEDEHNIONWT

I EHRE BCEE T 2 LA DR E S, BEEEEN O OERED ., AR - &
PSR FAE RO B L ORI 2 Rt A FFRPBAE LG H oHEs
¥R, FERESDIATON DGR ESTWND Z &,
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® BIHER~DORRITDNT
@-1 HEREHICEET 5 E S

WM R B O BEE R BIEA NI A LB, 24 FRRIZEIEHI O T, Yaklisk X
VEEE SRR 123\ T BB L7 RIEANCS U CARBREE K O CT 2 OFIVEH ORI &
BRRAORERIY BHRIZE LI, BEHICRHSTRERARH 2> T Z &,

@2 EERFEHEICLI>AEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 AT D IR FE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE & #REZ LG TE 5 F— AEFRRH] 235
ESNTWDZ L, B, BIEHIZHOWT, NABRE & ZOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIERADOZW LRI LT

RIWER (FEMEMEBIZINZ ., KIBX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - IF2% - BLMERRAE 2k, BERERE S ORMEHREMER R, RERKEBRE) . N
Sk E (TEARRERRE S FURIRERERE . BB HEREREE) | 1 BUBEIRIE ., 5 & 9 Rk,
Mo - BEBURIARIE . e, EE O REREE (hEPER R EEIERARIE, B R IEARE
e, ZIPALEE, BERKJIESE) . infusionreaction, AMZE - BEMEAS, FIEMNMEJAE, AhikkaE

(7 v« NU—EBRESE) . Ok, BEEmEEE (G Vi MR YESS BT |
e rEg i, JRIFERE;, MEREKIES) . EEOT R, MERERIEGRE, %) 1Tt
LU C. Yeshias ST BB O B 2 6 9 2 A0 & s U (RITEH OZWroxtits
WL THREL NI REZZ T ONLIEMHICH D L) | BEHITHET) 72L& TE DA
MNESTWNWHZ L,

21



5. EXG LD RE
[H2hEIZ B+ 2% F1A]
O ARFIOBMBEGIL FROBFIZBNTHIMEN RSN TN D,
o ALFRIERED 72N EGFR Bin AR, ALK &8s 12 & O PD-L1 5
P (TPS=1%) DOUIBRAREZRHELT - I DI/ R s B
o TITFFHIKEETALTRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHE R
HEAT « FRFE OB/ IR ME RS (735, EGFR Bis 14 BG M X T ALK A8
GO BETIE., FNFN EGFR F 12 20 % F—PHEH T ALK F 1
v —VHERIOIRERR G 5 BE)
72k, TPSIFRAT7 v ) X~ (BB HHEZ) oar =4 2 (E4
PD-L1IHC 22C3 pharmDx [ =] ) ZHWTHIET HZ &,
@ AAOMOHEMEEEA E OFHE ST FTRRORF BV TEER RS LT
o
o AR LMUFE REORTZFFHAIL O HEE  ALFEIERED 72 EGFR &
B EREMER D ALK BE s 1O UIBRREERHELT « BROIER T L
N Rl e
o HWNKRTTFURONT Y ZFENNiEnab--N7 U XX LS b
B O 72 OUIBRARE 7R AT - T O R R IR/ N it B
@ ALTFFRIERE D 72\ WHETT « B O IR/ NIRRT 13, PD-L1#R 4 C PD-L1BME (TPS
=1%) ThiUL, AAOBME G2 EET H & Th D, £z, EELEEIEICT
T DHARMICRIED 2V EF 2 B 5 B ICx LTIE, PD-LIFBURBLIC D 5
T ZNENOMMI R U Tt 2t B L FRE & O G2 BET 5 2 &0
TE D, 2B ARORGIZH o> TE, 2RI A K74 > (A ARR#E2m)
EX 2 3 R R
@ TFRCEEY T D BEITKRT DARANOE G K OE A HIEIZ W T, AFIOFHPEN
ML SN TELT, AAOELGXRE RS20,
o INEAMHBREL
o QOTHAAIDAENMENT STV ML OFUEMEIREA] & O P 5

WD 23 WA R T A (AARBESAR) (SBW T, BT A /ST AR > o
(DECOG Performance Status 0~1 2 T 75 g% LA L. XI1Z@ECOG Performance Status 2 2 0 BETIX, %3
HARPUER] (REXXeL%) OBEFIRENPHERINTEY ., 20X 5 REAE T, E bEREICk
LHAREICHERH D EEZ NS,
%2 BCOG O Performance Status (PS)

Score ER

0 | <R <IEB T 5, MWl [F U HHAEESHIRZ AT D,

PIREICI LR IHIR S5 28, SITARE T, BAEEH > TOEEIFTH 2N TE D,

Ul gl oz, wimsiee

BATRIRE CH Y OHEOEY O Z L33 X CTHREEMEREIL TE 220, BHO 50%LL By R T =,

ROENTZHSOHOEY OZ L LnTERY, BFO S50%L EE Xy R+ CiaZd,

AW

E<BHT RV, AGOHFOEIY O LFE TERY, BRIy R iFTHId,
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[ZetizB 4 5 F1E]
O TRICEYTHIREICOWVWTUIARIOREN LD L SN TWD Z b, &5 %217
DN &

@

RFND RS xF LIBBUE O BEERED & 5 B

TERATORHMEIZ B W T RIS Y T D BE IOV TR, AR O#F G 13fELE X u7z

AR

L DOIRFERPUR R R NG EICIRY | HEICAKZEHT 2L 2BETE S,
MR B OA P UIBE E D & 5 B

I 0 1] 5 A A C TR B & R 00 D BB e OB B 0D St i it i 2 <0 S e 1 i ¢
FEOMMIZRIEMEZE N A LN D BE

H O ERB OO, SUTEMR 2 L < IXHHMED B oz iE B OB ERED
b5 B

e g (&g A ) Db HEHE

T OB IBE 2 A3 2 8F

ECOG Performance Status 3-4 2 o 3
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6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEIZ I & ARHK| O Fetk Je ONiE 1E

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAICIENE D | B XX Z OFEICHINE L OERR %2+ L, RE 215

ThoEETHZ L,

FREWERH O~ R T A MZDWNT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, BEWREE) ORERR & O X iRt O FEhESE, Blggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h —%FDOMmA % T3
HZ L,

e infusionreaction 23&% 5L 5 Z L3 5, infusionreaction 23588 B ILIZ A IZ
. U ALE AT D &L b, IR RIE T D £ TEREDOREE I EE
T5HI L,

o HURERBEREREE. TEAEEREELRORIBEHERENHODONDLZ ERHDHD
T, AREIOF5-BRLART & OFe G- I E IS N WS RE MR A (TSH, 78
T3. EHE T4, ACTH, Mt =L F Y — L EDRIE) 2 Eiid 52 L,

o BUENTR. A4, IFRERES . Tk, B{EMERERDR L L bNDL Z &3 H D
DT, KAEIOBE-BAGRT R O G- M S i3 E IR BEsEMR A (AST. ALT,
y-GTP. Al-P, BV /LEHOMIE) 2EfT5HZ &,

o SEIER (IMERLOILEEHRERLET) EORERERIREERH b D
ZERHDLZOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o KEFNOBEIZLY | BEORIEICTIRINT 5 £ E 2 BN DR IR BHNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
R 72 5k & AR BR 2 Re O [l & g Ui bl 2 BB BIRe W 21TV, GRSk
FOSMZ & 2 BWER BN 2561215 AR ORE ST 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
HOYGENFRD B2 WIGEIZIE, BIE RE R VE LSO & i Fl o e hn
LEETDHZ L,

o BERKRTH. BEMMNSEIARGE L THrLRIERANRET D Z 8B D0,
AFN DGR TRICHRIEHORBUZHSITHEET D Z &,

o LRUBEIRIF (BUE LRUBEIR A ET) bbb, BERPMES RV R— R
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETDHZ L, 1 AERF NSNS &G EHIEL, AR Y Ul
Hl OB GHEDOEY)7REEITO Z &,

AR DGR IB W T, KEYNOTE-024 545 )2 O KEYNOTE-042 7B Cl3% 5-B

W5 9 T L2, KEYNOTE-189 7B Cld& 5Bt 6 B KON 12 #HH, LU

BelX 48 B ETOWMT L, D% 1238 2 L2, KEYNOTE-407 3R Cl3#% 5-5A14

Mo 6B, RBEBLNISHEE, UMIZ4SHEEBECTIORITE, TR 12T &

A EDFA 24T > T2 2 & 2 BE10, KB 5 I E I migmA coh R

DOHERZITH Z &,

24



xEFERHEET A FF A4
RA7Tul) XAv7 (BIEHEEEZ)
(BR74 : ¥4 b —& SRERE 100 mg)
~EfEAE~

ERR2 92 A (FFn44E 9 AKET)
BEEBE




Bk

1. ZL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIRAGE P4
4. FEFRIZHOWT P18
5. BHxtGL e b P20
6. HEHEICELTHETRXHIRA P21



1. IXT®IC

IS OGN < REMEDHEROT- DI, WA STEZEITE SV E el 23R D
Bb, 5T, IEORFAROMARNC L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEIMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5D,

HRE RS T SRR BT 0 7 7 A VDB RO EI S, & B S 2
RHZENRNHDH, ZO7h, MR OEEMEICET D ERN SR T 5 E TOR,
WEEIRLOREEZ R 2T D ENHIRF SN EBE IR L THERT S & L i, BIE
R U7 BRIC LB ekt 2 & D 2 & DN ARE 7R — 8 O E % Jiii 7= 3 A% B C i A
THZENEETHD,

L7eRoT, KA T A4 TiE, BARBERESLZNE TICHELN TV D EFITH -
BHER RN EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA0 6 B g B %
FROEEFRREZRT,

B ARITA KT A %, MSIATEOE NESE SRR S, A E AR AR
BRR IRy . — M E A B ARERRNRHE S KON RN B AR &R 2 O )
DY EER LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 AT X~vT (Eis
THAHE %))

R ERDMETNE - PR ANE

MEERDREROCHE  @% ., RAICIE, a7 nl X~7 (EaHHEfz) LT 1
[8] 200 mg % 3 WA IR 13 1 [5] 400 mg 2 6 I [HfEFE T 30 53 fH
T THRIEFRET 2, 7272 L, INRmBRIE DS A 1. &5 WM
X 12 WA ETET %,

il 3& Ik 58 3¢ & 0 MSD RSt




2. AAIOKK, 1ERKERF

FA ML—F ilEE 100mg (—4 - RAT7 R U X~ 7 (Bis - z), LUF TR
Al EvvH,) 1X, PD-1 (programmed cell death-1) & %D VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEH#ENEST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AVKIRE AN FI FH 9 2 3= 7 s 2 il 4
AA »F T, PD-1 (1, fEFREBIZEWDCEER T MildoMiamic BB L, 3%
P& SO % B e A X Tl 72 e s OS2 %, 725, PD-1 (XU v R EfE
BTHZ LRV PURZEERICL DV VTV ZAICHIET %Ak TH 5, PD-L1
DIEFMHMIZIB T 2HBUT DTN TH LD, 2L OBAMITIE T Mlao@ s 2Mmz
HIFEWENCIE L TV D, DAKIICIIT D PD-L1 O & EIL, B, TElEE .
AR, IRELE, FE/ NIRRT S O 2 RN AT TPRARRKR - TH Y | IRWAEFR L
OHEBEMENRE I TWD,

BE OB A DGR T% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 O IFIEE
D PERRREIC BV CHEERKREZE S Z LRI TR Y | iz N ATEROER &
LTHIfF ST 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Lok v, [EE
W NBREE T OISR B ENE T U v SERATEM L &, HUEE G 4 FHE b
T2 Z L THEGNRARET 5,

AFN OVEFIRE AT IS < S8 O G5 FORIC & 2 BIERSE 2 & b, XTI
B AN B D, AFIOR G K OB GHIIE, BH OB E 0TV, B3R
W BV AITIE, FEBL L 72 HRUTIE U 7= SR 72 itk & 0B % O BEAT & s L Col
B2 8RR 24T\ IR EE DR RS K D BITER DN b 2561218, BIRKRE RV
L FI OB GEOEY L AT S LR D B,



3. ERPRARE
TR Bl O ARG IR 21T o 72 7R BRI EREBR O AliE 2 R,

(B 2]
OEWNE 1 b fHRAER (KEYNOTE-041 #5#)

EFRERE DI UIA BV A~T GEG X)) CLF AU LA~T 1 £ D,)
EEERN2 LY A ETORTFRIERE 2 AT SRR Ao ik AR BT 42 4]

(B DIERENT K52 37 BI]) Z x5, K 2 mg/kg 3 BRMRE (LLTF TQ3W) L1 9,)
B 5-OFIER NZEMEDNRET S 7z, 2B, BiG R CREBET RS DN HEIT,
PREBHETT 2 R IR 3588 B AL 2 WE DORFRINIZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIO B G225 2 LN ATRE & &z, 1ERTE
MHIE B Td 5 MR [RECIST H A R A 1.1 BUZHEES < dheflliEic L 5524285 (CR)
SOTERS 7R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@i/t ARRER (KEYNOTE-002 #X5R)

A VY AT X DR AT DRI AR B BAE RS 2 XU, RAI 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHINER L REN | fLFHRIE (XN
V. TEYOIR, ANVRTTF XTI VAN IIINR T TF o+ ) H ¥
T, LT TMICCRE) LW H,) X E LTRSS, 728, Mg CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV S HEE
TUE, WRIEI LA O WG R TR BEIT B0 B D £ TAAIOB S ikt 25 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) OSSR AF IR (UL
T IPFS) &9 ,) & &, ARANILFRIE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3ER)

AH 2 mg/kg AH| 10 mg/kg (L IEE
Q3w Q3W
(180 1) (181 1) (179 1)
rhofls (A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67,1.10) (0.57,0.96) —
P fii5™ 0.1173 0.0106
rhofef (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | A~Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZAEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHARFHE B ORI 6 B (= X % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o v 7 RE




100
90
80
70

& 60
ESD-_
# 40 7
30
20
10

—— 39 2mgrkg GBW
——— Z10mg/kg QGIW
(R

at risk#
## 2 mg/kg Q3W
##10mg/kg Q3W
{ES8GE

180
181
179

131
138
115

b LR LU R ety ELURLAL LU L L
9 12 15 18 21 2

33 36

27 30

77 (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)

—— 3 2 mg/kg Q3W
——— @ 10mg/kg Q3W
eC 3

at riskEs
ZF# 2 mg/kg Q3W
##10mg/kg Q3W
{LFERGE

180
181
179

153
158
128

4 6 8 10 12 14
SRR (A]

74 53 26 9 4 2

82 55 39 15 5 1

43 22 15 - 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 35%)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR 2 T DARTR UIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE 5K
10 mg/kg 2 IR (LA TQ2WI W9 ,) BHEOF RO 2N, A B A
~ 7 aRRE LTl SN, ks, BEgAHE TRDEITARD b GaIT, Rl
T2 RIIER DT BN WEDRRRINIZZE L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G kT 5 Z LA AHE & S, ZEFHMEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICHERE L
7

#2 ARk (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 131)
tfefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {5 0.00358 0.00052
HdafE [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFES™ 5 | AA— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P " <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox LN — REFMIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A RTA4 2 11U IS < BSE U 72 BHRR R E K OB PR (2 X 2 A, *5 : R REfARATRE D 7 —
2 20149 H3HA By b+ 7)



B 50

——— F10mg/kg QIW
F710mg kg QE3W
—_— fPuLTT

at risk#}

S (A]

##10mg/kg QQW 279 266 248 233 219 212
#%10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
117

K3 0OSD

Kaplan-Meier #if# (KEYNOTE-006 #ER)

e e 28 10Mg kg QW
## 10mg/kg QIW
fPULTS

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

4 6 8 14
EREEFEMA)

98 49
95 53
42 18

231
235
186

147
133
a8

~

Xl 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)



@IEBRIL[F 5 MAHER (KEYNOTE-054 ##)

FRYBRBEOAT VI W oEMEEAESRE (AAN 15 flzEt) 235, i
BABRIE & L COARK 200mg Q3W & 5O MR V2NN, IR ERRE LT
Bt sz, EEFAMGE B (X ERAFHME (BLF IRFS) &9 ,) & &, KANEY
TR L LT, RFS #HEICIERE LT,

#3 AuhakEE (KEYNOTE-054 3ER)

AA200 mg 7R

Q3W
(51441) (50571)
R [ A ] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS™ NP — R 0.57
(98%CI) (0.43,0.74) _
P " <0.0001

Cl: EHEIXR]. NE: #iEAr, *1 : FREETIFOFT —& 2007FE 1028y NAT7, *2 . /8
B Cox LN —RETNMC LD 7T R EDLER, *3: @RIa 7 2 o 7 KE, Q3W : 3 R

(B ES2
100 -
90 -
LS B
£ 70 1 ““"x__x_‘_.
B 60 -
lIfEth 50 ] mm’"ﬂ-l—li—i
4 40
g 30
20 | —— ZFH200mg QW
10 1 IStk
0 T . . . .
0 3 6 9 12 15 18 21 24
at risk% HEREFHRE(B]
AE200mg Q3W 514 438 413 392 313 182 73 15 0
TSR 505 415 363 323 264 157 60 15 0

XI5 RFS ® Kaplan-Meier it (KEYNOTE-054 3R8%)

(ED AJCC (American Joint Committee on Cancer) ¥R % (55 7 hR) ICHSEHli, 27— A TR U~
PNETN OB 1 mmBOBRE DI,

8



GEEEAFEFEMEAS (KEYNOTE-716

Ak BR)

TRYBRE DO AT —VIB LN C "2 oEMEREAEERE (AN IHEET) %
KIGT . INRABNEIE & L TAK 200mg Q3W & G5-OF MR WZ MR, 7T 'R
R E L TR S vz, BERMEEBIXRFS & S, AFNET T R LR LT,

RFS #H BIZIER LTz,

# 4 FHEMERE (KEYNOTE-716 3B
AA200 mg 7R
Q3W
(487%1) (48931))
thofiE [H] NE NE
(95%CI) (22.6,NE) (NE, NE)
1 # RFS % (%) 90.5 83.1
RFS™ (95% CI) (87.1,93.0) (79.0, 86.5)
N — K™ 0.65
(95%CI) (0.46, 0.92) -
P fiE5™ 0.00658

Cl: fZ#EXM. NE: #EARTR, *1: 1 [ B O ENFTEOT —4% 1202012 H4 B v M4 7,
*2 @RI Cox LI NY — RETFT T L D7 TR E DL, *3: @hla 7 Z 0 7BiE, Q3W : 3

3 P 42 5
100 F
90
80
K 70
B 60
5 50
% 40
& 30
20 | —— ##E0omg Q3W
10 FStik
0
0O 3 6 9 12 15 18
at risk2% EEREEFHRB]
AFI200mg Q3W 487 465 401 340 249 149 71
FSth 489 475 400 336 229 149 77

21

24 27
21 1 0
27 1 0

X 6 RFS ® Kaplan-Meier Bift (KEYNOTE-716 3A8k)

(2 AJCC (American Joint Committee on Cancer) JH#I0FE (55 8 i) 12563 < %4,

9




[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBEBENEE TE WA
L, 34/42 5] (81.0%) IZFRWD HALTZ, FEBLED 5%LL EOREWEHIZT TERD LBD T
HoT,

#£5 RHEEHN5%L EORIER (KEYNOTE-041 RE)  (RAeMMTXISER)
Bk (%)

2 mg/kg Q3WHE
42131

SRERIARSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
Rl A

R B RE AR T iE 4 (9.5) 0 0
B Ik E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

P IR 5 (11.9) 0 0
B AR AR AT

AST #471 3 (7.1) 0 0

B Bk A5 N 3 (7.1) 0 0
FEIH KO T kb= &

% 9 FEE 6 (14.3) 0 0

BEIR Bk 5 6 (14.3) 0 0

R EBE 3 (7.1) 0 0

. EVERZRE 1B (2.4%) . K7k - EEOTH 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAEERE 2 61 (4.8%) . FURIERERTE 6 61 (14.3%) . infusion
reaction 1 il (2.4%) KOS E D IER 161 (2.4%) 23580 bz, E7o, PREE (F7
o NLERERESE) | BIRRERRTE (RMEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREIES) | R, HiR - B
e, EOEMEETE, Mot - BEIRAR . GDAZR. SRR IMRIBUDPESR BN, YA IR
K ORIFERBSHIFR O S a o 1o, ARWERIZEBURIUIBNESR SR (RRMAMR T 25
o) 2 LEFREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESLIT, 2mg/kg Q3W #f 172/178 151] (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC BE 167/171 7 (97.7%) (258D B, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 #1 (68.0%) . 133/179 il (74.3%) K TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th-o7-,

10



6 WINOORETRERN 5% EORIEA (KEYNOTE-002 3RBR) (2Pt REH)

1% (%)

FRERIKy$E (SOC: System

2 mg/kg Q3WE: 10 mg/kg Q3WH ICCH
Orga”f'aSS) g1798(1257‘IJ i 9178 gﬂJ i 1714?;]
FAGFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
2EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (26.3) O
Mg LY /R fEE

2 ifi. 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) O
I BRI E 0 0 0 0 (0.0 0 0 14 (82 6 (35 0
B BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
M N iE 2 (1.1) 0 0 1 (06 1 (06) 0 16 (9.4) 4 (23) 0
PN 3 AR 5

AR IR B REAEC T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR E

A 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
M Pt 2 (11) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f% - BEEER XOREENOREE

0 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (58) 1 (06 O
957 40 (225) 2 (11) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47) 1 (06 0
PR IR A

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rtk L O EE

RARIOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L OFE ARk S

EfiRnil 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) O 9 (53) 1 (06) 0
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) O
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 K OVEE T ARk R 7

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
B2 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ZRINIIRZ SN2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
M A BE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

7285, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICEB W TENFh, I VENRE 1 41
(0.6%) KN4 (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fii] (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 i, EEE AR )HE O il Je OV 1 131 (0.6%) . Ak - BRSSO il K O 1 5] (0.6%) .

11



WRCHE 55 0 BIRTH 2 B (119%) AR BATz, Eho, BITHE, 1R,
5% - BRECTHARSE., D%, SemebEiL MSRAPESRBER, T ILPER LR AR 1
Wb b T, ABWERFETRBLI B S (WHRAIRE 2 61) & aikdt
AT,

@A FMAHRER (KEYNOTE-006 #X5#)

HEFESLIT, 10 mg/kg Q3W £ 264/277 151 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B L, TRBEE & ORIRBEMRNA G E TE WA EHESE
Lid. FANFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TX 187/256 1l (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB THo7-,

KT DTN TREED 5%LL EOBHWER (KEYNOTE-006 #UR) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPIFE
O;ga”f'aSS) _ 277451 278451 25613

FEAGE (PT: PreferredTerm)

(MedDRAwver.18.0) 4>Grade Ggra;ie Grade5 #Grade G;aile Grade5 “Grade G?:ajle Grade 5
ERIEM 202 (72.9) 28 (10.1) O 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
RN s
FRR B R TT M E 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
AR B RE AR T iE 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
B N
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (290 5 (18 O 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
PN RS 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (04 0 28 (101) O 0 22 (86) 1 (04 O
M A 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G OREE
e 3 31 (11.2) 0 0 32 (115) 1 (04 0 16 (63) 2 (08) 0
9 57 53 (19.1) 1 (04 0 58 (20.9) O 0 39 (152) 3 (1.2) O
PR AR AL
AST #40 6 (22) 1 (04 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvearEE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk
BA &R 32 (116) 1 (09 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
5 P 6 (22 0 0 19 (68) 1 (04) O 5 (20) 1 (04) 0
B K OV T ALk RE
Z 9 P 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
i 37 (134) 0 0 41 (147) O 0 37 (145 2 (0.8 O
0 P BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W Ef M O 10 mg/kg Q2W FHIZRBWTCENEh, MR R 4 4
(1.4%) KON (0.4%) . KAFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OV0 B, ATHREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFEEREREE (JRAE BN RE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1 6] (0.4%) KUV1 61 (0.4%) . FUIRARRERE S 28 f31] (10.1%) KT 33

12



B (11.9%) . REIBkEEE 161 (0.4%) KLON2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | 1 HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (B RREARE
BERE . ZTEALEE, JEHRIEIESE) O 5l L O 1 51] (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
de - BRBCTRARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O Bl R OV 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) BB bivlz, £7-, EIEMEIGE, Lff
P, So I N PE SR BN . VAR I B OIRZFER GRS B> 1=, AREIHE
MFBLROUIBIE RS (AMAMERE 2 5T) 23 0EIERE =T,

@EEE LR FH MRS (KEYNOTE-054 #5R)

HEFERITIARAIRETIL 475/509 1] (93.3%) (2. 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIRETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL LTZ, WFNNORETRILE
M 5%LL EORIERIZTTRO LB THoTo,

K8 WIFNADEETREED 5%LL EOBIWER (KEYNOTE-054 ) (LM REM)

#= B B K 4 & ( socC: B (%)
SystemOrganClass) ARFBE 75 R
HARGE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

SEIER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WiBE

Ok I RE T AE 49 (96) 1 (0.2 0 4 (0.8) 0 0

FR MR BE A T 73 (14.3) 0 0 13 (2.6) 0 0
B RS

T 94 (185) 4 (0.8) 0 82 (16.3) 3 (0.6 0

FEL 58 (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE

4 ) hiE 48 (9.4) 0 0 34 (6.8) 0 0

e 5 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4) 0
i R A A

ALT #9 26 (51) 3 (0.6) 0 16 (32 1 (02) 0
T EHE R F L OV ARk =

BE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

5 P 26 (5.1) 0 0 15 (3.0) 0 0
PR R P

SR 37 (7.3) 0 0 33 (66) 1 (0.2 0
MRz, MaZhds K OMERR RS

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0
FEREF X OV MRk =

= 9 FESE 85 (16.7) 0 0 49  (9.8) 0 0

32 49  (9.6) 0 0 32 (6.4)

7p B AFIFEZ IV CRIEMEMIR A 15 61 (2.9%) . KI5 - B O T 23 6 (4.5%) |
FFFgREREE 46 61 (9.0%) . BHEEREREE (RAMEMEMEBRDE) 26 (0.4%) . FEAHE
REREE 11 1] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .
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1 HUBEIRYP 5 1 (1.0%) . 5 & D% 2 45 (0.4%) . % - BEACHHRlARAE 1 61 (0.2%) .
R 2 ] (0.4%) . EJFEMEESGE 1 61 (0.2%) . Ofge 1 %1 (0.2%) TN infusion
reaction 2 f5i (0.4%) M3FRH LTz, F7z, fRRREE (7 0 - N —EBERESE) | HE
D FZ JEREE (FZERSIRRIEERE, SZIMBE, FEREES) | MMk - Bk, o i)
WM ER B . PR IR I N OVRIFERBH I TGR O DL o 7o, AREIEHZSELRILILEE
HESR (BAMEMERET L) 280EHERE =T,

GEEE LR FH MRS (KEYNOTE-716 #5R)
B EREGIIAKIRETIL 461/483 #1 (95.4%) (2. 77 LRREETIL 444/486 5] (91.4%)
(B LT, 1RBEE L OREBENPEE TERWEERZIL, AFIEETIX 400/483 i
(82.8%) 2. 77 & AREETIL 316/486 i (65.0%) (ZHILLTZ, WIFHNORETRIER
D 5%LL EORIWERIZ TEDO LB THoT,

£9 WTNLOBETHRERN 5% EORIER (KEYNOTE-716 RBR) (LM REN])

226K 43 % (SOC: System I (%)
Organ Class) AFRE 75 AR
HAGE (PT: Preferred Term) 48345 486151
(MedDRA ver.24.0) 4:Grade Grade 3-4  Grade 5 4> Grade  Grade3-4 Grade5
ARIEH 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9) 0
R R
FRR IR RE T SE 48 (99 1 (02 0 6 (1.2 0
RO RS RE A T iE 75 (15.5) 0 0 14 (2.9 0
B EREE
T 90 (186) 5 (1.0) 0 55 (11.3) 1 (0.2)
L 38 (7.9) 0 0 33  (6.8) 0
—% - EHEER OGN ORRE
bliiyaPna 45 (9.3) 1 (0.2 0 44 (9.1)
957 102 (211) 1 (0.2) 0 88 (18.1)
BRI AR A
ALT 581 38 (79 4 (0.8) 0 23 (47 1 (0.2
AST H3/n 30 (62 1 (0.2 0 12 (25 2 (04)
AR X O ARk R
BE A 78 (16.1) 2  (0.4) 0 39 (8.0)
5 PR 32 (66) 2 (0.4) 0 17 (3.5
R KO TRk
O FEIE 117 (242) 3 (0.6) 0 51 (10.5) 0 0
b ] 76 (157) 7 (1.4) 0 36 (74 1 (02 0
IR INIR NG A 35 (72) 2 (0.4) 0 8 (16) 0 0

2. ARFIFEIZIB W CRIEMEMZERE 8 6 (L.7%) . KIBK - /MBS - HED TH 22
B (4.6%) . FEEORZERE (TR EREESCRAE, FERBIRAE G, ZIRLEE,
FERIEIESE) 16 (0.2%) . MfREEE (F7 2 « NU—EERS) 4461 (0.8%) . BIE
fFd% « AFAR4 - ATFRERERSE « AT4 « M LPERRAS 45 59 5] (12.2%) . HRAEEAEREE 101
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Bl (20.9%) . FEAAHEHEREE 12 ] (2.5%) . RIEHREREE 12 6] (25%) . 1 BUFER
I 2 1 (0.4%) . BEERERETE (RAMEMEMER, REIEERE) 36 (0.6%) | X
15 (0.2%) . 7% - RERUHRIIE 5 61 (1.0%) . BEEMESIE 2 6] (04%) . SE 9
2% 14 (0.2%) . infusionreaction2 il (0.4%) K OVEEES 72 Miffess  (Soe M i/ ik
DPESRBER, TRIMAMER L, JRIFEREE, MEMRIERIESE) 141 (0.2%) Mo btz 7=,
e - Bl DR ZE, EEDOE R, MEKERIEMERER OREZIEGRO bivzooT-, K
RIVERRBURDLIXE I E S (BRMREERT 2 581) 23 0EHERE =T,
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Uik - HE]

RIGUIBRARE 2 M BB 2 x5 & U2 MBs M RS (KEYNOTE-002 75k &
UNKEYNOTE-006 &) D%, 2 mgkg Q3W., 10 mg/kg Q2W K T 10 mg/kg Q3W
DWT D L - HEIZEB WD T HARFIOF MR WL EMEIZZERITZRD b/ o
77
AH ORHEF S B REMEHT D5 R, M REAMEES 28T 5 200 mg Q3W HRF D
AUCenc GEFIRBBIZISIT D 6 WM D FE-FRef b #R T EAE) O [10% 4, 90%
A1 mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL ToH V. 2 mgkg Q3W FHKED
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) & ¥A{EL L. 10 mg/kg Q3W 5D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
MR AMEBE 2R & U ARHI OWREE UG NT OFE R et S ik &
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
EAINE R OV & ORI R BIEIZEE O Do 7z,
AHNORHEMARYEEET LV EZFHA LY I 2 b—2 3 280 KK 200 mg %
Q3W, 400mg % 6 FFMENE (LT TQeW] &5 ,) i 10mgkg (KE) % 2 3
MR (LLF TQ2W] &\ 9 ,) THEE LI-BROARA D MG HE RS s S h iz,
ZDFER, KA 400 mg &2 Q6W TG L 7=BOARK| O EH IRREIZ I 5 FH M iE
FIREE (LT [Cagss) &VM90) 1. A 200 mg 2 Q3W TH L L7ZFRD Cavgss &
T 5L TFHlEnTe (FR), £/, KAI400 mg 2 Q6W T L L 72RO AHA|D
EFARIEIC 1T 2 Fem Mg TIREE (LT TCmaxss) &V 90) 13, AAI200mg % Q3W
THG LTEBED Coanss E I L CEEZ T ETHIENTZH 0D, BARANBEIZE
WTHBEMEPHER SN TOWD L - HETHAARA] 10 mgkg ((KHE) % QW TH#
B UTZBED Craxss & I L TIREZ R & Tl S (FR), S 6, BERANHE
BBE 2 KPR ITARA 400 mg & Q6W T L 7=/ S TAHFER (KEYNOTE-555 5R5%)
L 0EONTFEREICES S SEPENRE N T A —X X, I ab—ra itk 7l
L7cEWEhe 7 A —2 LHFRIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE 2D & | ARFIOMREE & &AM T2 e & O 2 REH 2 RS E
TIOVEFE X, AH| 200 mg & Q3W XX 400 mg & Q6W THeh L7 FEOIRFE &
AT M & OB OW TR S Lo )Ry EREOE - HEORTH
B R OV BRI 7 22 BT 7 & PRl E Tz,
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K10 FRORMBRN T A —F

[ Cirax Cavg Crnin Crnaxss Cavgss Crinss
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL)
200 mg Q3w (58.55?§9.7) (27.277-38.1) (17.%35,3.118.3) (91.3?.984.1) (49.?3??1.0) (30,2(,)'3?1,4)
400 mg QBW! (12;,2;4) (32.%?';2.7) (10.%1(.).50.8) (14%3%?49) (50.?%1.3) (19.33(,)'230.9)
40(032%%\,\/ (1351.:633?.10;6.4) NA (14_1:: 'i§5.4) NA NA NA
10 mglkg Q2w (21;2223) (14?41‘45) (11%,1221) (42?1,2?133) (27(23,7282) (19;,,9200)

+:n=2993, 100 MDY I = b — =7 I K D BH S RMEEMEO h il (2.5%48, 97.5%4) . Cmax : FJIE]
Be b1 O Fem MfE FIRE, Cavg : AIEHE 5% O P MIEFRIRE, Cuin : ARG (FA 70 2 Be540) Ofdki

(%EF'/&%};E\ Crax,ss :

RIS I U 2 Bt 17 i B2
1156 BRI (95%(F FHIX[H])
§ 1 AL BT (95%(= FHIX[H])

NA : 472 L

17
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4, FEFRIZOWVWT

VG EIBR AR RE 22 M E R B 153 2 KGR & U CRE A G E (A1) 2355
BNTNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M5 & AHI OB G 22 VRIS B~ {7 ) (R 235
B HMEE T > T, KRN OG- DEO) e BFLD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTZBRICHIST 2 2 & REE el LT OO~@ DT~ T & il 72 7 ik
IZBWTHERTHRETH D,

@D #EHRIZHOWT

®-1 T%@(nﬁvw)@w?Mﬁ_&éﬁém Y CTHDHI L,

(1) EAFBREDEET D0 AR LR B SE (BB RS A2 R BE LR P
%ﬁﬁh%ﬁ@%%ﬁﬁﬁ\ﬂﬁﬂm$%fﬁﬁk)

(2) FrEEREIFLL

(3) HEMFRAFENFRET 203 A HGEEEFFE (DS AR WL, 23 Al
W IEbE, DS AR EEHEE R e &)

(4) AHALFHIEEZHE L, SRIEE S RER R | USRI b ke et
2 ORiig FYEIAR D 21T - TV D ek

(5) PUEEMERERL AL AN ORI AR D 24T > TV D ek

@®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%’”’ﬁﬂ%%\éfﬁﬁ%@iﬂi S AT Rt L7 ok S RO ]
(FROWFTNNITEEY T HER) 23, YEZEROARFNICE T 2IGROBMEE L LT
BlESNTNDZ &,

B

o [ERIRFFISER 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIRDOERIRIHE &2
ToTWDHZ &, 96, 2FU RIE, DAFMIREL T & UIZBRERS - ONHE %
ToTWsZ &,

o [EEMEFFEUS% 2 FOYMINHEZE T L2RIC 5 FLL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBEREEDOMEHNICONT

R RE BRI 2 B N EE S, RS END OFREO, A2 - &2
e ﬁ%ﬁ’ﬂﬁﬁi@”@fi&@\[:ﬁﬂiﬁ X AR, AEFERDBAE LGS oS
RS, EDRHESODITON D IEHRE S TWNWD Z L,
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® BIHER~DRRITDNT
@-1 BIERARBRE ORI 2 B

VR PEMR B D EE A BITEA N A LT-BRIC, 24 BRRIZIRIKHIO T, Mk X
VB R (23T, FEEL L2 BIENCS U CABREHE L O CT &0 FIER O BRI 2
B EDORERN Y HHRICE G, EHICRIGC TR AEHINE > TWNWD Z &,

@-2 EERHNEHICLI2FEFSAMSICET 2B

DS AGEIRICHE D D BB 2 JE L O e 2 AT D BRI EE DNEER T =2 ) > 7
EHEDITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
SN TWEZ &, B, iAW T, BDABE L ZOFBEICHSIZAmENnT
W5k,

@-3 BHERADZEr xRN LT

BIER (RVEMEMEEICI X2, KB - Mgk - BEO TH, BUEFX - FFAR4 - I
BERERE T - TR - M LMENR/E 28, BREREREE URMEMEMER K, RERIEBERE) . N
swbEE (FRAEERT, FRIREERS. BIEMEEREE) | 1ABERE, 5805
K. S - BEBURMRIE, e, B QRS (RErERLEIEFAE, FERIEIR
SEMERE, ZIRIEE, B RBIESS) | infusionreaction, AN - BEMEYS . ESEAEE/E, #h
REEE (70« NU—IEERS) | DR, EERMEES (o i MRS
BEp ., U IAMER L, JRIFERS;, MEMRRIERAESE) | EEOH K, MERERIEGERE, F5E%)
(2t LT, Yk T B R B O P 2 T 5 AT & EdE L (RITER o2l
HISICE L THREROIHEZZIT ONA5RMMICHH L) | BHIHYIRLENTE S
KNS TNDHZ L,
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5. B#GxtB LB BE
[(Bh B3 % 1]
O TROBEIZBOTAROHEDEN RIS TN D,
o ALTFIERED 720 R OMEHEIERE O & DRI UIFRANRE 70 B A fE s
o ERYBREOAT—VIB, IC ™2 3 Y oMyt BRefEBE 1c B D1
B AR BRI
728, BRAF Bz - ARZHTHHEFICEB VL TIL, BRAF [LEANC L 21H5E L EE
THZ L,

@  TFRLCEEY T A ARKI OG- K O T OW L, AR OE MRS STk
59, RAOEGRGR L 725720,
o fHOPUEMEEA L O L TR SN EE

[“Zz 4l B3 % FH]

O TRICELE T IEFIZONVWTIEAF ORGP ERE SN TWDHZ &b, &5 %217
DI L,
o AKRHFNDRSTIKE LIBUE DBEEE D & % EE

@ IREATOFHIIZ I VT FRLUCEE Y T 2 BE T OV TR, AR OERGIFHERE I L2 n

D, OIRFERPFIE A 2 WG EICIRY | MEICAAIZHEHT 22 L 2BETE 5,

o [HEMEMEEOEDUIBED & 5 B

o HaEE R A CHE T 2580 D B K ONE B M O U Bt I <0 g M fiti 2
FEDOMIZRIEMEZE LN HA BN D B

o HCMAERBOAD, UTEMHERZRAE L IXFERMED B R B OO
o5 BE

o EEsBHEE (GEmEHBREELE Ete) Ob o EE

o M OBEXIIBHEE AT HERE

e ECOG Performance Status 3-4 "3 o HBE

(3 ECOG ™ Performance Status (PS)

Score %

0

e R JEBTE 5, WAL [F U H AP HIRZ <ATA 5,

PIRBNZIE LWEENIHIR S 1525, BTHIRE T, BAFREH - TOERIITO 2N TE D,
RS N 2

RONTZESOHEDEY DZ L LTERY, BHRO 50%LL EE2 Xy R+ TimId,

F G VS I O]

ELET RV, BOOHFOEIY O Z LT TERY, BRIy FfFTHId,
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6. BEIZEL THEETREFH

I SRR TN 2, BEIREIER D3RI 9 2 R T 55 & ARH| O e I O
RO 7= DI B w2 B L bR« 2 L,

IREBRAAIC SN D | BB UL OFRICA MR etz -+ L, AR5
ThoETHZ L,

FREWEH O~ 2 A MZONWT

® ® ©

MEMEMERERH oD Z DR H LD T, KEOEGIZHT--> TiL, #IHE
W CEEIAL, PR RIS, mkaE) ORERR KL O X #RiRd o FEhass, Biggs +
FATH Tk, Fo, BLBEISUTHE CT, G~ —7 —FOE % FEhid
HT L,

infusion reaction 23 &% 5 0I5 Z L 3% %, infusionreaction 23728 H AL AT
I, WY RALE 21T O L &b, ERNEIE T D £ TREOREEZ o128l
T5HI &,

FURIRESRERE R . P RAHEREREE X ORIBEERENHOLDONDLZ ERH LD
T, AANOFH-BRAART M O G- ]I R I3E WIS N g ef &2 (TSH, W0ERfE
T3, #HfE T4, ACTH, =T —VEORIE) s 5 2 &,
BIEFR, AL, RS, X, EEREXPH N2 D
DT, KFN O E-FbEET M OF G- F i3E eI ITsésems & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2EfT 52 &,

SEIEE (MR L ITEBHRAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,
AFNOFHAZ X0 | WO ISR T 5 &5 2 B HEk & 7R B RE
DHOLLNDZ ERDHDH, BENBROONTLEICIE, BB LEFRIIS U
B 22 ik & R BR 2 e o [l & U ClE vl e iR Wi 2 1T\ iR EE O sk
FOSZ & B BWER B 25551213 AFIORIESO I IR, K OREIE RE R
NWECRIOBRGHEEZBETHZ L, 2B, BIBRERLVE L ORGIZEYEIE
A OYEERFRD IR WIGEITIE, B RE ARV o LISt O Sz i Fl oisin
bLERET DL,

B TR, BORR 5y AfE L T LRERP BT L2213 H 5720,
AFNOEGHETRIZGEWEHOFBU A 2ITEET D 2 &,

1 BUpEPR (BE 1 BBEIR IS 2 & de) Db b biu, HERFBEES 7V R—T &
IZEDZENRDHLHDOT, A, HEL, RMFEOIEROBECMAED LA 12+
SEETHZ &, 1 AERBEN OGS &R GEERIEL, AR Ul
O & DORMY R LEZ1TH 2 &,

RIGEIBRARE 2 B R A B E A 3 2 BT, AFIOBRRBRICBW T, &5
BAAEND 3 B HUN, 2 LA, BEGBAEG 1 FRIX 6 M I & \ZHMEDFE
MiZzAT> TN Z & E2BEIC, AFEGEHITEMNCHROMREITHI Z &,

SEARYIERE O M BANEEE ~OM ML & U CTEHT 2 BRI2IX, AR OERK
ARERICB T, BEBBNORBHEE T R2BEB I T 6 v HMZ L ITHDM
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Db ZAT > TWIZ Z L 2 BB, AR OHREG PIEBICHIROMEBZITI 2 &,
kB, IERMMIEIE L LTHERT 25681213, AFloREHMIZ 12 VHMETLE
THZ L,

22



REFEREET A KT 1
Ra7vl) Xv7 (B TFHEEEX)
(74 : %A M —4 EFEEE 100 mg)
~HHEARSF Y UNE~

YR 2941 1A (FF449 AKET)
BA B




ER/N

1. 1FC®IC P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4, FERXIZOWT P7
5. BHxtGL e b P9
6. HHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
AR & o TR Y RIFMBGER & SO IR T #2016 (Fhk 28 A2 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET S ERNH0EMT 5 E TORM,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NE S RS O, OB ANRAR
BRI s . — M AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERC LT,

WG L IR DEIN, XA ML—F R 100mg (—i%4 a7 n Y X~ GBI
THAHLZ))

R LR DREIHR « B SUTEREME D YR % ) i

MNEERDAEROHE - BH, A, a7 nl) X+ (Barkz) LTl
[0] 200 mg % 3 3 [E AR 313 1 18] 400 mg 2 6 1 [#] IR C 30 77 [
DT T RIEFET 5,

Bl 3E IR 5¢ ¥ & . MSD RSt




2. AFOKK, 1ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHEKTH D,

PD-1 #2313 T Al e o0 2 B S 2> & 2k 2 72 I 03 AVKBRE 23R 5 % 32 7 50 22 ol )
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MilaoMia£micgE L, 3%
P& SO % B e A B X Tl 72 oS OGS & HlH 95, 72 BH, PD-1 13U o K&
AT D LICE Y HURZERICL D V7T vimEae AlchHlEaT 2% /K TH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEEIL, B, el .
JHMAE . IO, FE/NHIRaTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HE STV D,

B O DA DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EERREI 2 S Z L OVRIBR ST L F- 7203 ATEIE DI, &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELESTHZ L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUiEE e 2 s AL
T 52 L CHUEENRARET D,

AFN DRI 2 He B DS RISIC £ 5 BHEA 25 H b, BESUIIEEIC
DRI D, AAOBGHROBGHIIE, BEOBIEE IO, BE IR
D BTG AITIE, BB L2 HGUTIE U B 2 ik & B8 & FF o R Afl & L Col
E) 7R RIS 21T\, BB DS RIS & 2 BIMEF 2 EEb 88T Id, B R AL
B HI ORGSO R ILE & 1T 5 LER b D,



3. BREREE
I TEE MO IR % o U oSO ERIE I3 21T o 7 B2 R B o
R A R,

(A %h]
[EIBE IR O AHRRER (KEYNOTE-087 #ki5h)

FFE UTEHRTED d AR % U o lEE (210 B, BARAN 10 filA2&Te) OLLF
D3 ODAKR— FZHRGIT, AFKI 200 mg 3B LT QW] &), ) &5
B R OV ZEVED B S vz,

- HEE MBI THRIC, 7Ly F o ~T REF UK DiRREZ T T2 H
F (ah—h1)

- HEB BB EIERIS THY . hoT LY <T RXRF UL DIEEE

2T BE (2hR—1h2)

- BFEE MBS MRBRERITRIC, 7Ly Y X ~T XRRF UL DIEFR (—RIBEX

ITRARILFZRIEDO—BRE L TOT LY F~T RRF UL DGR ITE £ 72
V) BT TCOARWEE (adk— R3)

7B, EG I TR BTN SN AIT . REEITA2 R IIER SR bty
LOWRENICLZE LTV D BE T, /k@uﬁw Gl CREBETVRRO ONDHET
KRB OB G 2T 52 ENFREE Sz, EEFHMEEE Th 5B E (LFET IWG
criteria (2007) (25 < FIEEIC L 552428 % (CR) Xi*ﬁ >25%) (PR) OFEIE) |
£ 1OLBY Tholr, 2B, FANIRE INZEERESEIL. WThoak— lﬂb
20% ToH -7,

#£1 EOMERE (KEYNOTE-087 3ER)

aR— k1 IR — K2 aR— 3
(69131) (81131) (60151)
e840 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9275 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bi%K -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 3 (43) 2 (2.5) 0
Fh=%= (CR+PR) (%) 72.5 65.4 66.7
(95%(EHE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze21k]
[EI B HL [ 26 1T AHRER  (KEYNOTE-087 #ER)
AEFRITHBR AT 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHRFN 50U EORIER (KEYNOTE-087 38 (Rt S4EM)

B RIR¥E (SOC: System Organ Class) @fé;/(f/;)g

FEAEE (PT: Preferred Term) g 21 OJ{I;IJ
(MedDRA/ ver.20.1) 4 Grade Grade 3-4 Grade 5
2 EIWER 144 (68.6) 23 (11.0) 0
MEF LY v RbEE

I BRI I 11 (5.2) 5 (2.4) 0
PR lA ==

RO B A REA T i 26 (12.4) 1 (0.5) 0
B RS

T 15 (7.1) 2 (1.0) 0

L 12 (5.7) 0 0
—% - RHREER X O GEA OREE

5 19 (9.0) 1 (0.5) 0

F&H 22 (10.5) 1 (0.5) 0
PR R IR E

R 13 (6.2) 0 0
MR, MaZhds K OMERRFREE

NNk 12 (5.7) 1 (0.5) 0
FEIE 8 X OV TRk =

5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 #] (1.4%), #PRpEE
(7 v« NU—EBEREE) 1 X161 (0.5%) . TFEEREREE I 8 il (3.8%) . HIKIEEERE
E13 29 B (13.8%) | fh ¢ « BERUH ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 51 (8.1%) .
SEIBERIZ2H] (1.0%) KOHRIT 1A (0.5%) TR bz, /-, EEDOKE
bR (R RERGIRARAEMERE, ZIALEE, FARHIESE) . FIRMAFEREREE, RIBHREEREE, 1
RUPEIRIE ., BARerEE (RAEMEMBRE) . K, HEMBEIIE, MK - Bk, &
P I IR P SR BN . VA IMAE R 1 & OR SRR IR B AL Do 7o, AREIVEF 3B
R EFRS (RAMREMETEET) 230EERETT,



(At - HE]

KB OREEFEYBREE T L EZFH L7-> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHHE (LT TQeW] & 5, ) XiX 10mgkg (AHE) % 2 [
Mk (LT TQ2W) L9, ) TG LZBEOARF oI iE FIRESRG Sz, ok
Fe. K| 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (B
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHIEIT 2 & T
Shiz (F#) . 72, AH400mg & Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM9o ) 1, AHAl200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ R T E TSNS OO, BARNEFIZE W TERENFHER ST
HHE - HETH 5% 10 mglkg (RHE) % Q2W THH: LTZERD Craxss & Ll LTI
EERT TSN (TR) . ST, EERAHEEBE % XTBITAHK] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EiyHhhe
NRIA=BFT v Ialb—ra Al PRILICEDERE ST X —2 LML (F&R),
Nz T, BE ORI 5 BERRBRSEICE S & | AR ORE & & HM X T2tk
& OE#EZ T DIRESST T /VBEE S, Kl 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMETE & & AME T L2 L OREIZ DWW TIRFT S /R, k
SO A - AEOM THIME L OV B2 2R T 20 & PRl Sz,

R3 AAOEYBE T A —F

- I Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
Ok W gy | aanass) | unim | aeeesn | s | (93200

+:n=2,993, 100 B[P I = L—3 3 LY BEH N7 % EEO FIE (2.5%,97.5%) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i i

I : 56 FIORELIE (95%(ETHIX[H)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4. FEFRIZDOWT

KRR E U CHERBENE (2FFRE) e TnDd Z énb, Uikl 26
UNZERTEZ DA THINERDH D, €D LT, REIOERGN#EY) 2 BE 220 - §F
E L, AFOEGIZI Y BERBWEHZIBL LIRSS T 5 2 &R 72D, LIF
DO~@DT RN T & THRICBWWTHEHT & ThH 5,

O HERRIZOWT

D1 T (1) ~ B) OVWTINIEYT IR THD Z &,

(1) BAEFBRENET 20 AV2EEHEN SRS EE R AR L SR P
HUIE )N AR B EEHL R, HUIER DS ARSI RE e &)

(2) FrEMEERPL

(3) HEM IR ENFEET 203 A HOEEERRE (D AR EWHRbL, 23 A2
W EBE, 3 AR EEHERE B e &)

(4) AHALFHIEEZHE L, S RIS PRERZ R | SIS SRR b ke et
2 Ofig FVEIAR D 21T - TV D fitax

(5) PUEEMERERL AL RN O R R FEHEI AR D 24T > TV D ek

DO-2 HEHKR T2V X JEOL SRR R ORIVE R B O %S+ 7 ik & R
Bra R oER (FEOWTIIIIEYS T DIER) 2. YEZ2FEROARRNZE T 5 1BED
EEHELE L RESINLTND Z L,

#*

o [EEMFFESE 2 FOUIMINHEZE T L7212 5 FELL LD D AUTBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BAZEMEEZ £ & LUEERIES S OHE 2
ToTWBHZ &,

o [EEMEFFESE 2 FOUMMHEZE T L72&IC 4 FFLL EOREREZ AL T D
Z L, 9B, 3FELL T, & MmEREMENEL O M A SEY L A B TR IR R S OAHE
EIToTWnWBH T &,

© BENOERBFEREHEDOKHIZONT

PR3 A I B BRICAEF 9 2 L DS S, BUEARZED b DA O, ﬁ?ﬂJ M- 22
Btk S ol i&@ﬁ'gii&@[:ﬁﬂi%? XY D IR mEdt, AEFRNEAE LIS OE
FH . FRESDITT DL IEFINE > TN D Z L,




@ EBUWERA~DOXIRIZOWT
@-1 fEsk Az BE 4 5 B

MR MERR B O EE R BITERA N AE LIZBRIC, 24 BRRIR2IRIRHI O T, Y%k X
VEEE SRR 123\ T FEL L7 RIEANCS U CARBREE K O CT 25 OFIVEFH ORI &4
B EDORERNY HHRIZE LI, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EERNEEEICL H2AFELNHICHET 2 EH,

IS ARSI HE D D B 22 Gk e O e 2 AT A IR EAE DNEER T =42 ) v 7
EEOIERDOAT V== TEITOERE & HREZ LA TE 5 F— AERIKH 23V
ESNTNWAZ L, B, BiEHEICHOWT, RAERE EZDOFFEICHSITEAmENT
WhHZ L,

@-3 BEHEADZWrox B LT

RIWER (FEMEMEBIZINZ ., KIBX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - IF2% - BLMERRAE 2k, BERERE S RS HRIEMER R, RERKEBERE) . N
SrublEE CFEEAMRRERRE S, FUR IR . BB PRREREE) | 1 BUFEIRIA, 5 & 9 IRk,
Mo - BEBURIARIE . WER . EE OGRS (hEPER R EEIERARIE, BRI ARE
e, ZIERLEE, B RJEIESE) . infusionreaction, AMZE « BHAEA . BAEMNMESJIE, AhRkEE

(X7 « NU—JEERES) . Ok, BEERMEES (GRRR M MR M SE BT |
I L, FRIFERES . MEPRRIEKESE) . HIEOB K, MERERIEGEE, M%) (oxt
LU C. Yeshias ST BB O B 2 5 9 2 (Al & s U (RITEH OZWroxtits
W L THRELOIREZZ T ONDLIEMHICH D L) | EHITHET) 72L& TE DA
MNESTWNWHZ L,



5. EXHB LR DBE

[(B2h I B3 % 1]

O B FE MR RGIE SUIR A O T3 U EHR O iR o % U v
HRIBBEIZB O TARBIOFIMEN RSN TV D,

©@ TREICEEY T 2 BB T D2AF OFE KL OERITIEIZ SV TR, AAI DA R
MESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o OPUENERELA & O,

(&4t B4 % 9]

O TRICEYTHEEICOVTUIARROEENEERE SN TND Z b, #5517
Dz L,
o KAIORSTIZ 3 LI BEUE OBEEIRED & 2 B3

@ IRPEETOFHmIZ I\ T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S L2
D, AOIREERPFUL A 2 NGEITIRY | HEICAFZEHT 22 L 2BETE D,
 [HHE ﬁ%f$@AﬁXi%E@%é$%

o S EE R A CRE R 258 2 B K ONE B o F B it it 2% <0l e M fiti 2%
FEOMMIZRIEMEZE RO D BHE

o BHORERBOAD, UXEMERZE L IXHEFEMED B CaZEE OB RO
b5 BE

o EERBMEE (&R A 5 T) Ob b ERE

o HWEORGESUIEE AT 2 BE

*  ECOG Performance Status 3-4 "D

(ED  ECOG 0 Performance Status (PS)

Score | EFE

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PRREIZI LUEBNEHIR S 525, BTRIRE T, BRI > TOMERIITH 2 &M TED
Bl BEOFE, FHEE

BTREECHGDOH DRI O Z L 13T N THEELEDERILTE W, HHD 50%LL BiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LATERY, HFOD 50%LL Ea2Xy RO TiRZ1,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,




6. BMEICEL THEETREFE

O  IRFASCEREITIN A, BEIRE S D IRAT 2 BB 1T 3D & ARHI O Feik K& OV 1E i
DT OIZ LB HZ T L TR 5 2 &,

@ JHREBIAICIENL D BE T OFRICE MR EREE s L., FEE2 5
ThoETHZ L,

@ FEREWERAO~RT AL MZDOWNT

MEMEMERR D 50N D 2 EDRH LD T, KFOEGIZHT=> Tk, WIHE
W (BG0dv, PR IREE, WmkeE) OfER & O X fRfrds o i, BlEx+
AT O T &, Floo BELTS UTHES CT, MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 &% 5 0I5 Z L 3% %, infusionreaction 23728 H AL AT
X, WURREZIT S & & bIT, IEIRDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI &,

FURIRSEERE . PR E K ORIBRERENHODONDLZ N H DD
T, RHNOFH-BAGET L O G-I ISE SN werssie iR (TSH, 078
T3, 8 T4, ACTH, I =L F > —VEDRIE) ZEMET 5 &,

BIERF 2. A4, ITREREREE . TR, S{LERERNH L DONLZ 03 H D
DT, AHNOEG-FRMERT R O 5 I E I iTseEmR A (AST, ALT,
y-GTP, Al-P, B U LB HOHE) ZEMTH I &,

SEIEE (MR L I BHEAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEEITIE, HONCEREELZZ2 T2 L oBEFELHRET L &,
AHNOBGIZ LY | WEORIERINIERT 5 &5 2 bRk A 7B E
DHOLOLNDZ ERDHDH, BEDPBROONTLEICIE, BB LEFRIIS U
BEPHE 70 itk & ARk & RO Rl & s U ClE bl 22 i B W 247 ot
FOSZ & D BWER R BN 2551213 AFIORIESUIH IR, K ORIE B R
IWEVAIOBRGEZEZRTDHI L, ok, BIERERLVE L OEREIZEDENE
HOYGENRFRD B2 WIGEIZIE, BIE RE AR VE LSO & 1 Fl o e hn
bLERET DL,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 5729,
AFNOEGHETRIZHEWEHOFEBU A 2ITEET D 2 &,

1 BUBEPRIS  (BE 1 BUBEIR S &2 & de) Db bbdu, BERFES 7V F—T &
IZELHZERHLOT, Aig, Fl, EHFEOIEROFEELCMBEEO R+
SEETDHZ &, 1 EMEREASEONEGE I EREERIEL, AR Y 8l
O & DORMY R LEZ1TH 2 &,

@ AA|OEERRERICIBNT, BEGHAND 12 1/ Z & ITHMEORHE 217> Tz Z
EEBHBID, ARG TITIEHRICEIGRE THROMEREZ1T I Z &,

10



XEFEHEET A R
RAT7u ) A<v7 (BETHBEZ)
(BR7E4 : A4 M —# K 100 mg)
~ R BRI~

YR 2 941 2H (FF44 9 AKET)
BA B




ER/N

1. 1FC®IC P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4, FERXIZOWT P8
5. BHxtGL e b P10
6. HHIZEL THETRXHIH P11



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
AR & o TR Y RIFMBGER & SO IR T #2016 (Fhk 28 A2 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, O, MR OLZEEICET D ERS 0BT 5 £ TOR,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NS RS O . OB AR AR
BRI s . — Mt FE N B ARERIR NBFE 2 R O [FE A B ARIBRE B 72 O W
Db EAERR LT,

WGl I HEIEN XA M —F SR ERE 100mg (— k% AT e U X~ T (Eis
THREHL %))

KR ERDMMEUIIE © DS AL\ CHE I U 7= ARV YIBR A RE 72 IR I b B

MEERDREROHE @, AT, *a7vn ) XA~7 (Ealfz) LT 1
[8] 200 mg % 3 W [A]fHIME 13 1 [5] 400 mg 2 6 I [HfE kR T 30 57 fH
DT T RIEFET 5,

B 3E R 56 ¥ & - MSD BRRatE




2. AFOKK, 1ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHEKTH D,

PD-1 #2313 T Al e o0 2 B S 2> & 2k 2 72 I 03 AVKBRE 23R 5 % 32 7 50 22 ol )
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MilaoMia£micgE L, 3%
P& SO % B e A B X Tl 72 oS OGS & HlH 95, 72 BH, PD-1 13U o K&
AT D LICE Y HURZERICL D V7 I vimiEe AlchHEaT 225K CTH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEEIL, B, el .
JHMAE . IO, FE/NHIRaTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HE STV D,

B O DA DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DGERRHC B W CEBERKREIZH Y Z EDNRBINTEBY  F7272 N AT OEN) &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELESTHZ L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUiEE e 2 s AL
T 52 L CHUEENRARET D,

AFN DRI 2 He B DS RISIC £ 5 BHEA 25 H b, BESUIIEEIC
DRI D, AAOBGHROBGHIIE, BEOBIEE IO, BE IR
D BTG AITIE, BB L2 HGUTIE U B 2 ik & B8 & FF o R Afl & L Col
Y72 RIS 21T\, BB DS RIS IT & 2 BIEF 28 Eb 88T IE, RIS R AL
B HI ORGSO R ILE & 1T 5 LER b D,



3. BREREE
M AACERFRERR I THE IR U T2 ARIBUIBR AN RE 72 IR b R O KGRI IZ Gt 247 - 72 £ 72
Bk A B IR OD i 2 T,

[H2h1E]

[EI B[R 2B AR (KEYNOTE-045 35#)

77 F K & S T L EEIEET 28 3 5 R PTETIE XATHER B O R b RO R
542 15 (A AN 52 % &s) % %47 . A 200 mg 3 SERIREE (UUF TQ3W) 15, )
Be G- OE IR NN AR ON7 U X X' )L REZ S8/ X3 vinfluning)
CERXTRE LTTRET SN, Aok, BHREHE TEREEETRRD b GE T, KT
ZR IR DO H IR W EDERIRAIIZ L E LT 5 BE T, RIBICARE O mifg R ¢
PRBHEIT RO LN D F TARKIOER G 2k 95 Z L3RR & SivTe, FEEFHmE X
ALFIM (0S) R OVEREALFHN (PFS) & &iv, AFNLSEE & el LT, OS
EEBICERE L (F1EOXK |

10 7T FFRH R G AR (UG BICRBIIT AR BE . RO T F SRR AT
(EEERREIC & BHTRT - I MBNEAERRER 12 4 B LINIC TS L7z B 2z AR B LT,

*2 : ARFRTIE vinflunine 1ZRARTH D720, X7 VXXV II REZXEZLOWNTINERIRL
7o



7% 1 KEYNOTE-045 3RER DB ZIMERAR

A5 200 mg {oe=2-30
Q3W
(270 1) (272 1)
oSt il [A] 10.3 7.4
(95%(ZHE X [H) (8.0, 11.8) (6.1,8.3)
NP REpE 0.73
(95%{5 #A X [H) (0.59,0.91) -
P {5 0.002
PFS’l thfil [H] 2.1 33
(95%/15 FE X [#]) (2.0,2.2) (2.3,3.5)
N — R 0.98
(95%{5 #A X [H) (0.81, 1.19) —
P fiifb 0.416
T TR DT — 2 120169 A T H A AT
o @R Cox eV — RET T K DA 59 & Ol
S @hla 7T U MiE
I': RECIST HA T A > 1.1 fIZ HD < Pz i e e
100 7
90 7
80
70 7
& 607
& 50
§ 40° \\
30 5 MM—H
20 ] —— smoomg W
10 7 PRE
O a6 10 12 14 16 18 20 23 24
at risk® e A)
Z51200mg Q3W 270226194169147 131 87 54 27 13 4 0 O
= P 272232171138109 89 55 27 14 3 0 0 O

1 OS ® Kaplan-Meier fi#f (KEYNOTE-045 35%)




[Ze21k]
[EI B[R 2B AR RS  (KEYNOTE-045 35#)

HEFEGIIARKIRE 248/266 5] (93.2%) K UMb IERE 250/255 41 (98.0%) (2788 B
L. RIPERIZE N Z T 162/266 5] (60.9%) K& T 230/255 il (90.2%) (2788 HivTc, A&
FIHE THBUEN 5%LL EORIERIZTRO LB THhoTe,

2 BB 5% LEOBIER (KEYNOTE-045 3RE)  (RZA&MART X REM)

#BEBIKIFE (SOC: System Organ Class) @ijﬁﬂ(;/‘;)
HEAFE (PT: Preferred Term) 2663
(MedDRA ver.20.1) 2 Grade Grade 3-4 Grade 5
2EIEH 162 (60.9) 38 (14.3) 4 (1.5)
N bR
FOPR IR REA T 15 (5.6) 0 0
B 1Bk E
T 24 (9.0) 3 (1.1) 0
0 29 (10.9) 1 (0.4) 0
—i% - RHEER O GEALOREE
I A7 i 15 (5.6) 1 (0.4) 0
W 37 (13.9) 3 (1.1) 0
TR EN 17 (6.4) 0 0
Rt L OvsespmEE
AARIFIR 23 (8.6) 0 0
BeE ¥ KOV T AEAk R
Z 9 FESE 52 (19.5) 0 0
433 22 (8.3) 1 0.4) 0

723 AFIFZ BV TRIE MR 10 61 (3.8%) « Kimdk - EEE O T 7 4 (2.6%) |
MRS (72 « NLU—EBERSE) 16 (0.4%) | TFHSEEREE 14 651 (5.3%) . HUKAR
BEREREE 23 15 (8.6%) . WIEHEREREE 1] (0.4%) . BFFEAERETE (JRAMEFIMER 2
%) 141 (0.4%) M ONinfusionreactionl f5] (0.4%) iR Lz, Tz, HEED L&
(ISR R, Z2TALEE, BRRIESE) | T HREMERE S, 1 RN, K.,
e - RERURRE . EEARIEDRE, DR, M - BIER, 5 &0 B, ki
BRI PESEEESF . PR IMAE R I M OVIRZEERIEE 1IR80 D72 o 72, AREIWERRBLIRILIXES
HHESR (BAMEMEETLE5T) 230EEREZRT,



(At - HE]

KB OREEFEYBREE T L EZFH L7-> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHHE (LT TQeW] & 5, ) XiX 10mgkg (AHE) % 2 [
Mk (LT TQ2W) L9, ) TG LZBEOARF oI iE FIRESRG Sz, ok
Fe. K| 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (B
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHIEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHK| D EHIRREIZ I 1T 5
E G FIREE (LLF TCrmaxss) &VM9o ) 1, AHAl200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ R T E TSNS OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (RHE) % Q2W THH: LTZERD Craxss & Ll LTI
fEzrdEFPEns (FR) , 5, BEHERAMMEBE Z 554K 400mg %2 Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EiyHhhe
NRIA=BFT v Ialb—rva Al PRILICEDERE ST X —% LHEILT (FR),
Nz T, BE ORI 5 BERRBRSEICE S & | AR ORE & & HM X T2tk
& DR #EZ R DIRESST T /VBEE S, Kl 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMETE & & AME T L2 L OREIZ DWW TIRFT S /R, k
SO A - AEOM THIME L OV B2 2R T 20 & PRl Sz,

R3 AAOEYBE T A —F

- I Crax Cag Conin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'30.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
Ok W| gy | aanase) | unim | aeees | s | (o300

+:n=2,993, 100 B[P I = L—3 3 LY BEH N7 % EEO FIE (2.5%,97.5%) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i i

I : 56 FIORELIE (95%(ETHIX[H)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4. FERIZDOWT

KRS & LTl AR (2FRE) NN TWEZ En, YiHa 4
UNZHETE DHigk CHOIMERH H, T D LT, AKF OGN w7 B85 220 - §F
E L, AKANOBRHIZL Y EERRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDT R T &G THXIZBWTHEAT 2 XEXTH 5,

O mEFITHOWVT

D1 FiEo (1) ~ (B5) OWVWTNNTENT I THDZ L,

(1) JEATERE DG E T 55 AR LR e (BB IR 28 A2 s B LR P
Hitgl 23 A RS B IL RURE . HUEAS A BB IR R 7R &)

(2) FrEMEERPL

(3) FREIFIRAFEDGET D03 A HEEEFRET (DS AR EEER EbL. 03 A
W 1IEBE. 2 AR R e &)

(4) AHRALFRIEE 2R E U, SRR L P RIEZRE | USRI b a2 R
2 OfiFk FEHEAR D M 21T > TV B figk

(5) PUIEMEEEEF AL 7 BRINGEL OO fiti % FE B I AR D JB H 21T > T D Jifi ek

O-2  JR¥E ERE DAL E K ORIWE I FEBLRE O SIS IZ 147 22 Jnalk & R 8R 2 R D Al
(FROWT NN AL T DIER) 23, BEZZFERORANCET 2R OEMTE & L
THEINTWDHZ &,

#

o [EEMFFESE 2 FOUMIMHEZE T L7212 5 FELL LD D AR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BASEWEEZ & LUEERERFOIHE 2
ToTWBHZ &,

o [ERIRFFIGER 2 FOPMWHEZE T LIRS 4 FLL EOWIREGFZ DR IRIHE
ZIToTHY, 95, 2 RIT R LR DM A TR 25 Lo D3 AR TR O
RWHEZAT > TV H Z L

Q@ PBENOEEBEREEDOMEHNICOWNT

IR HRE BEICE T T LA DR E S v, REEEENSOFRE D, Ao - %2
BVEEIRFRE R OB B L NERE ISR D iRt AEFRBBE LGS oHE
EH. FERHSHIATONDIEHINE S TNDH T &,




® BHERA~D®RIZOWT
@-1 mEsiHIIC B3 2 B

VMR RS D EE R BIEA NI A LTZBRIC, 24 FRRIZHEIEHIO T, Makhiak X
W EE SRR 1BV T, FEEL L2 RIERICIL U TARBEEE K O CT EORIVEH OBERINZ &
B EDORERNY HHICE G, EHICRHIGS TR AEHI N E > TWnD Z &,

@-2 EERNEEEICL H2AFELNHICHET 2 EH,

DAZIRICED 2R L R e BT 2 ERIEEEPEIERE=42V 7
EEOIERDOA Y ) —= T EATOEIRE & FHZ G TE 5 F— AERIRH 2
iESNTWAZ L, 2B, BIHEHIZHOWT, BABE L ZOFECHIITEmMmENT
WhHZ L,

@-3 BHER OB R LT
AITER (REMERR BN A, KRGS - /DGR - BEO TR, BIEATHR - iFAR4 - 1T
PRRERRTE - JIF2% - BLVER/E 20, BPRRERRE (RANEFRIEMER R, RERIFBRE) . N
. BIRREREREE) 1 AUHEIR . 5 &0 Rk
(

Sy (T RAHRENES  THRIRIEAEN
Wisk - BRI, WEJe, THEOREE (bR R AR, SRR

e, ZIERLEE, FHARJEIESE) . infusionreaction, AMZE « BHAEA . BAEMNMESJIE, AhitkEE
(T2« NU—JEERESE) . Ok, BEERMEES (i Mg S8R |
I L, FRIFERES . MERERIEKESE) | HEOH K, MERERIEGEE, M%) (xf
U C. Yeshias ST BB O B 25 9 2 Al & s U (RITEH OZWroxtit
W L CTHREL VIR EZZ T ONDLIEMHICH D L) | EHITHET) 72L& TE D]

MNESTWNWHZ L,



5. EXHB LR DBE

(G 2hEIcBE§ % 31E]

O 77 FFRHNE GO FIRIERE 2 A 5 KT TYE AT O R R
FIZBWTABOFENERREES N TN D,

I

D B

E

@ TRICEY T 2 BE T 2 KA OBE L O HFIEIZ DWW TR, RFIOAF D
ML SNTELT, KFIORGG LB,
o TITFFRIHNE G TALTIIEI X DR O I W B,
o FF OB,
o fhOHUEMEREEA] & OOFH,

[tz B4 5 F1E]

O TRICHEYTHIRFICOWVTUIAKOREN LD L INTWD Z b, &5 %21T
r YA A RGP
o ARHNORSTITHR LIRHUE DO BAERE D & 5 B

@ REATOFHIIZ IV T FRLUCEE Y T 2 BE T OV TR, AR OG- IFHERE I L0

D, AOIRFRPFUL A 2 NGEITIRY | HEICAFZEHT 22 2BETE D,

o [HEMEMEEOEIUIBED & 5 B

o A EE AR A CRE R 258 2 B K ONE B M 0 F B i st 2% <0 R g M fiti 2%
FEOMMIZRIEMEZE LN BN D BHE

o HOMEBEROADE XUXEMERZE L IXHFHEM%EO B O REEDOBHERE D
b5 BRE

o EERBHIE GEMEHIaBHIEL 5T) Ob b EE

o MO IIBE TR AT 5B

*  ECOG Performance Status 3-4 "D

(ED  ECOG 0 Performance Status (PS)

Score | EFE

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

10

BATRARETH A O OEY O Z LT F N THEEIZBERTTE 2V, HHPD 50%Lh Eid~y R Tild 25




6. MEIZBEL THEE T REFIH

O  IRFASCEFEIIIN A, BEIREES D IRAET 2 ERFE T -D & AR O FeE K OV Ef#
DT OIZ B HEZ T L TS5 2 &

TRIRBARICIENL S | BB XX E OFIRICAHINER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

@

®

MEMEMEER D LI D Z ENHHDT, AAIOBRGIZHT- > Tk, PIHE
W (BG0iv, PRI IREE k) ORER & O X MRiRds o i, BlEx+
AT D T &, Fle. BELTS U THES CT. MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 & 5 0I5 Z L 3% %, infusionreaction 2372 H AL HGA T
X, WUREZIT S & &b, JERDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI &,

FURIRSEERE . PR E K ORIBRERENHODONDLZ N H DD
T, RHNOFH-BAGET L O G-I ISE SN werssie iR (TSH, 078
T3, 8 T4, ACTH, I =L F > —VEDRIE) ZEMET 5 &,

BIERF 2. A4, ITREREREE . TR, S{LERERNH L DONLZ 03 H D
DT, AHNOEG-FRMERT R O 5 I E I iTseEmR A (AST, ALT,

y-GTP, Al-P, B U LB HOHE) ZEMTH I &,

SEIEE (MR L ITEBHRAERZET) FOEERIREENS bbb
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEFEN
RBOOLNTHEGEITIR, HONCEREEL =2 T2 KO BEBLEET HZ &,
AR OBEGIZLY | WEOGERINIERT 5 £ B 2 bV H kA IR ERE
DHOLOLNDZ ENRDHDH, BEDPBROONTLEICIE, BELEFRIIS U
BEFHE 70 itk & AR A RO Rl & s U ClE bl 2 8RR Wr 247\ ot
FOSZ & D BWER R B 25581213, AR ORISR, K ORIE RE R
IWEVAIOBRGEZEZRT DL, ok, BIERERLVE L OERGIZEDETE
HOUGENFRD B2 WIGEIZIE, RIS B AR VE LSO 5% i Al o e hn
bLERET DL,

B TR, BORRIN 5 ARRE L T LEERDP BT 22 13 H D720,
AFN OB TRICHRIEHORBUZHSITEET H 2 &,

1 BUBEPRIS  (BE 1 BUBEIR S &2 & de) Db bbdu, BERFES 7V F—T &
IZELHZERHLOT, Aig, Fl, EHFEOIEROFEELCMBEEO R+
SEETDHZ &, 1 EMEREASEONEGE I EREERIEL, AR Y 8l
O & DORMY R LEZ1TH 2 &,

AENDOEERRERI N T, &5 D 9 MR, ZNLIRITR GGG 1 F/MIE
6 WRIMINGE, #GLEG 1 AFLIEIE 12 HFME CHMEOFMI 21T > T\ Z
EEBHBIT, ARG TITEHRICEGRE THROMEREZIT I Z &,

11



XEFEHEET A R
NhT7u ) A=T (BicFHEER)
(BR7E4 : ¥4 A —& K #E 100 mg)

~MSI-High #F T 2 EFE (BEEARIERISIEERGSICRS) ~
~MSI-High ZH 3 %%/ « ERE~

YR 3 041 2H (FF449 AKET)
BA T EE



ER/N

1. ZL®ic P2
2. ARANOF. (FHKT P3
3. ERIKAGE P4
4, FEFRIZHOWT P14
5. ®hHxIGE LB P16
6. HEHEICELTHETRXHRA P18



1. [FCHIC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MSATEBUE NEE S ERESE R G, A tHEAR AR
BRI s . — M N B ARERIR N E & & Ot AN B AR IR 7= O )
DY EER LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 e T X~vT (Ein
THAHE X))

REERDMBXINGE 1. DAACTFRIERITHEE LT - BROEEE~ A 7 T
T4 MZENE (MSI-High) &9 5@ (BEMER IR A3 A
R AR D)
2. IBEYIBRRREZR DT - BROEBE~ A 7 a7 74 FRL
EME (MSI-High) A3 5860 - E ke

MNEERDRMERORE - @, RACE, 2a7nl) X~7 (Erarlfkz) LT 1
(7] 200 mg % 3 ML 1 18] 400 mg % 6 #H M T 30 75
DT TR 5,

L % # . MSD #R&th

;3
=
o




2. AEIDOYEH. EAEF

XA M—F BTEHE 100mg (—i4 XA 7 r ) X7 GBEFHHz) BUF TR
Fl w5 ,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 #2813 T HifE S B (RS 2> DL 5 72 DI 2 A A3 FI 5 5 3 7 S 7 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P I % B Lo AR LB ST R 70 e RS & i35, 7B, PD-1 (XU o REfE
ATHZ IRV PURZRRICL D v 7P Ve AICHIET 5% B/ KTH 5, PD-L1
DIEFFMEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, e,
JHHERE . IRERE ., FE/ BT & Ofx N T TR ARR - CTH Y | IRWEFER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S PD-1 & PD-L1 OFRMKIINEE
DG PERRREC BV CHEERKREZE S Z LRI TEY | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Oj U > ROFERELEST D2 Llck v, 5
W NBRBE TR O RS A S T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVERBE 2D < B ORE RIS X 2RIE-E)R & b o, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BT EEITIE, FEH LT F RIS U RPN 22 ik & BB 2 Ff O PRl & i L Col
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. ERFRAIE

(3 AL I U T2 T - BROEME~ A 7 a¥7 T4 b ARZEN (MSI-
High) ZH 7 5EEHE (EENZRIGENRERGAICRS) ) KO NREYIRAGE 2
1T BROEHE~A 70T 74 MARZEME (MSI-High) 263 5868 « EEE] O

TR M 24T o 72 T 72 iR akBR O plift 2 7~ 9,

B, TEHEE~A 7T T4 NRLZEME (LU IMSI-High) &\ 95,) 267 5E
FCBE LT, TPCRIEIZE W MSI-High EHIE SN2 2BKT 5856 (k%) I
I% TMSI-High (PCRYE) 2f 7 5EE ] LRIL L. DNA I A~ v FEEEIE OIHED
o EEBEXNT LA (L) . 725 IPCR EIC X Y MSI-High XX gt ikl 2 yy
& (LLFIHCI E W) ) JEICE D I A~y FEEEEDO KB (LLF T[dMMR] &9 )
CHEINT-RE] BN 5548120k IMSI-High # 69 5 HB% ) £ L7z, THCIE
12X 5 MMR #i#t & PCR L2 L D MSI A O —ERI% 96.6~98.7% WV TH 5 = L%
DHREINTWD,

[H20E]
<D AACEPRIER T U - 11T - 5% D MSI-High 87 2 [EER  (FEAER) 227503
N2 A IZRD) >
DE B HE S TR (KEYNOTE-164 i8R, =tdh— K A)

7 oAb IV URGUBMEIEIGES, XYY ST F RO Y T R K
(2 X DAL O & 2 16 YIBR A GE 72 AT + B8 D dMMR 3 MSI-High (PCR %)
W 2RI DG - EIEEE 616 (HARN T HIEETe) ZXRIC, AHKI200mg3 ¥
FfkE AT TQ3W] & 9,) EEDHNMEK VMR BET Sz, ok, WG
i CHEEEIT R8O LN T HE1T BT 2 R JHER DR O S N WEDRERIIZE
TE LTV 5 B TIL, RIEILLRE O EfG RN CHEEBEIT 3580 H LD £ TARAIO# 5% ik
T HZEDAREE STz, EEFHMIEE Th A5 E20F [RECIST A4 R4 2 1.1 iR
ICED S HIRHEIZ L 5584882 (CR) XiXimwZEsh (PR)] I2OW T, ABRIZEE
EN- 6l PIOFEREIIR 1 DLEBY THoT-,

(Ep) Lindor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

TR s C B\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 T % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L Lo~ A 7 e T 5 (4 h~——T
KINLIBIR T ED Y A X O S L7256 MSI-High (PCR %) &HIE Sz,

4



#F1 BBHRAEDRRUVEDHR (KEYNOTE-164 BB, =H—k A)
(RECIST ver.1.1, BN RIRERZE, PIHEE, 20072107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
275 (CR) 0 0
#r25%h (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

#47 (PD) 28 (45.9) 18 (46.2)
HEEAEE (NE) 2 (33) 2 (5.1)

7% (CR+PR) 17 9
(ZZhE [95%[EHIX =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

1 ATVERRT T SR 2 - AR G O 5 B MSI-High (PCRIE) &4 5%,
*3 : IEHEE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

— IR & U CTHRUERY 72 L FHRIERE O & 15 UIBR N RE 72 61T - F338 D dMMR XX
MSI-High (PCR %) ®? 244 2FEfFEEE 9 255102, AHI 200 mg Q3W 5D f
IE R OV MR S, 7238, HGRHE CEREBETHR S D= GaIc, HEE
TR TRER DTS DI WEDERIRIIZRZE LTV 5 BE T, RIEILIRE O BT
THREBETHRO LILD ECARAOE G kT2 2 LN AMREE Sz, EEFHEEH
To 5385053 [RECIST A R7 A 2 1.1 UZHES < FIfEIC K 558482850 (CR) X
L5853 Z8%h (PR) ] 122U T, MSl-high & 2Hr S V72 % ICARRER IS E S vz 83 fil%E

(ZV—7"K) OFEFRITE 2, RBRIZBRER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 BBEHRAEMERVES®R (KEYNOTE-158 B, 7/ —7K)
(RECIST ver.1.1, FRMEMBITRIGERE, FRYUE, 2017F4 8 287 —F Iy b4 7)

ELE] G A % (%)

IR 83 15" 28 {52
542785 (CR) 4 (4.8) 3 (10.7)
453755 (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

#1717 (PD) 24 (28.9) 9 (32.1)
HEEAGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 11
(ZZhF [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G ROMERRENT X GER, %2« AR RS 4ERI D 5 MSI-High (PCR L) #H 3 5 BH,
*3 : IEMElE

(B3 iy = &2 A~ 12401F 7= 7 b— 7 % O MSI-High O T E B 250 AT 7 b—7 K 75 H

E, 20— A TRILME (RYELEARE) . Z0—7 B TikiRER (BEEOEEORRE) . 72720
77— Z R AZERS . ZA—7 C TN, B, MBI, B OV e ORI S s iE
B (B SO A L RIAR R N A W) . 7V —7 D TIEFE PIER (AR R OSRIEEMIEE 25 <),
IN—7E CHTESE (RELEE) . ZVv—7F Cl3teR (RFLigs) . 70— G CidvNibuht
JE, JV—7 H CIIHERE, Zu—7 1 TIRRRE, 70— ) IR (PR ST RS s 1
<), ZV—7 K Tit MSI-High 263 2 @ERHE (K55G - EEER<) BEMEAAAN LN, 71—
7 A~ ITRER S N2 O MSI-High IZOW TR, b e 2T T ¢ TR L 0 HIE S vz,

5



# 3 MSI-High 2 F 7 5 EREORER DZEL#E (KEYNOTE-158 A5
(RECIST ver.1.1, BRI RIRERE, FR¥EE, 20174FE4 A 287 —F v hA47)

Bi% (%) 7%%)) (CR+PR) B (%) 7%%)) (CR+PR)

i 94 " EHE (%) 39 EE (%)
T B B 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NG 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
A 10 (10.6) 1 (10.0) 1 (2.6) 0
ERTER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Il R 3 (3.2) 1 (33.3) 0 0
HH R 3 (3.2) 0 1 (2.6) 0
ANl 3 (3.2) 2 (66.7) 0 0
R 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
TR N 57 AR 5% 2 (2.1) 0 0 0
RN 2 (2.1) 0 1 (2.6) 0
DR b R 2 (2.1) 1 (50.0) 1 (2.6) 0
Jib4 HEE IS 1 (1.1) 0 0 0
5P B 1 (1.1) 0 0 0
GIA S 1 (1.1) 0 1 (2.6) 0
% NG M eIy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
PRl i 1 (1.1) 1 (100) 0 0
e DR NS 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 (100) 1 (2.6) 1 (100)

1 ARWERRHT R *2 © AMEREAT R D 5 5 MSI-High (PCR %) ZH7 % B4E

IR UIBRARRE/RHELT « 38 D MSI-High & A9 2 f&E 15 « ELAGE >
OEBEIL R MAHFER (KEYNOTE-177 ##)

{EEEFRIEE O 22 W IR UIBR AN RE 72 1T « 7598 dMMR X% MSI-High (PCR i) 2
AT DR« EIBFEE 307 5] (HAN 22 fladte) X512, AHK 200 mg Q3W
B G- OFIER VRN, FHY ERORIN T 2{b28E [T vAda 77 2o (BLF Ts-
FU] EWo )« ARUF—FrIvs s (BLF IARYF—h) EWo,) - AFHUTFTF
EYE (LR TmFOLFOX6) &9, ), mFOLFOX6 M MRy X< 7 G&fnf-/H#a z)

LUF TR X=T) L)) Tt rFo~7 (ElaFlitz) OIF eysy
<7 WD), 5-FU-HRUF—h AU T h R (LU TFOLFIRI)



&9 ) FOLFIRI } RN X< 7 TtV o~ 7] W 2R e LT Sz,
72, IR CHEEETT RO DA IS, EAET 2R TR0 bW
DERRINZZEE LT 5 B Tl R IEILLRE O BN TR EEIT AR b b £ TR
B OP G-k d D 2 E R FHE L Siviz, FEFHMTE B XM EA M (BT TPFS)
EWVDH ) ROVERAFIIR & Siv, AFNIEERIE & i L C PFS # A BICIER LTz (F

4 O 1),

#4 AHMERE (KEYNOTE-177 #BR)
#1200 mg Q3W by R
(15331) (15441)

thofiE [H] 16.5 8.2

(95%(E X [#]) (5.4,32.4) (6.1, 10.2)

PFS™ | /¥ — K™ 0.60

(95%(f=E HE X [#]) (0.45, 0.80) —

P fE" 0.0002

*1 : RECIST A R 7 A LIMICIED N E, *2 : Cox BN — RET M L (b5
FIEE DG, 3 vl T 7mE. AEAE (M) 0.0117

V) fp ot s L Y A VBT O £ 5 LT,
mFOLFOXG6 :
FFH Y 7 FF 85 mg/m?, AV F— F400 mg/m? X i L ARFR Y F— 200 mg/m?, 5-FU 400 mg/m? (2K
#E) . 5-FU 2,400 mg/m? (46~48F[FFeafE) Z2lMkmc&E L,
FOLFIRI :
AV T R KFI 180 mg/m?, A VU — F400 mgm? XX LA F Y F— K200 mgm?, 5-FU
400 mg/m? (GUEHERE) . 5-FU 2,400 mg/m? (46~48HEMFREEERE) Z 20 MMM C5 LT,
VAN A=y i
5 mg/kg % 2RI CTHRE LTz,
YR T
WIEE 400 mg/m?, 2 [B] B LAKEIE 250 mg/m? % 1 B IEIFE THS- Lz,
7




FH200mg Q3IW 153 96 77 72 64 60 55 37 20 7

90 - ", — EM0Img QIW
——

10 7 S

0 4 8 12 16 20 24 28 32 36 40 44 48
SR R )

5 0
154100 68 43 33 22 18 11 4 3 0 0 O

X 1 PFS @ Kaplan-Meier fi# (KEYNOTE-177 3B%)



[Ze21E]
<IN AR ST U - 11T - B38 D MSI-High 2 A7 % B (FEAER) 72 180808
NG EICIRD) >
OE B[RS T FERER (KEYNOTE-164 #B, Zd— k A)
HEERIT60/61 B (98.4%) 12, BIEAIE 35/61 5] (57.4%) TR LT, FHR
5% EORIWERIZ FRO LB ThoTo,

#5 ZHEBRN 5% EOBIER (KEYNOTE-164 8. 25— b A) (ZRAMMEIT R BER)

#EBIR2HE (SOC: System Organ Class) B (%)

FEAGE (PT: Preferred Term) 61 {1 |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 35 (57.4) 9 (14.8) 0
B IhEE

T 8 (13.1) 0 0
L 9  (14.8) 0 0
M - 5 (82) 0 0

—i% - REEER L O S ENORRE

) RE 7 (11.5) 1 (L6 0
Wy 6  (9.8) 2 (33) 0
AR MR 4 (6.6 1 (1.6 0
B RS RS & O SRR 5

RAHi 10 (16.4) 0 0
FEIE R KOV T A RRRE

% ) FENE 7 (11.5) 0 0

7ok, MEMEMZEE 1B (1.6%) ., BEEOKLERE (FEMEIREGRE, S,
FRBIESE) 16 (1.6%) . NTHERERED 3 il (4.9%). FUIRMREREREE 2 6] (3.3%). W
RK3B (4.9%) ., Bk - BEBUHRAEE 1 6] (1.6%) . IKZk - BEER 1 61 (1.6%) 23FEHH
Nico FTo. RIGK - BEO TR, MfklEE (7 2« SNU—IEGERS) . T EAREER
. ORIBHRREREE ., 1 AUBEIRE . ERRelEE R MEMER RE) . BEIEMEE, O
g, S M MRS PR SR EE . PR MR, JRIFEKDS . infusionreaction X N5 E 9
TERITRD DAL D o Tz, AEWERBBURDUIBEEFESR (AREMER T L) 258
DRGSR A T,

@ E BRI EZE T AERER (KEYNOTE-158 #t6R)
HEELIL, 91/94 1] (96.8%) 1. BIWEAIL. 5894 B (61.7%) (T3 Hiviz, FH
T 5% FORWERIZTRDO LB THoT-,



F6 REZEN 5% LOBWEA (KEYNOTE-158 3RER) (R2MfEN ot 5ER)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 131
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B ke E
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— % - RHEER L OB S OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV T AL RRRE
7 9 FENE 11 11.7) 0 0

. FEMEMRE 461 (4.3%) . KBk - BEOTHI3F (3.2%) ., #tfEE (£7
2o N UIEBRRES) 2 5] (2.1%) \ ATRERERE S 8 51 (8.5%) . HUIR L RERRZ 8 151 (8.5%) .
1 ZUBEPRIS 1 61 (1.1%) . infusionreaction 1 5l (1.1%) 23§D LTz, £/, EEDLE
fE (R EREIRIRIEGERE, ZIRLEE, FEEIESE) . T ERAHEERES . RIEHREREE,
el E URMEMEMEBRE) . R, Mk - BB BIARE, BREMEE, O
K. Wide - B, SRR OB PESRBER . TR IR M, JRIFERES K ORS &9
IR Lo Tz, RREWERZBUR LI EES (BRRMRAEMER T 25Ty 25Tk
R AT,

<JBRYIBRARREZRHETT « F538 D MSI-High % A3 55515 - E s >
QE B LA ZE AR RER (KEYNOTE-177 35R)

AEFERIX, 149153 ] (97.4%) 12, BITERIE. 122/153 651 (79.7%) 12388 B ALz,
W DRECTRIELEDN 5%LL EORIWERIZTRO LB THh-o7-,
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£7 WTNHIOBETREEN 5% EOBIER (KEYNOTE-177 RE) (REMMIT st 24£M)

ZE M K4 (SOC: BE (%)
System Organ Class) AFRE (b RIERE
JEAFE (PT: Preferred Term) 153 44 143 #il
(MedDRA ver.22.1) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
FEIER 122 (79.7) 33 (21.6) 0 141 (98.6) 93 (65.0) 1 (0.7)
Mgk KOV >/ RBEE
2 1f. 9 (5.9) 2 (13) 0 17 (11.9) 7 (49 0
T HRER I i 0 0 0 30 (21.0) 22 (154) 0
NG
PR B REAR T 16 (10.5) 0 0 0 0 0
E e
250 6 (3.9) 0 0 10 (7.0) 1 (07 0
INCEN 8 (5.2) 3 20 0 0 0 0
5 2 (1.3) 0 0 10 (7.0) 0 0
T 38 (24.8) 3 20 0 75 (524) 14 (98) O
N RS 11 (7.2) 0 0 6 (4.2) 0 0
L 19 (12.4) 0 0 79 (55.2) 321 0
A% 8 (5.2) 0 0 43 (30.1) 6 (42 0
I - 5 (3.3) 0 0 40 (28.0) 5 (35 0
—i% - BEFEER IO SEAORRE
I e 11 (7.2) 0 0 25 (17.5) 5 (35 0
9 57 32 (20.9) 3 200 0 63 (44.1) 13 (91 0
HEBE D RAE 4 (2.6) 0 0 25 (17.5) 1 (07 0
FEN 11 (7.2) 1 07) 0 4.9) 0 0
R AL AN 0 0 0 8 (5.6 0 0
JEYSIE RS K OV HUE
NGRS 1 0.7) 0 0 8 (5.6 1 (7)) 0
i R A
ALT #4m 15 9.8) 3 200 0 10 (7.0) 1 ©7) 0
AST 5/ 17 (11.1) 2 (13) 0 7 (4.9) 1 ©7) 0
1A ALP H#540 12 (7.8) 1 (07) 0 3 @20 0 0
i ER A 1 0.7) 0 0 33 (23.1) 24 (168) 0
iR 2 (1.3) 0 0 9  (6.3) 1 ©7) 0
R 3 (2.0) 0 0 (5.6) 0 0
i BRHa D 1 0.7) 0 0 17 (11.9) 6 @42 0
R L O EE
RARIEER 12 (7.8) 0 0 49  (34.3) 3 @21) 0
1&H U ™7 2 LE 3 (2.0 1 (07) 0 8  (5.6) 4 (28 0
B RS R L OV SRRk P =
BA &R 16  (10.5) 0 0 2 (1.4) 0 0
PR R
FEIED E 4 (2.6) 0 0 15 (10.5) 0 0
R N 2 (1.3) 0 0 13 (9.1 0 0
K= 2 —m RF— 1 0.7) 0 0 25 (17.5) 1 ©7) 0
KRR =2 —m N F— 0 0 0 29 (20.3) 3 @2 0
B K OUREEREE
HER 2 (1.3) 0 0 10 (7.0 2 (14 0
M g, MaERES K ONERm RS
E=Aaatiiih 0 0 0 20 (14.0) 0 0
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Bl R 4y HE (SOC: B (%)

System Organ Class) AFHE == 375 it
JLARFE (PT: Preferred Term) 153 {51 143
(MedDRA ver.22.1) 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade 5
LR KO P AR RRRE S
JHESE 5 (3.3) 0 0 28 (19.6) 0 0
B2 o L 7 (4.6) 0 0 10 (7.0) 0 0
FE - BIEFEIREN A ARG 0 0 0 25 (17.5) L 07 0
5 FEE 20 (137) 0 0 7 @49 1 (07 0
£ 17 ALy 1 07 0 1 an 1 07 0
k=g
1 I 1 0.7) 1 (0.7) 0 9 6.3) 6 4.2) 0

¥, RVEMEMIZRE 561 (3.3%). Kiak « /MK - HEO TH 14 61 (9.2%) . #ik
fass (72 « NU—EEREEE) 161 (0.7%) . BUEAFS - FFR4 - FFREREREE - AT -
fEALPENBAE 2% 25 151 (16.3%) | IR EREERERR T 18 131 (11.8%) . T EAABEREREZ 2 151 (1.3%) .
R HEEERE 2 1 (1.3%) . BEHEEREE (RMEIEMEBRE) 261 (1.3%). Ak - B4
R RAAE 141 (0.7%) . infusion reaction 2 5] (1.3%) . #68% 1 5] (0.7%) 2358 H ATz,
T, BEORERE (TEEREESCRMATE, RERIEIREGRE, S, X
ESE) . 1 BUBEIRIR, PER . EIEMNIEIIE, MM - BB, S E ORIk, EER
MEREE (M RIS PESRBER . WM PEE I, JRIFERES  MERRRIERES) KON
EKREBIEGREIIR O b o 7o, REWERRBURDLIEESFS (BRMRAME R 25
te) HEUEIERETRT,
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(At - HE]

KB OREEFEYBREET LV EZFH L7Z> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHMHE (LT TQeW]) &5, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (LA
T [Cagss] &9, ) 1E. AHI200mg Z Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . £72. AH400mg % QBW TH G- L /=R ARHKI D EHIRREIC I 1T 5 %
EIE IR (LLF TChmaxss) &9, ) X, AAl200mg 2 Q3W THEH L72BED Craxss
EHE L CTEEZ R T EFRISATZ 00, BARANBREIZBOD TERENHER S AT
HHE - HETH 5% 10 mglkg (REH) % Q2W THH: LTZERD Craxss & Ll U TIK
EzrTEFHlsnz (TR , 6T, ERAEBE 23X 5I2AHK 400 mg 2 Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC IS < iy Hhhg
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEILT- (F&R),
Mz T, BEOREEIZEBIT 5 BRRBRSGE IS X | AR ORE R & FMEUIZ ekt
& ORE A MRS ARG LUST T VMRS X, K| 200 mg & Q3W X 400 mg %
Q6W TH#h L7-FROMREE R & AahiE 3 etk & oE#ic SW THRET S =R, b
LD - HEOM THEINE L ONREMEICAME R 2RI v & PRl Sz,

&8 FADOEMBL T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (coivon | raoen | (7888 | (o174 | 4ossio) | (208 81
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

t:n=2,993, 100 BN I = L —3 3 U2 X 0 R S SMMEREO R Il (2.5%8, 97.5%5) | Cmex : #IE1HE
HH O MIERIRE, Cag : PIEHEGH%OFEMIEFIE, Cmin : FIEEGHE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGEHIREE, Cavgss : EHIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
BT B el i 375 e

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5 4 X [H)

NA : 47 L
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4. FHEERIZDULNT

TRERARMEE U CHEHSERE IS T D868 - B A B < MSI-High A9 % [@ERHEIC
X3 HEHAMGEREN T SN TS, AEZE D, EHRNY 27 EHEE (RMP)
(233 < ARFN O R S & EMEREAIE B~ D W R 23 8 2 ik T - T, ARFI O 5703
W B AW - B L, ARG L v BERRWER 233 LIZBICkhid 5 Z
EMRERTZD, LTOO~@DT X TEMI- T B W THEHAT I RETH S,

O mEFITHOWVT

D1 FiEo (1) ~ (5) OWTHNTENT I THDHZ L,

(1) EAFBREEET 20 AR LR B S (BB RS A2 RE BE LSRR
Mg 23 A RS BLEE L FURE . HUEAS A BB 7R &)

(2) FEEREHEFPL

(3) HBENFIEAEDFRE T DA BIREEEREE (DS AR T, DS AR
W 1IEBE. 2 AR R e &)

(4) HRACFRIER 2 3% 8 L, SRS 2R R 1 SIS RIS b R et
2 OfiFk FEHEIAR D M 21T > T B fiigk

(5) HUENMEEE AL & PN O i iR B HEI AR D Ja HH AT > TV B ik

@2 X5 & 72 2 R T OALSRE S O BIE A FE B O RIS 57 70 ek & ek 2 FF
DER (FROWTNNIEYE T DERM) 23, YE2EROAFICE S 5RO EE
HELTRESN TS Z L,

P IAETFIRIERITHE LT - BROGHE~ A 7 2T 7 A4 ML EME (MSI-
High) Z4A9 5P (BEHERR2RRENIREREEIZIRD)

o [ERIGIFESE 2 EOHAHME ZE T L2121 5 FELLED D ATRIED BERHE &
fTHoTWBHZ &, 96, 28U BT, BAERYEELY I & LZBREESOHHE %
IToTWVWBH I L,

o [ERIGEFEUSE 2 FEOPHHEZE T L2142 4 FELUL EDOBRRBRZAE L TV 5
Z L, OB 3FELRIE, G L 7R D FEIEREI T O 0 A SRMIERIE Z G T DS VIR D
ERBHE 1T > TN D Z &y

IR YIBRARE /AT - R OEHE~ A 7 aYT T4 MARLEM. (MSI-High) &4
T 5 - B

o [ERIGEFEUSE 2 FOYIHEZE T L7122 5 UL ED D AIRIE O EGIRIHE %
fTHoTWBHZ &, 96, 28U EF, BAEYEELY I & L-RRESE S OHHE %
IToTWAHZ &,

o [EARFFEUSE 2 EOWBINHE ZE T LI%IZ, LSO N AFMIRIEZ ZT 5
FLLEDOHLBARFZOBEMZIT> TS Z &,

14




o [EAIRFFESE 2 FOMINMEZET L72RIC 4 FL LORIKERZ A L T\ D
Tl OB 3T, HRE T DT O N AR E e ATRIRD
FRRBHE 21T > T D Z &,

© BENOERFHREEOKHITONT

AT HE BRI IC S 2 BMEA D BLE S, BRSO OfF B D A - &2
I OB P ONER IR 5 E Bt A FFRNRLE LB E ORE
. FRHESNITATONDIEFINE > TN D Z &,

@ EBIERA~DOXRIZOWT
@-1 MERAEHICE T 52 Y

R PERR R D EEE A BIE N AE LT-BRIC, 24 BRRISIRIRHIO T, Mk X
IR 3BT B L2 BIERNICIE U CABRE BE L O CT Z O BIVER ORI
ERRAEORERD Y HHRIZE I, B HITRIGFTRE AR > T D Z &y

@-2 EFEREHRICLH>AFEFSNCET I EH

DN AR 2 BN 2 ik M O e 2 A 2 EREEHENRIERT =421 > 7
EEHEOIEROAT ) —= T EITOERE & E#REZ G TE 5 F— AEBRIRH] 235
i S TnWBZ L, 2B, BiAHIZHOWT, BRABRE EZOFEICHFIITEMENT
WhHZ L,

®-3 BIEADOZMORINICEE LT

AWER (FEMEMEEIZINZ . KIBE - DMk - BEO M, BUEFX - IR - 1T
FERBREE - 2% - B LMEIRE R, BT (URMERIEMERE R, REKEBRE) ., N
SRS (T EAMRERRE S FUIRIRAERERRE S, BB HEREREE) | 1 BUBEIRIE ., 5 & DRk,
e « BEESUTRARIE , TER ., EE DR GRS (PR B RARIE . B R IEARIE %
e, ZIPALEE, B RJEIESE) . infusionreaction, AMZE « BAREAS, FAEMNMESAE, iRk

(FT7 v« NU—EBRESE) . Ok, BEERMKEE (M i MBI SRR |
TR PEE L, JRIFERES, MEERIEKESE) . HE OB R, MERERIEGER., M%) (Txf
U C. Yazhias ST B R R O B 2 A9 2 Al & s U (RIVER O 2 Mokt it
B L THRE R OB EZIT ONDRMEICH D Z L), EHITHEY 72 ALE N T 5K
NEESTNDHZ &y
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5. BEXRLEGLHESR
[(HZhEIzBE 3 2% FH]
O TREOBEIZBWTAFOFRMEN RIS TN D,
o DBAMETFIRIERICHEELET - BROEBEE~YA 7 a7 T4 MALEN
(MSI-High) #f 3 2 EfHE 5 (EAERRIR DR EE 225612 R D)
o IBHEUIBRABE LT - BROEBE~A 7 0T T A4 MARLEM (MSI-High)
HT LA - B
703, MSI-High 2T 2 ARKA O a v =4 2ZKIEKEL LT, MSI &Ex v K
(FALCO) . FoundationOne CDx 23A/%7 / L5717 7 A /L, Guardant360 CDx 75 A&
fRA73F )b, X ZF OptiView PMS2 (A16-4), X1 ¥ J OptiView MSH2 (G219-
1129), ~X> % 7 OptiView MSH6 (SP93) MK TN % 7 OptiView MLH1 (M1) 737K
BEINTWDE (TR bERGES),

©@ FRLIZEEN T D T 2 AR OB 5 K O TSV TR AAIOAZPED
WESLSNTELT, AFIDEREGHIR LB,
o FiomibhRE
o fOPUEMELGA L O L TRE SN D EBH

(2B % FH]

O TFRICEZYTL2EEFICOWVWTIEIARFORENERE SN TWDHZ &b, 51T
DI L,
o AKRFNDESTIKE LIBUE DB D & % EE

@ RFEATOFHMEIZI VT FRACEE NS T 2 BE 2OV T, AFN OB IFHESE S v 7e

D, OISR N e WGEIZIRY | HEICAREAZEHNTHZ L 2BETE 5,

o [MEMMEBROGIXIIEEDOH 5 BE

o JfaEEi R CRIE R & R 5 B K ONEBYME 0 Ji S i sk 2% <0 e 11 it 7%
EOMICRIEMEZN B DD BE

o HCOMERBOADE, UTEMEA R L IXHERMED A CE KB OBEERE O
b5 BE

o JEERAE GEmEpMaBREZ &) ObH D EE

o FEOBYSUIERE A AT HEBE

(F5) MSLHigh %43 % B ERE O LU » FIEERECTH S = & 23% STV % (Latham Alicia etal.: J Clin Oncol.
2018; JCO1800283)
16



e ECOG Performance Status 3-4 7 o fBE

(E6)) ECOG @ Performance Status (PS)

Score T

0 2L MR JEBTE 5, AL [ U HEAENHIRR <72 2,

PIARIZ I LU EBNIHIR S D 2%, AATRIRE T, BAERERE > COMERITITI 2 LN TE D,
Bl BOFE, R

2 BATARECH Y OH DEIY O Z LIF T SN TAEEEMEEIFITE R, B D 50%LL Eig~y M Tl I3,

[RONTEGOHOEYDOZ L LNTERY, HHPOD 50%L L&~y R TilI 4,

B w

LTV, BHOHOED D LFAL TERY, %Ry KR TRIY,

17




6.
@
@
®

BEICIFRLTEEITREEHE

AT SCERE TN 2, B IR B 3 D3RS 2 BB 1T 3D & K o etk K OV 1E i

MO DI B EFRE + B L T ERT 52 &,

TRIEBRABICHENE D | B XX 2 OFIEICHIME L OERM %2+ L, RE 215

ThoETHZ L,

FREWEH O~ 3 A MZONWT

o [MWEMMEEND LD ZEND DD T, KEIOEEIZHT- > TiL, FIHE
W (BGIv, PRI IR EE, k) ORERE M O X S o FE %, Blgx 1
FATH Z L, Fo, KOS UTHE CT, i~ —h —FOmA % Kl d
HZk,

e infusionreaction 23& HILD T L NI B, infusionreaction 3R HILTZHAIC
(%, WEIRALE 21T O & &b, SRR EIE T D F TREOREBE 08l
THZ L,

o HURERBERERETE T HRMAEHEERET LK ORIBEHEREN L LDONDLZ EDBHHD
T, ARFN OB H-BIbbET M O G- 30 X EARIC N IS EERR A (TSH., 178
T3. W78 T4, ACTH, i =L F Y —VEORE) ZFEiT 5 &,

o BUERTSR. IFAa, RS, ITR, {LMEERP O LN Z 03D D
DT, AANIOEE-BRIERT & OG- W e S iFséaE 4 (AST, ALT,
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

o SEIERK (IERKMITEEMREREZ ETy) EORERIREENRH DD
ZERHDLOT, EMMICIROBE OFBEMGRT &, -, IROEFEN
RO BTG EITIE, HONCEREEEL 2T 0 L) BEZIEET HZ &,

o ARFNOEHIZEY GBEOGIESINITEK T D LB 2 S DA 7R BSOHRE
NHOLOLNDIENH D, BENPFDONTHEITIE, BELE-FLRIILLT
BEFAR 70 5% & R0 2 FF O R Al & e Ul 2R R M A 1TV B E O Rk
FOGIZ X B BWER D S 2355113, ARFIORIE T H 1L, & ORIE R E R
WEVRIOBRGEZZETDHZ L, 2B, BIEREFRLVE L OERGIZEENE
FHOUENFRD BV WA, B EE A o DA o sl o8
LEETDHZ L,

o BETH.ECARIN O ARGE L T LEWERANRE T ZER"H D720,
KB OBEHE TR HRIER OB 2ITHEET H 2 &,

o IAUBERRIT (BIE | USRI A B ) Db b btv, RS h 7Y R—T &
WCEDZENRBHDHDT, Ol Bl NEH-%DORER DR BLLCMPEE D FH12+
SEETDHZ L, 1 BRSNS ii&k G 2L, AR ) il
RO GEOMY R LEEITH Z &,

AR DOFFAR BRIV T, KEYNOTE-177 i BR Tl 9 M = &, $£7-. KEYNOTE-

158 7B & O KEYNOTE-164 ik (24— b A) TIE& 5865 1 41T 9 M

TEL VAREDRET 12 B S ICHEIMEOFMI AT o TV Z L2 SBIT, KA

SR ESICE G RAE TR R OMEERETT D Z &,
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EERHEETA N7
Rh7u ) X<w7 (Eis B Z)
(BR5E4 : ¥4 hL—F EFE#E 100 mg)
~ P e ~

SFTEEL 28 (Ff449 A%ED)
JEA S B




Bk

XL HIZ

AHNOFFE, ERET

i IR RS

FEER 122U T
BehHxtG L 70 D A
BHIZER L TEET & $HH

o s 0N

P2
P3
P4
P15
P17
P19



1. IXL»Ic

RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFREEGENARINDLHF T, 2D DEKTZ BV E B ITIRAET 2 2 L RSO
PE L 72 o TR Y REMEGE S, & O HATTEE 2016 CFEAL 28 42 6 A 2 H BFEERE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

AR AR ESR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDD, TS, HIWEROLZEMEICET 2 ERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

RE. RHA RTA 0%, MNIATBOE NEHR G ERE R O, 2 EEARAR
BRARNEE oy —MAERTE N B ARERIR N BLE 2 R O AR A A ARG IRERFH 2 O 1
Db EAERR LT,

KfG L I DIEIEN A M —F STEERE 100mg (— k4% AT e U X7 (Eis
THAHEZ) )

REERDMEIE - ARG EIBRASGE TR 0 B M e
RS R |2 33U B IR AT RS

REERDMEROHE © <ARIAUIBRARE X I THR % o B M e g >
fh DHEVEIEER & OOFICRB VT, @E. AT, A7
U X~7 (EfafF#Haz) & LT, 10200 mg % 3 FHEFE X
1% 1 (5] 400 mg % 6 B[ FE T 30 430N CTRIEEET 5,
< BRI 3T DI BRIk >
WL, AR, e n ) X+ (Enz) LT 1
[5] 200 mg % 3 i [ & X 13 1 151 400 mg % 6 3 [#] IR T 30 7 fH]
DT CRIEFET 2, BB 12 AR ETET S,

B 3E IR 58 ¥ # 0 MSD Rt




2. AFRIOFK, 1ERKERF

XA N —F REEHE 100mg (— 4 RAaT7n ) X<v7 (B z), LT TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) & %D VU H> K Téh 5 PD-L1 KO PD-
L2 L OfEAZEH#EREST S, b MbIgG4 £/ 7 n—FAHEKTH 5,

PD-1 #REIE T M50 B ARAEAE 7> KL D 72 D12 28 AR A3 4= 5 T2 72 e i )40
AA »F T, PD-1 1, fEFEREBICEWDCEER T MildoMia£mic BB L, 3%
P& SO % B e A X TRl 72 e g OS2 T %, 7B, PD-1 13U > R EfE
AT D LICE Y PURZERICL D v 7T vmiEa A+ 228K TH 5, PD-LI
DIEFMHMZIB T 2HBUT DTN TH LD, Z<OBAMIETIE T Mlao@E 2Mmz
DI EBENZHRBLL TWD, BDAMIRIZI T 5 PD-L1 O &7 BX, BMAaE . FEE.
A . SRELE, FE/INIRaTE 7 & OB A Ze A TTFRARK 7 TH Y | KW AAFE
& OMBEERRE I TWD,

B OB A DGR T#% & PD-L1 BB OFHEIMED S| PD-1 & PD-L1 OREEIZIER O
TP AR C BV CEHEEARRE 2 H ) Z EAURB SN TEY | i RN ARROEN L L
TSN W5,

AFNE, PD-1 & PD-L1 XO'PD-L2 O U > ROFEGEET L2 Lk, 5
WU NBREE T O NS A ENE T U Vo SERETEM L &8, HUEE % 2 FE (b
T2 Z L THEENRARET D,

ARFNO B PRI 35 < BIE DS RIS & B BITEFIS7 B & b, Bl ULSET e
EH AN D D, KA ORGP R OB GBI, BEOBEE T, RENRE
0 & NI EICIE, FEBL LT BRI U 7= BRI 72 S & 8 % F5DIERT & 34 L i
OV BRI A ATV B O RIESISIC & 5 RIERAEDN D AT, BB RE L
AN DR T ORI & T D WER D B,



3. ERPRARE
RIBYIFRASHE XX EAFE A 0D WM B Jes Ko OV AR AT I |2 35 T 2 i 1% i B Tk D AR IR 12
S 24T o 7o 72 FR R SR D pliE & 7~ 3,

(0]

O EFEEFRZFE RS (KEYNOTE-426 #5)

{EERRIEIE D 72 MR TE BIFRANRE XU THAREME™ 0D 8 WAl e A Rk s £8 8 861 3l (H K
N9 flzgte) xR, A=F =7V Ay (ULF [RA=F=7] L9, ) 2%
KL LT ARANET X F =7 LD HEE (LT IRB/ T XRF=71 205, ) =
DA INE R N RET S ivle, FEFHIE BT 24 (BLF ToS) w9, )
KOS AR (LT TPFS) &9, ) L&, RHlI/THRF=T71%, A=F=
T LT, OS KU'PFS ZARITIER L7 (1, K1KLKUK?2) |

*1 : American Joint Committee on Cancer %5853 510 553 < SR HATV

*2:50mg 1l H 1[0 4 5% 2 BEEIREE

*3 : A 200 mg 3EMMN (BLF TQ3W) &), ) THARNELS L, 7% F=7%5
mgl H 2[FE (LAF IBID) &\WH, ) OE L, THFF=7 058X, 5mgl
H2ETifdd2a—A (6HM) ULELAEERHY, Grade 2 2 HT7 FF=
T ORIERNZERD BT, 2ol E2S 150/90 mm Hg DL FICEHE S =84, 7mgBID
~OWEELZAREE L, E2FBROEHEL AV, 10mgBID ~O#i&E s Alig s Liz, 7
XU F=7E, BEAOMER, BEEESICG U TARE IEE (3 mg BID, &iZ2mg
BID) & HEEL L7z,

#1 ARk (KEYNOTE-426 3ER)

KEN) T X F=TRE A=F =T Rt
(43241)) (4293)
o (H) NE NE
[95%CI] [NE, NE] [NE, NE]
OS™ | N¥— K™ 0.53
[95%CI] [0.38, 0.74] —
P{E™ 0.00005
o (H) 15.1 11.0
[95%CI] [12.6, 17.7] (8.7, 12.5]
PFS™ ™| A — REp™ 0.69
[95%CI] [0.56, 0.84] —
P fili* 0.00012

Cl: (E4EX[H. NE: R, *1: PRMHTEFOT — & (20184E8H248 W > "4 7) | *2: )=
B Cox LN — RETNMC LD A=TF = TREE OB, *3: Jg@hn 75 7 MiE. *4: RECIST
HA RFA P LURICHS <SPS P dei &



AF200 mgBWR UV 7 XL F=T
/

70 i X:a—_:j .- A

0 4 8 12 16 20 24

at risk# EFRRLA]

A#I200mg Q3W KU
g 432 417 378 256 136 18 0
Z2=F=7 429 401 341 o 110 20 0

X1 OSoHE#ENrEEDKaplan-Meierfi#f (KEYNOTE-426328%)

100 -
90 1
80 1
& 70
5 60 -
£ 50
%40—
g 30
201
10
0

EIEELE R (A]

at risk#

AHI200mg Q3W 432 357 251 140 42 3 0
RU7FIF=T

AZF=T 429 302 193 89 29 1 0

X2 PFSOHEENTE: D Kaplan-Meier#igR (KEYNOTE-426345%)



@ E B[ M ARRBR  (E7080-307,”KEYNOTE-581 #&f5R)

ABZFIRIEIE D 72\ ORI Y BR A RE U ME O P AR B A B g™ 712 ) (A
AN T3 BlEEie) 2RI, A=F=T2ERRE LT, ARIE LY ARF=T XUV
BT TvongF=71 Lo, ) oS CUF TRF/ LoRF=7) Lo, )
S OE MR NLEMEDRRF ST A/ Lo NF =7 %, BEIEEE & Siu7- PFS,
BIVGHEER D—> & SN 0S 2, A=F =7 LR L THBEICERE L (3 2,
IRV 4)

1 BEEEARARIC 35 R A0 SRR 2R BT IR A Rl S T R xR & S iz,
*2:50mg 1 H 1 [8] 4 38 4 5-1% 2 KRS
*3 1 AHI 200 mg Q3W TERANIE LG L., Lo AR_"F=7%20mgl H 1 [FEAOHKE L1,

# 2 FiMEAE (E7080-307,/KEYNOTE-581 348%)

AF/ L R_RTF =T R A=F=TRE
(355%) (35761)
o (H) 23.9 9.2
[95%C1] [20.8, 27.7] (6.0, 11.0]
PFS™ ™2 N — K™ 0.39
[95%CI] [0.32, 0.49] —
P ™ <0.0001
o (H) NE NE
[95%CI] [33.6, NE] [NE, NE]
0S’ ANHP— RS 0.66
[95%CI] [0.49, 0.88] —
P fE™ 0.0049
Cl: EFEXM. NE : #EEAA. *1: RECIST HA F7 A LIFZIES S G/ AL P IAE

*2 1 20204P8 H28H 1 v N A7, *3 1 J&@hll Cox el — RETF NI LD A=F =7 L Dlhig,

*4: ERln 7T 7 BEIC K D PAE () |

F7)

*5 . AT O — % (2020428 H28H 7 » b




10
09
08
0.7

% 06
= 05
#H 04
H 03
02
0.1

atrisk #

AR A 200mg Q3W R r
rongFz=7
A=Fod

X3

10
09
08
0.7
06
05
04
03
02
0.1

atnsk ¥

F A 200mg Q3W B ¥
vonryzy

b 84 21

[X| 4

— KA 200mg QAW RV L U NF =T
----- ZzFod

TR R S T

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5
w5 ()

355 342 338 327 313 280 253 222 188 120 66 26 10 2 0

357 332 307 280 264 236 207 186 160 112 60 25 7 2 2 1 0

OS®Kaplan-Meierghi# (E7080-307,”KEYNOTE-5813%5%)

w— A 200mg QAW RUL L NF =S

0 2 4 6 8101214161820 222426 28 30 32 34 36 38 40
W ()

355 321 300 276 259 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0
BTX228 145124107 85 69 62 49 42 2 K5 16 9 3 2 1 0

PFS @ Kaplan-Meier gh## (E7080-307,”KEYNOTE-581 #B&)



OEBEILFZE AR (KEYNOTE-564 #5#%)

BRI ST B SR UIBRIT 2 O PR U A 7 73 i@\ 98 B A e 284 Pl e s £ 994 31 (H
AN B Bl Eite) ZxXtBIT, MR miBhELE & LTAHK 200 mg Q3W # 5-DHNEKL O}
EVEN, 77 R EXRE UTHRE S, EEFHGE B (385 A7 HH (LT TDFS)
EWIH, ) ES, AT TR L CDFS #F BICIERE Lz (3 KO 5) ,

* LU (1) XE (i) oBFESEAANGIT,

(1) OB F RIS K 0 TROWT NI Y T 5 FBF (Grade X Fuhrman 5345)
- pT2. Grade 4 JUFHIERZE LA ES . NO 72>D MO
- pT3/4, Grade [f]7>3°, NO 7>> MO
- pT 3, Grade fil>7, N1 222 MO
(ii) MI no evidence of disease (M1 NED) T»h V., JFUREE K ORBIEBEE & Hio, BRI
HE AU BRI 1 RN O WD DORE S TREYIRATEETH - 1B

#3 HOMERE (KEYNOTE-564 3RER)

AFHE 75 AR
(496%1) (498%1)
e (A) NE NE
[95% CI] [NE, NE] [NE, NE]
24 DFS % (%) 77.3 68.1
DFS™ [95% CI] [72.8, 81.1] [63.5, 72.2]
NP — R 0.68
[95% CI] [0.53, 0.87] —
P fE* 0.0010

Cl: {2#EXM. NE : i B4, *1 : PRGOS —4% 2020412 7 14 B v b4~ (DFS
IRIRBRFH Y AR L 2 5EM) . *2 : B3I Cox el Y — RET L B 7T |R & DL,

g ST T E

100

£ (%)
N
o

at risk#k
AH1200mg Q3W
ISR

] — EI200mg Q3W
] =——— Fses

0 5

496 457 414 371
498 436 389 341

10 15 20 25 30

REFHE A]

233 151 61
209 145 56

35 40 45

21 1 0
19 1 0

XI5 DFS ® Kaplan-Meier #i## (KEYNOTE-564 R5%)

8



[Zz421E]
OFE BRI R NS (KEYNOTE-426 ##)

BERGIIARA/ T X F =T 422/429 ] (98.4%) K ONA=F =T Ff 423/425
(99.5%) (278 B AL, BRI L DR EBMRNGE TERWAERERIT, TN T 413/429
B (96.3%) JZ N 415/425 3] (97.6%) Z78® Lz, WITINORECTHRILEN 5%LL E
DEWERIZTED LB ThoT,

#z4 WDTNLOBETHRERD 5% EOEIER (KEYNOTE-426 REr) (RIS EH)

2B RIR B (%)
(SOC: System Organ Class) AE/ T X F=TRE A=F =Tk
JEARFE (PT: Preferred Term) 429 {31 425 Bl
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
EEIEN 413 (96.3) 269 (62.7) 4 (0.9) 415  (97.6) 244  (574) 7 (1.8)
MR LY v FRfEE
2 12 (2.8) 1 (02 0 69 (16.2) 13 (3.1) 0
i BRI S 5  (L2) 0 0 37 (87) 6 (1.4) 0
I BRI E 6 (1.4 1 (02 0 79 (186) 28 (6.6) 0
1IN 8 (1.9 0 0 94 (221) 22 (5.2) 0
WU
R IR RETTHESE 52 (12.1) 4 (0.9) 0 14 (3.3) 0
R B RBAR T 135  (315) 1 (0.2) 0 119  (28.0) 0
H b
[i-20) 23 (5.4) 3 (0.7) 0 16 (3.8) 0 0
{5 31 (7.2 0 0 29  (6.8) 0 0
T 210 (4900 31 (7.2 0 175  (41.2) 19 4.5) 0
v 17 (4.0) 0 0 22 (5.2 0 0
WL R R 12 (2.8) 0 0 48  (11.3) 1 0.2) 0
BRI MR R 6  (14) 0 0 34 (8.0 3 0.7) 0
i 91 (212 2 (05) 0 111 (26.1) 4 (0.9) 0
A% 61  (14.2) 3 (07 0 86  (20.2) 9 (2.1) 0
Mgt 34 (7.9 1 (0.2) 0 56  (13.2) 3 0.7) 0
—f - EHEER L OB G ORRE
S 9E 50 (11.7) 6 (14) 0 54  (127) 12 (2.8) 0
955 130 (303) 10 (2.3) 0 142 (334) 21 (4.9 0
FERE D JAE 55  (12.8) 4 (0.9 0 90 (212 7 (1.6) 0
FEEL 16 3.7 0 0 24 (5.6) 0 0
B AT
ALT #4800 102 (238) 52 (12.1) 0 54  (127) 11 (2.6) 0
AST H#40 97 (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
M7 L7 =1 24 (5.6) 0 0 30 (7)) 1 0.2) 0
i H R I AR L N 22 (51) 0 0 22 (5.2 0 0
B ER B 3 (07 1 (0.2) 0 48  (11.3) 29 (6.8) 0
1 IMRERAD 14 (3.3) 1 (02 0 76 (179) 31 (7.3) 0
{REA 41 (9.6) 6 (14) 0 36 (85) 0 0
i BRI 1 (02 0 0 37 (8.7) 11 (2.6) 0
R KOs EREE
AR 94  (21.9) 9  (21) 0 106 (24.9) 2 (0.5)
IRV RgIfiE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
A% RS L OV A kLR e
RAER 52 (12.1) 3 (07) 0 15 (3.5 2 (0.5) 0
i IR 23 (5.4) 0 0 16 (3.8) 0 0
PhRE R R
TRTE LR 40  (9.3) 1 (02 0 129 (30.4) 0 0
GIEVE] 35 (8.2 3 (07) 0 33 (7.8) 1 (0.2) 0



RPN B%% (%)

(SOC: System Organ Class) AE/ T X F=TRE A=F =Tk
JEAFE (PT: Preferred Term) 429 {31 425 Bl
(MedDRA ver.21.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
B ¥ L OURE R E
HAR 66 (154) 11  (2.6) 0 39 (9.2 6 (1.4) 0
FEDR g, MoEhds K OithmRiE =
5K 32 (75 1 (0.2) 0 12 (28) 0 0
FEFEE 98  (22.8) 1 (0.2) 0 12 (28) 0 0
IEF-% R 28 (6.5) 2 (05) 0 16 (3.8) 2 (0.5) 0
St 1 19  (4.4) 0 0 32 (75) 0 0
R B X O T kbR
B2 R 27 (6.3) 1 (02 0 35 (8.2 0 0
FE - RERRMREASIEGER 119 (27.7) 22 (5.1) 0 168 (39.5) 15 (3.5) 0
& 9 FEIE 53 (124) 1 (02 0 18 (4.2 0 0
B2 46  (10.7) 1 (0.2) 0 38 (8.9) 1 0.2) 0
IR
& 1L E 179  (41.7) 91 (21.2) 0 184 (433) 78  (18.4) 0

¥, RE/T X UF =T HICB O TR MEMER 12 6] (2.8%) . KIBK - Mk -
FHED THI 40 1] (9.3%) | FRREREE (X7« N —JEMERES) 2 1 (0.5%) . FHERE
T (ALT KOV AST $5N78 EORFHSEEMR A M S 2 5 ¢e) 150 f (35.0%) . FLIRIRKE
REFSE 165 1] (38.5%) . T IE(AREAEREE 51 (1.2%) . FIFEHEREREE 10 6 (2.3%) .
1 BRI 151 (0.2%) . BIFEREREE (JRAFTEMER RS 96l (2.1%) . ik - £
BT RMRAE 4 61 (0.9%) . FEIEAEESIIE 4 1 (0.9%) | LFHZ 261 (0.5%) . SE DK
2 141 (0.2%) KON infusionreaction2 5] (0.5%) 338 Hiviz, £7-. BEED K EREE
(B RREIREARE R . ZTEALEE, BRI ) |« BER. Mk - BB, R kiR E
(s M VRS PESRERENS . VMR L, JREFERES ., MEERIERAESE) | MERE RNERE
BEM OSEIZITFRD BV hy o 1o, REWEFAZ BRI X B S F 5 (B R A 5 &2 5 i)
rE R R T T,
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@ EER [ M ARRER  (E7080-307,”KEYNOTE-581 #&f5R)
HEFRGIIARA/ L o XTF =78 351/352 ] (99.7%) K ONA=F =7Ff 335/340 f
(98.5%) (23 H AL, BB L ORI RN EE TERWAEERIT, T2 341/352

B (96.9%) JZOF313/340 f3i] (92.1%) IZFEH LTz, WITINORETHRILEN 5%LL E

DOEIVERITTFTERD EBY ThHoTe,

F5 VDTN LDEETHRERN 5% EoBIYER (E7080-307,”KEYNOTE-581 38%)

(R MM RE])
BB S B (%)
(SOC: System Organ Class) A/ Vo NF =T A=F =Tk
JAFE (PT: Preferred Term) 352 {3 340 £
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2EIVEH 341 (96.9) 252 (716) 4  (1.1) 313 (921) 200 (58.8) 0
MEFR LY SR REE
2 20 7)) 3 (09 0 44 (129) 11 (3.2 0
i BRI 4 (L1 0 0 21 (6.2 7 (2.1) 0
I RIS 8 (23) 1 (03) 0 42 (124) 18 (5.3) 0
1/ INBRE D 13 @37 1 (0.3 0 51 (15.0) 18 (5.3) 0
W WREE
R IR AE TUHENE 22 (6.3) 0 0 8  (24) 0
FOR IR AE (R T E 150 (426) 4 (1.1) 0 79 (23.2) 0
H ke
i 39 @111y 4 (11 0 12 (35) 1 (0.3) 0
15 24 (6.8 1 (0.3 0 20 (5.9) 0 0
T 192 (545) 29 (82 0 151 (444) 15 (4.4) 0
H Pz 28 (8.0 0 0 10 (2.9 0 0
HERER 26 (7.4) 0 0 42 (12.4) 0 0
A MR R 8 (2.3) 0 0 26 (7.6) 0 0
G 94 (267) 6  (L7) 0 94 (278) 2  (0.6) 0
HNZ 13 (321 6  (17) 0 127 (374) 7 (21 0
AL 56 (159) 5 (1.4) 0 45 (132) 3 (0.9) 0
—f% - 2EFEER L OG- ORE
) iE 71 (202) 16  (4.5) 0 54  (159) 11 (3.2 0
957 113 (321) 11 (3.1) 0 109 (321) 13  (3.8) 0
RAY PR 17 (48 1 (0.3) 0 17 (5.0) 0 0
FE L 16 (4.5) 0 0 18  (5.3) 1 (0.3) 0
VPN &
ALT H/n 34 (97 11 @31 0 30 (88 6  (L8) 0
7 X7 —EHhn 53 (151) 26 (7.4) 0 26 (76) 9  (26) 0
AST #4J0 33 (94 9 (26) 0 30 (88 2 (0.6) 0
Mz V7 I =8 23 (65 1 (0.3 1 (03) 17 (5.0 0 0
i H FCR I S L N 38 (10.8) 0 0 17 (5.0) 0 0
U S—BHIN 50 (14.2) 34 (9.7) 0 34  (100) 24 (7.1) 0
T EREC D 8 (23 6 (17 0 39 (115 19 (5.6) 0
/R 20 (7)) 3 (0.9 0 57 (16.8) 18 (5.3) 0
R 70 (199) 21 (6.0) 0 19 (5.6 0 0
i BRHE 10 (8 1 (0.3) 0 30 (8.8) 6 (1.8) 0
R KOs REE
ot Bl 123 (349) 12 (3.4) 0 84 (247) 5 (1.5) 0
oL AT a— LIfE 18 (1) 1 (0.3 0 2 (06 1 (03 0
F Y 7YY RifiE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
B #ERd L OV ARk
RARIR 60 (1700 4 (11) 0 22 (6.5) 0 0
AR 38 (108) 3  (0.9) 0 8 (24 0 0
RO SR P T

11



BRI B% (%)
(

SOC: System Organ Class) A/ Vo NF =T A=F =T
JLAGFE (PT: Preferred Term) 352 {3 340 £
(MedDRA ver.23.0) 4= Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
CRRES 38 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
Bb 38 (10.8) 0 0 28 82 1 (03) 0
BB L QIR E
EHENTS 97 (276) 26 (7.4) 0 41 (121) 10 (2.9) 0
MR SR, MR X OVtREE
Ik 19 (5.4) 0 0 8 (24) 0 0
B EE 87 (24.7) 0 0 9  (26) 0 0
I % 1] 23 (65) 4 (11 0 1 (32 1 (03) 0
S 1. 18 (5.1) 0 0 30 (8.8) 0 0
Jiliig 7% 18 (51) 6 1.7 1 (0.3) 0 0 0
K& ¥ KO TR RRRREE
B Sz 17 (4.8) 0 0 21 (6.2) 0 0
FH - BEFRFRATERSIEGRE 99 (281) 14 (4.0) 0 122 (359) 11  (3.2) 0
Z 9 BHIE 47 (134) 1 (0.3) 0 19  (5.6) 1 (0.3) 0
95 77 (219) 12 (34) 0 37 (109 2 (0.6) 0
BER B IR e 24 (6.8) 4 (1.2) 0 5 (1.5) 0 0
HORRE 0 0 0 31 (9.) 0 0
M R E
[EIINER 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

RE. ARAEN/ VR TF =T RHCB O TR MR 19 61 (5.4%) . KB - N -
O THI36 1] (10.2%) . HEORERREE (PEIEREEERARIE ., SR RRARSE
B, ZIRALEE, FREIES) 261 (0.6%) . BFEMR - A4 - IFgeemE - ik -
{EMEARAE 2% 79 B (22.4%) | FUIRHRBEREFRTE 156 5l (44.3%) . T E(AHERERSE 3 i

(0.9%) . FIFEHEREREE 18 B (5.1%) . 1 AUBERIE 161 (0.3%) . BHEREREE (R
ERVEMER I8, SRERIRBRS) 861 (2.3%) . S 86 (2.3%) . Ahdk - MU ARIE
3# (0.9%) . HIEMMESE 1] (0.3%) . MMk - BEEER 3 451 (0.9%) . Lfhiz 3

(0.9%) J UNinfusionreaction5 fl (1.4%) 238D v, F7-. MRREE (FF 2 - N
U—EERERE) | S E I IRK, EE e MmRESE (G Ml MRS MR, I
i, FRIFFERES, MERRIERESE) | MEKE R L OFIERD b v o 1o, KREIE
RFEBLRDUIBIE RS (BAMRAERT 2 5T) 23 0EHHRE T,

12



OE BRI A MAHFER (KEYNOTE-564 #f#)

HEFEGIIARKIRE 470/488 1] (96.3%) KN 7 & AREE 452/496 ] (91.1%) 2788 5
o, BB & ORI EBMENEE CTERVEERGIL, T 386/488 i (79.1%) &Y
265/496 il (53.4%) ZFRD BTz, W ORETRIELERN 5%l EORWERIZ RO
EBVThHoT,

£6 WTNOLOBETREERN 5% EORIEA (KEYNOTE-564 ) (REMEMITHRER)

PRERIRHE Btk (%)
(SOC: System Organ Class) AHIHE 7T AR
FEAGE (PT: Preferred Term) 488 15 496 171
(MedDRA ver.23.1) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

2RIEA 386 (79.1) 92 (18.9) 0 265 (534) 6 (1.2) 0
W WREE

FOR B RE TS 50 (102) 1 (0.2 0 0 0 0

FOR IR RE AR TR 8 (176) 1 (0.2 0 13 (2.6) 0 0
H ke

T 77 (158) 8  (1.6) 0 51 (10.3) 0 0

D 39 (8.0 0 0 23 (4.6) 0 0
—f - EHEER X O G OIKRE

1 7 9E 28 (57) 1 (02 0 23 (4.6) 0 0

95 57 99 (203) 4  (0.8) 0 71 (14.3) 0 0
B #E R E & O ARk

RAHfiR 46 (94 1 (0.2 0 43 (8.7) 0 0

i PO 30 61 1 (02 0 20 (4.0 0 0
FeTE$s L OV TRk E

Z 9 BEE 91 (186) 1 (0.2 0 57  (115) 0 0

W% 73 (150) 4  (0.8) 0 36 (7.3) 0 0

¥, AAFEC IV CRIEMEMZEE 1161 (2.3%) . KKk - /NBK - HEO TH 15
B (3.1%) . FHEEORERE (TR tEREESCRARE, FREREBIRAE GRE, SR,
HERBIES) 16 (0.2%) . #RRFEE (7 - NU—EGRES) 161 (0.2%) . BUE
JF2% « FFARAS « HTREREFSESE « AT4% - AL PEREE % 45 5] (9.2%) . FLIRIREERERESE 106 151
(21.7%) . TEMAERERE 2 41 (04%) . RIEHRERE 10 ] (2.0%) . 1 BFERP 9
B (1.8%) . BRERERETE (RAME BB R, SREREEKRE) 841 (1.6%) . fizk - £
KU ALARIE 2 61 (0.4%) | FEMMEE 2 61 (0.4%) | AKss - BEREER 2 61 (0.4%) | L
4 1 (0.2%) . infusionreaction7 5] (1.4%) K OVEEEEZRMKIEE (S M
DPESEBE, TRIMAVER M, JRIFERES, MEERIERIES) 161 (0.2%) Mo bilz, 7=,
fEge, 589 B, MERE BIEMRE L OFSEZILR D b i o 1o, REWERFBLIRDLIX
B fg (FRMAEMERT 251 23 0ERE =T,
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(M- AE]

KB OFEEFFEYEREET AL EZFMA LY I 2 b—2 3 02XV, KK 200 mg %
Q3W, 400mg % 6 FMMHE (LT TQeW) &9, ) XiX10mgkyg (KHE) % 2 @[
Mk (LT TQ2W) L9, ) TG LZBEOARF O g PR ESRG S, ok
R, AH 400 mg & QW TH L L7ZEROAF D E HARRBIZ I 1T 5 Mg P (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, AH400mg % Q6W TG L 7= ARHKI D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) &VM96 ) 1. AHAl 200mg 2 Q3W THeH- L72BED Craxss
R L CREAZ R T E TSN OO, HARNBEIZB O THBEMEDRHER I LT
LR - HETH 544K 10 mglkg (FHE) 2 Q2W THE L72EED Craxss & Ll L TIK
EERTETRHENZ (FR) . S50, EERAHRERE 252 I2K4] 400mg % Q6W
TG L=/ BTHERER (KEYNOTE-555 i) 1 0 5 7= 34 HES < RpydEhne
WNIA=2T VI ab—ra AR THILTCEYEIRE T A—2 LHEILT- (TR,
Iz T, BEOFEEIZIT 5 EERABREGE IS D& | ARFIOlRER & & A XL et
& OR#EZ R DIRESST T VPERE S, Al 200 mg 2 Q3W X 400 mg %
Q6W TH 5 LR OMRE & & A T2 et L O #EIZ DWW TRET SRR, bk
SEORE - HEOM THNE R ORI e 22813 v &Pl &z,

R1 AROEYBE T A —F

[ Comr Cove Coni Coras Coes Coninss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (pg/mL) (pg/mL)
200mgQ3W! | (oo Vi | (77981 | (76183 | (917 041) | 498510 | (308 3L4)
400 mg QBW! (12;?24) (32.%??2.7) (10.%1(,).50.8) (14??49) (SO.i?gl.S) (19.%3??0.9)
40(09‘*2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:2;4) NA NA NA
OMAOOW | gy | i | i | wmam | s | sy

+:n=2993, 100 BID ¥ I = b—3 3 I K0 BEH ST 8 FEO YL (2.5%05, 97.5%450) | Cmax @ FIEIE
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B I AR 7 H i

I @ 56 il DRATEIIE  (95%15 HE X [H])

§ : 41 Bl RAEEIE  (95%(ETHIX[H)

NA : %7 L
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4., HEFRIZOWT

I Y 2 7 EEGEHE (RMP) (KD & A O B 3K G 22 R R TS B~ oD 1 ) (ATl
Do Dltiak Tho T, KA OG- NEY) 72 BE 22 - FFE L, AR GIZ X0 EHE
7REWER Z 3B LTRSS 5 2 & BB R 7o D LU OO~@DF T A 72 i
HIZBW AT o2& TH D,

O mEFITHOWVT

D1 FiEo (1) ~ 5) OWTFIRNTEYTHMHETHDZ L,

(1) EAFBREDEET 20 AR LR B SE (BB RS A2 R LSRR
Ml 23 A RSB ML SURRE . MUY AR 72 &)

(2) FrEMSHENRRE

(3) HBEIFRAE T ET 203 AUHEEEHRRE (D AR B, 23 AR
W19l 23 ARSI EEHEE R 2 &)

(4) SRACFERIERE A % E L, S SRIEE L2 RER R 1 USSR IR b A e st
2 OfiFk FEHEIAR D M 21T > T B fiigk

(5) PUENMEREEAIALTE BN O fii 5% L UEIAR D Jm A 1T > TV D fiak

D-2 B Db HE K OEIWE RSB O RS Z + 47 7o ik & B & FEo =R (F
ROWTIDITEE YT HER) 2, Y2 R OARFNCET IR0 EMTE & L CRE
IhTWbZ L,

#*

o [EREFFEUGE 2 FOWMIHE Z(E T L7212 5 FLLEO N VIREDEIRIHE 2
IToTWBHZ L, 95, 24 EIZ, NAEYREZ T L L-REKRBEESOIHME %
ToTWNWAZ L,

o [ERITRFFEARE 2 FEOWMHINHE ZE T L7211 4 L EOWREBLF OB IRIHE 217
STEY., 55, 24E0 B, BN O N A SEMERE 2 5T D ATRIRORIRIHE 21T
STWAHIZ &,

Q@ PBENOERLEREEDEHNIONT

PSR BB BT 2 BEE DR E S, BRSO oA D, Aotk - &2
YRS PRE RO G E K OERZE ST 2 @i, AEFFGRRBAE LI2GE oW
EW. BEREHODIITONDEHINESTWDHZ &,
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® BIHER~DORRITDNT
@-1 HEREHICEET 5 E S

WM R B O BEE R BIEA NI A LB, 24 FRRIZEIEHI O T, Yaklisk X
VEEE SRR 123\ T BB L7 RIEANCS U CARBREE K O CT 2 OFIVEH ORI &
BRRAORERIY BHRIZE LI, BEHICRHSTRERARH 2> T Z &,

@2 EERFEHEICLI>AEFSAMNISICET HEH

ARSI HE D 2 B 2 sk R OB RE 2 AT D IR FE DNEER =XV v 7
EHEOITEIROA T ) —= T EITOERE & #REZ LG TE 5 F— AEFRRH] 235
ESNTWDZ L, B, BIEHIZHOWT, NABRE & ZOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIERADOZW LRI LT

RIWER (FEMEMEBIZINZ ., KIBX - Mk - BEO N, BUERZX - A2 - 1T
FERBREE - IF2% - BLMERRAE 2k, BERERE S ORMEHREMER R, RERKEBRE) . N
Sk E (TEARRERRE S FURIRERERE . BB HEREREE) | 1 BUBEIRIE ., 5 & 9 Rk,
Mo - BEBURIARIE . e, EE O REREE (hEPER R EEIERARIE, B R IEARE
e, ZIPALEE, BERKJIESE) . infusionreaction, AMZE - BEMEAS, FIEMNMEJAE, AhikkaE

(7 v« NU—EBRESE) . Ok, BEEmEEE (G Vi MR YESS BT |
e rEg i, JRIFERE;, MEREKIES) . EEOT R, MERERIEGRE, %) 1Tt
LU C. Yeshias ST BB O B 2 6 9 2 A0 & s U (RITEH OZWroxtits
WL THREL NI REZZ T ONLIEMHICH D L) | BEHITHET) 72L& TE DA
MNESTWNWHZ L,
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5. BeExH LD BE
(2B 5 4 1H]
@O AHAI O OFUENEELH] & O PR GIE TROBE BV THRME /RS AT

60
« TERVFET BV AT =T L OO ACERERO 22 RIB YR GE
SUFBER M O T A R

@ AFNOHMP GIT T RROBE BN THMEN RSN TN D,

1R A7 OB Ok EE

® FRICHMT B AFI OB G R OB H IR ST, AAIOAEDSHE S ST Hs

€3

59, ARENOEGRGR L 725720,
o WM AREICHT DM OBUEMEEA] & O KRS
o T HRIUF=T NIV UAF =T LS OFEME RS & O PRS-

(ZR89 % FH]
ﬁ_§é¢é$%_waiKﬁ@&%#ﬁ%kéhfwé:kﬂ%\&ﬁ%ﬁ
bpunz by
o ARFNDEIIZHT LIBBUE OBEERE O & 5 B

TR AT O FEAM %wTTﬁ_&é¢5$%_owfi,Kﬁw&ﬁi% X

D, AOIRERPUR A 2 NGEITIRY | HEICAHZEHT 2L 2BETE D,

 [HHE @%fﬁwAﬁXi%E@%é$%

o S EE AR A CRE R 258 5 B K ONE B o il B i it 2¢ <0l e M Aiti 2%
%@%K%E@ﬁm#ﬁ%néﬁﬁ

o HACOREREROAOE UTEMMZH L IXFRMEO B CE R EOBEERED
DA

o JEERBAE GEmEMEBRELZET) O 5 EE

o EEOBYSUIBERE A AT D EBE

17



o RVBUIBRABE U THB M O & M 12 35 1) 5 Karnofsky Performance Status 70% A
i GED g g

(=D Karnofsky Performance Status (PS)

Score | B

100 [1EH, HEBICHT 2 BEOHFZ LR, BHRERZ L,

IEH OTEENATEE, Fral/e B in L2, 90 |BEWBRIKIERITH 545, IEFTEB) rl e

80 |77V BRIRIER D & 573, 571 L CIER OIEB) i RE

TG A2 LIIARARE, BETHEETE T, &| 70 BB OWFEITE 528, EWOIEE) - T2 2 L IX AR AR

HITFZE A EBABNBBERIZEA D THD, | 60 |[HSITHNERZ LIITEAN, & X EENHRLE

BRARRBREO I ELE LT D, 50 |[REBELFER L OEHNRERITHSHLE

40 B9, WY RERB L OEENLE

HORYOZEEHSTTERY, MiZds\0| 30 [2<BTT, ARBUNBEENFEITIS LEE > TnAn

RO FE#E L RISFEOF#EZLELE T 5, KA 20 FERICEE, ARSI TR AR ZRIRIRA 43

DEHIZHEIT L TV D ATREMED B 5, 10 ZEH B E-> TS

0 |4t
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6. REICELTHET NEHH

@

@

®

I SCERITIN 2 BUEIRTEER DR tT 2 ERMEIZ I & ARHK| O Fetk Je ONiE 1E

RO 7O B w2 o B L Co bR« 2 L,

TRIEBRAAICIENE D | B XX Z OFEICHINE L OERR %2+ L, RE 215

ThoEETHZ L,

FREWEH O~ 3 A MZONWT

o [MEMMEENSLDLOND Z ENHDLDT, RAIOEEIZHT- > TL, YIHIE
W CEEIAL, PR IRIEE, BEWREE) ORERR & O X iRt O FEhESE, Blggs+
FATH 2k, Fo, MBS U THE CT, Mg~ —h —%FDOMmA % T3
HZ L,

e infusionreaction 23&% 515 Z L3 5, infusionreaction 23588 B ILIZ A
. U ALE AT D &L b, IR RIE T D £ TEREDOREE I EE
T5HI L,

o HURIBERERETE . TERAEEREE X CRIBEEREENH DAL ZERHDHD
T, ARZIOF5-BRLART & OFe G- I E IS N WS RE MR A (TSH, 78
T3, EHE T4, ACTH, ML = /LF Y —VEORIE) 2T 52 &,

o BUENTR. I, FFHEREREE . TR, B{EMERE RPN L bND Z 0 H D
DT, KAEIOBE-BAGRT R O G- M S i3 E IR BEsEMR A (AST. ALT,
y-GTP. Al-P, BV /LEHOMIE) 2EfT5HZ &,

o SEIER (IMERLOILEEHRERLET) EORERERIREERH b D
ZERHDLZOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o KEFNOBEIZLY | BEORIEICTIRINT 5 £ E 2 BN DR IR BHNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
R 72 5k & AR BR 2 Re O [l & g Ui bl 2 BB BIRe W 21TV, GRSk
FONZ & 2 BWER BB DN 2561215, AR ORE I 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OUEERFRD IR WIGEIZIE, BB RE ARV o LISt O Sz i Floisin
LEETDHZ L,

o BERKRTH. BEMMNSEIARGE L THrLRIERANRET D Z 8B D0,
AFN DGR TRICHRIEHORBUZHSITHEET D Z &,

o LRUBEIRIF (BUE LRUBEIR A ET) bbb, BERPMES RV R— R
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETDHZ L, 1 AERF NSNS &G EHIEL, AR Y Ul
Hl OB GHEDOEY)7REEITO Z &,

AH|OEEEFRERIC BT, KEYNOTE-426 B T3 5504625 12 B, LI

54 BETOHT &, D% 123 T & E7080-307, KEYNOTE-581 7k Cli& 5

BAAEN D 8 WM Z L AZH DR 21T > T2 2 & 2 BE 10 ARFIE G I3 EH

AR AE COROMEREITO Z &)

I A7 O@EmWE IR R 2B T 2% mbhEE & L TERT 21X,

KEYNOTE-564 BRI W T, 12 Bl Z L IcAME0f i 217> T2 L 25 %
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(2 AR OBG-HTEBHN N ROMERR 2T 5 Z &, 2B, AANOHREHIRIZT 12 7
HETETDIL,
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KEFEHEETA KA v
RaTn) <7 (BIETFHEBEZ)
(K554 : %A h—4 SR 100 mg)
~BRSAERIE ~

SRTE1 28 (G449 AWET)
B4 B




ER/N

1. LI P2
2. ARHIOFHE, TERBET P3
3. ERIKAGE P4
4. FEFRIZHOWT P12
5. BHXHRLLHEE P14
6. HEHEICELTHETRXHRA P16



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MNATEBUE N ESE S ERES R G, A tHEANR AR
BRIRME s . —MERTEN B ARERIRNEES . —MFEEEAN AR H SR 7 kO
NasfEHEN AR ORI 20106 EERR LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 e T X~vT (Ein
FHAHER))

R ERDMEXIAE « TR XL =R 2 A 9 5 S

RNEERHRMEROCAE - @, AL, Xa7n ) X~7 (B rdfz) LT 1
[a] 200 mg % 3 WA HIFE XX 1 [5] 400 mg Z 6 F HI[F R T 30 47 [H
T TR D,

il 3 B 58 3 #F  MSD Rt




2. AFOKK, 1ERBERF

XA M —F RTEEHE 100mg (—fi4 - RXa7nr ) X~v7 (@ z) ., LT TR
Fl w5 ,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 1T T MRS G CLRERE ) & 84 5 72 OIS A AR DS FI FH 9° 5 T2 70 S0 2 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P SO % B e A Tl 72 e OS2 %, T7ebBH, PD-1 (XU T2 REfH
ATHZ LKV PURSERICL DV VT VinE 2 AICHIET %Ak TH 5, PD-LI
DIEFFFRIC B T 2 HBUT DTN TH LI, Z< OBRAMIETIE T M@ 2z
HIFCEENCIH L TWD, DAMBIZIIT S PD-L1 O &38RI, BN . BENE
MR IRELRE ., FE/NMRATE R & O A e R TTHRARRE - TH Y, RVVEER
& OB HRE STV D,

BEL DD DGR T & PD-L1 BEOFEEEMED S PD-1 & PD-L1 OB ILNEE O
TR R B W CEEREE 29 Z LAURBR SN TE Y BN ARIROER L L
THIfF STV 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Oitj ) > ROfEGEET L Z Lk, 5
W NBREE T OISR BRI ENE T U v SERATEMA L &, HUEE G 4 FE (b
T 52 L CHUEENRARET D,

ARFNOVERE 2D < E O RN X 2RISR S b oh, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BTG EITIE, FEH LT FRITE U RPN 22 ik & BBk 2 Ff O PRl & i L Cl
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. BRERAE
R L R ER R & A 9 5 BESHEE O KGRI 31T 2 4T - 72 22 B AR R BR 0 pli i &
N B

[G2hE]
[ BRI [R5 MAHRAER  (KEYNOTE-048 #45%)

(L RERE D 72 TR S (U, R - TUEER M ONWEEE OO 38 R fRiss 2 A5

5 UHS R - B Rz R 882 Bl (HAN 67 flagle) xR, BYXv~7 (B
R z) (LR ey o~<=7) 2nwo,), Zrdry 70 (BLF [5-FU) &
9.) RO 7 FFRAIOHHEE (LFRIER) 223t LT, 5-FU & 7T 58
FIOPEH T TAAN G (RANOF A G-HE) = K OAH] 200mg 2 3 B IR (LT TQ3W
LW ,) BE (RAIEMBEGR) OB IER LSRG Sz, FEFHMEEE O
=L SN REAII (LT TOS) &W9,) 12T, ITT £FHICBW T, KAIGF
ﬁHT«?Yf HMEFRE L i U CTHEICIER Lo, £70, AFIBMEE I L FIRTE & i L

T, ITT HE£FICEBWT, 0S 1ZFEH ML~ L, combined positive score™ (ELF [CPS) &
W) N1 UL EDOBEFEEMIZBWT, OS OFERIEENFED b,

*1: JRPTRZICH T DR & U TERRIE A2 B eI F2l S LTV B3 Tk, M4E%IA
ROBMIGHE R H6H HLL R L T2 HA1F, AARREE Shi (2720
WMELIRIRTE T %67 H LINICER BT L2 58136R <),

Y F~T (FEI400 mg/m?, 2[ETH LIFE250 mg/m?) . ¥ AT T F 100 mg/m? XX
VAT ZF 2 AUC 5 (mg = min/mL) K OV5-FU 1000 mg/m?¥/day (4 H $&#ee S35

DIEIZ Q3W (BY <=7 DA MM THRK6=—AEEH, Y F 1 ~7250
mg/m*% LI [F IR TG LTz,

*3 : KHK200mg, A7 T F L 100mg/m? XTI HNAR T T F > AUCS (mg = min/mL) K ON5-
FU 1,000 mg/m?%day (4 H fFFHEATRG) DIEIC Q3W T K67 — A 5% AFH1200
mg % Q3W TH:H L7,

*4 0 PD-L1%& R 8 L7- Mg (ESAIIE, ~27 a7 7 — YKk Vo%ER) 2 RIES M T
FRL. 100% 3 U 7= 5K 0E,

£1 AROHABREOEDMERE (KEYNOTE-048 35R)

AKIOF B 51 bR ikt
(2814) (278%1)
hoefE (A) 13.0 10.7
[95% CI1] [10.9, 14.7] [9.3, 11.7]
0S™ N — K™ 0.77
[95% CI] [0.63,0.93] —
P " 0.00335

Cl: EHEXM. *1 : PREITREOT —% (Q0184F6H 138 U » b A7), *2: BRI Cox Ll N —
RETF N L DACFRIERE L DL, *3 : @Wlla 7' o 7 e



K F1200mg Q3W, 7 T FF #HI K U-FU

AR (%)
8

P

20 wvdvwT, 7 FFFRARO5FU HTHHH‘H"'

Ay,
10- il [ ERE. |
0 I I I I I I I I I
0 5 10 15 20 25 30 35 40
AT LA

at risk3
AF1200mg Q3W,
75 F K| 4 (N5-FU 281 227 169 122 75 40 10 1 0
EYx~T, 278 227 147 100 51 20 5 1 0
7" 7 FF 8K K OB-FU

X1 AHBEHEEED 0S OHPEETED Kaplan-Meier Bi#f (KEYNOTE-048 3RER)

#£ 2 AFEMBEDOEMEE (KEYNOTE-048 35R)

AR H P - (bR
%5 30141 30041
R (H) 11.6 10.7
\ o | [95% CI] [10.5,13.6] [9.3,11.7]
ITT S84 05 NH— R 0.85
[95% CI] [0.71, 1.03] —
P fE™ 0.00014
%k 25713 25543
o (H) 12.3 10.3
cPs=10 | o [95% C1] [10.8,14.9] [9.0, 11.5]
B AEMH] NP — R 0.78
[95% CI] [0.64, 0.96] —
P fiE™ 0.0086

CL: RHXR, *1 : HEAEITRE O T — 5 (201846 H13A U v b A7) *2 2 J&hill Cox Hfl ¥ —
RET M L DALFIRERE L O, *3: @hln 7T v 7 /g GERMEP ), *4: @hiln 77
YU RUE (R P )



A #1200mg Q3W

A1 (o)
&

/ X\“"“'ﬂiul—++~ I

D9 wvx~7 7 FFFRAKUSFU | HHH’H""’H’H}H,,J‘W}L )

10| | ’rﬂﬂ”r? 777777 I
0
0 5 10 15 20 25 30 35 40
AELFEAR [H ]
at risk#
AF200mg Q3W 301 225 172 125 81 37 18 2 0
X~ 300 245 158 107 57 2 10 1 0

77 F 7 W % OB-FU

100 -|
% -
&) —
70|
g 60 4 #1200mg Q3W
< 50|
B
& 40
27 e My
¥y E LT 7 5FF WAL U5-FU l "ﬂ‘rr}—Hﬁ}wiu o
10 FHE =
0—— \ \ \ T ‘ ‘ | |
0 5 10 15 20 2 0 35 4
AAFIR LA ]
at risk3
AF1200mg Q3W 257 196 152 110 74 34 17 2 0
tYXovT, 255 207 131 89 47 21 9 1 0

7'Z I BH L OB-FU

M2 AH|BME S0 OS DO HREEHTED Kaplan-Meier i} (KEYNOTE-0483%5%)
(BB : ITT £, TR : CPS2 10 BEER)



(PD-L1 FEBLR IR D A %)

] PR IE R 25 M AHRAER (KEYNOTE-048 #UR) (CHAAN DI BEOT —ZIZHED x|
CPS BT 24T o T2 G20 (BRERA 2T 2 5 de) M OVZEMEORERIZU T O LB Y
ThoT-,

AANZEBIEGEH OAZIMEIZES LT, CPS 28 1 Riii DA AL SARIERE S IRIEFEED
RTH-oT- (F3, K3,

AR EMBEE OGRS L T, CPS 2MEW T SRR IEREIC 69 5 AR B 50
DAY — RN K E 2 BEANFRD Hiv, CPS A 1 K DFAITII AN — RN 1 %
kFEl>72 (R4 KO 4),

723, PD-LIOFIBLRBUC L 6T, RFORZEMNET 17 7 A VIFFEKRTH -T2,

# 3 KEYNOTE-048 BREBRIZ 1T B K L0 AFED CPS Bl TD 0S™

PDLI %5 EEs gy PRI DeeCH e e
o R e e

1=<CPS<20 2&{%{;@2?;% gi 1;; [[89:’1115.'53]] 0.75 [0.57,1.01] ™ 0.25
crss PMBEEE D0 TI0INTo

CI: EHEXM. *1 : REEITEEO T —4% (201846 H 13 A~ vA7) *2 : JEEHI Cox Ll N — K&
Fv (PRREIMEAT) . *3 : ECOGPS (0. 1) R OVHPV J&Z: (M. [atk) ZBRIKF & L7- Cox Hffil
— KET L

100 - 100
90+ 90
80 80|
70 701 . \
3 A F200mg Q3W, 7T T I KOSRU 2 YR ovT | 7T FFEIROSFU
N> 60 S 60y -
M 50 / 5 50 H) /
Itk 40 40
H 30 i #H 04
Hﬂ” ,,,,,,,,
20 L m 20
ol TrEv~T rmrrmmrosey’ 10| A AI200mg QAW 75 F KSR
.
0-— T T T T T T T T 0 T T T T T T
0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30
i AL (A ] . AEAFIR (]
7‘5@“ 3@;&%}’(\’% o 197 144 109 67 % 9 1 0 f’j i” io‘_’)m;gé&vi" s 30 % 13 8 4 1
TYEI~T, 25 191 122 83 ) 16 5 1 0 EYFI~VT, 3 % 25 17 9 4 0

77 F IR U-RJ

7 7 FF 8| K U5-RU
X3 KEYNOTE-048 3B 351F 3 &K BEH 58D CPS B TD OS D H T D Kaplan-Meier Hif
(£ : cpsz1 oFEFER. A : CPS< 1 0EFEF)



# 4 KEYNOTE-048 FABRIZ I3 1T 5 AF| B 5.0 CPS BT 0S*

PD-LI 55 T I T I o s
crs<t Mlvmrn s s lorise 170862200

1=CPS<20 K?gigigﬁ 1;;‘. ig? %2(7): i;?% 0.90 [0.68,1.18] ™ 0.028
A T

CI: {ZHEXRE], *1 : PRIMITREDT — 4% (Q018F6H 138 4 v b4 7) *2: JE@RICoxL BN — KTV (I
SRWIMEAT) . *3 : ECOGPS (0, 1) KM OHPVIEY: (Bt Faftk) ZBERIN T & LizCoxbbfii ¥ — RET L

100+
20
80
0 —_
= o
R 4 71 200mg Q3W S
w0 #
B S Rl
H 30 / H"ﬂ—ﬂu H
1 i
2 i ‘ -4,
0] BV FYST LTI TIRAROSFY -t
=
0-— T T T T T T T T 0 T T T T T T
0 5 10 15 2 2 30 3B 40 0 5 10 15 20 i) 30 35
o AR (A » I (A
at risk %% at risk %%
% #1 200mg Q3W 257 19 152 110 7 % 17 2 0 77 200mg Q3W 4“4 29 20 15 7 3 1 0
Ly~ % 07 13 8 4 21 9 1 o EYET=T. » z7 18 10 5 1 0

75 F AR UB-R 77 7 ainose

X 4 KEYNOTE-048 3B IZI51T 5 AF BB 5D CPS B TD 0OS D H T D Kaplan-Meier Hif
(£ : cps21 DEFELEF., £ : CPS< 1 DEEFHEM)



[Ze21E]
OEBILFEFH MRS (KEYNOTE-048 #5)

BEFGIIAFIG AR GHE 271/276 51 (98.2%) . AFKI B £ H-7E 290/300 1] (96.7%)
S OLSERIERE 286/287 Bl (99.7%) (23D B, 1RBREE & ORERGENGTE TE 2
HERGIT, TNE 263/276 1] (95.3%) . 175/300 1] (58.3%) K TX278/287 il (96.9%)
IR BTz, WITNDORETREEIS D 5% L EORIERIZTERDO LB TH-oT-,

£5 VIO TRIAFISH 5% EOBIEM (KEYNOTE-048 3BR) (R2MENT X RER)

FERIKRSHE (SOC: System B (%)
Organ Class) AHIGE & 51 AHI BB 51 ee=-375 e
FAFE (PT: Preferred Term) 276 fi] 300 1 287 Bl
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EIFEH 263 (95.3) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) 8 (82)
MiRIs LV > R bEE
21 133 (482) 52 (18.8) 0 12 40 2 (07 0 118 (41.1) 42 (14.6) 0
TEENE LT BRI 21 (7.6) 21 (7.6 0 0 0 0 12 42 12 @42 0
i Bk SE 34 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16  (5.6) 0
I BRI E 91 (33.0) 50 (18.1) 0 3 (1.0 0 0 90 (31.4) 59 (20.6) 0
i/ MR E 75 (272) 24 (8.7) 0 4 (13 1 (03) 0 63 (220) 24 (8.4) 0
i L ORKBEEE
Hig 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P IR
FOPR IR REAR T iE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
H ke
(G 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (17.8) 3 (1) 0 16 (53) 1 (03) 0 75 (26.1) 5 (L.7) 0
L 124 (449) 15 (5.4) 0 12 (4.0 0 0 131 (45.6) 16 (5.6) 0
A A% 67 (243) 22 (8.0) 0 2 (0.7 0 0 69 (24.0) 10 (3.5 0
Mgt 75 (272) 7 (2.5 0 7 (23) 0 0 64 (223) 5 (L.7) 0
—f% - BHEFR L OB GENLOREE
A7) i 33 (1200 8 (29 0 7 @23 1 (03 0 30 (105 6 (2.1 0
95 84 (304) 19 (6.9) 0 43 (143) 3 (1.0) 0 83 (289) 11  (3.8) 0
(a9 18 (6.5) 0 0 (1.3) 0 0 9 (3.1) 0 0
KD S SE 77 (27.9) 26 (9.4) 0 8 @27 2 (0.7) 0 76 (265 14 (4.9) 0
FEHL 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
JYIE RS L O A BUE
PIINGEAS 0 0 0 0 0 0 33 (11.5) 0 0
B, fER L OWEAIHE
HEALLE D Kt 2 (0.7) 0 0 1 (0.3) 0 0 16 (5.6) 3 (1.0 0
PR A
ALT #4)0 10 (3.6) 2 (0.7) 0 7 (2.3) 0 0 15 (5.2) 2 (0.7) 0
M7 V7 F =80 30 (10.9) 1 (0.4) 0 2 (0.7) 0 0 15 (5.2) 0 0
I v BRSO 46 (16.7) 28 (10.1) 0 1 (0.3) 0 0 54 (18.8) 35 (12.2) 0
VAN = el 51 (185) 14 (5.1) 0 1 (0.3) 0 0 46 (16.0) 9 (3. 0
R 21 (7.6) 2 (0.7) 0 9 (3.0) 1 (0.3) 0 30 (105 1 (0.3) 0
i BRE 36 (13.0) 15 (5.4) 0 2 (0.7) 0 0 43 (15.0) 22 (1.7) 0
R L OB EE
BARIEE 62 (22.5) 12 (43) 0 16 (53) 1 (03) 0 62 (21.6) 8 (2.8) 0
KH Y 7 A 16 (5.8) 8  (2.9) 0 4 (13) 1  (03) 0 36 (125) 11 (3.8) 0
K~ 7% 7 A fE 209 (105) 4 (1.4) 0 3 (1.0) 0 0 95 (33.1) 11  (3.8) 0
KT R Y T AfE 23 (83) 10 (3.6) 0 9 (B.0) 6 (20 0 20 (7.0) 9 (3.1 0
1KY >R 6 (22) 2 (0.7) 0 1 (03) 0 0 19 (6.6 5 (1.7 0
PhR R P
USOE Y 16 (5.8) 0 0 6 (2.0) 0 0 15 (5.2) 0 0
KRR =a—aF— 15 (54) 3 (L) 0 1 (03) 0 0 6 (2.1) 2 (0.7) 0



FRERIRSEEH (SOC: System

Bi%x (%)

Organ Class) AFIOF B 51 ASFH BB 5 (bR IERE
JLARGFE (PT: Preferred Term) 276 141 300 1) 287 5
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
BB X OUREEREE
Felias i 15 (5.4) 4 (1.4 0 4 (1.3) 1 (03) 0 6 (2.1) 1 (0.3) 0
J2 R KOV TRk E
SUERRR R 5 1 (0.4) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
R g 5 (1.8) 0 0 6 (2.0 0 0 27 (9.4) 2 (0.7 0
;ﬁ FREREFFEASIE 4y 0 0 1 (0.3) 0 0 20 (0 2 07 0
& D PEIE 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (03) 0
% 22 (8.0) 1 (04 0 25 (83) 2 (0.7) 0 101 (352) 17 (5.9) 0
B2 €2 2 (0.7) 0 0 0 0 36 (12.5) 0

7ok, AFNGFRHBGREICRB WO CTHREMEMZER 13 61 (4.7%) . KIBX - /Mg - EED
THI9 B (3.3%) ., MR E (57 2 « N —JEBERESE) 9 (3.3%). AFHEREREE 27 31
(9.8%) . FLIRMIREERERSE 40 1] (14.5%) . FIEMAHEREREE 1 6] (0.4%) . BHEREREE (R

HAE VR MR REE) 21 #1 (7.6%) . OyF4% 141 (0.4%) K O infusion reaction3 1] (1.1%)
DROONT-, T, BEORERE (REREIRERTE, AR, HEREIES) .
BB R RERR . 1 BUBE PRI, R, AR - BRBUTIBAAE, BEEAL M0, M - BRI,

SE DS, HERMERREE (oM MRS VESRBERN, IR L, ARIFERRE, B
FERIERIESE) | MERE RAEBRE S O EZ TR S rino T,

ARFN B SR B W TRV EMEZE AR 16 61 (5.3%) . KB -
B (1.3%) . BEEO LGRS (FERMBEIEERE, 2B, EREES) 161 (0.3%) .
RS 15 1] (5.0%) . ALK IBRSRERE S 42 f51] (14.0%) . T HE(ARERERESE 1 451 (0.3%) .

/NES - BEED T 4

RIBHERERE S 1 61 (0.3%) . BikmelmEs (RAEHEMEBRE) 56 (1.7%) . MKk - §E
B2 161 (0.3%) . S &E DR 1] (0.3%). B 261 (0.7%) K TN infusion reaction 4l
(0.3%) DO LN, T, MREE (X7 « NU—ERERS) . 1 BBERKB.
K- BT RUARE, BIER R, Ok, EER MRS (M MO MR 5T
. WIMLMER ML, REFERES . MERERIERIESE) | MERE BIEEEE K O ITEER O Hiv/e s

272,

AREWERZEHR DI EF S (AREERE 2 E) 25 0EIRETT,

10



(At - HE]

KB OREEFEYEREET LV EZFH L7Z> I 2 b—3 a2k v, KK 200 mg %
Q3W, 400 mg % 6 FHMHE (LT TQeW]) &5, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (LA
T [Cagss] &9, ) 1E. AHI200mg Z Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . £72. AH400mg % QBW TH G- L /=R ARHKI D EHIRREIC I 1T 5 %
EIE IR (LLF TCrmaxss) &9, ) X, AAl200mg 2 Q3W THEH L 72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (REH) % Q2W THH: LTZERD Craxss & Ll U TIK
EERTETRHEINT (FFR) . SOI1C, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC IS < iy Hhhg
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEILT- (F&R),
Mz T, BEOREIEIZBIT 2 R IS & | ARFORERE R & A UIZE M
& DER#EZMFTT DIRBEIST T VDL S L, AH 200 mg 2 Q3W X% 400 mg %
Q6W THH L7-BROMEFTE & & AME T L e L OREIZ OV TIRFT S /R, k
LD - HEOM THEINE L ONREMEICAME R 2RI v & PRl Sz,

&6 FAOEMBRL T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (coivon | raoen | (78 i8s) | (o174 | 4ossio) | (208 814
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.10;6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

t:n=2,993, 100 BN I = L —3 3 U2 X 0 R S SMMEREO R Il (2.5%8, 97.5%5) | Cmex : #IE1HE
HH O MIERIRE, Cag : PIEHEGH%OFEMIEFIE, Cmin : FIEEGHE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGEHIREE, Cavgss : EHIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
BT B el i 375 e

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5 4 X [H)

NA : 47 L

11




4. FEFRIZOWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIER 2RI LT
BRI T D Z ERMERTED, LFOO~QD TN T &z sl W THEHT 5
RETH 5,

@ #EHRIZHOWT

D1 T (1) ~ (5) OVWTIIHEYT IR THD Z &,

(1) BAEFBRENTET 20 V2 EEHEN SRS E R AR L SR Pt
%ﬁﬁh%ﬁ@%mﬁ%%\%ﬁﬂmﬁﬁﬁh@&>

(2) FrEHEREIPT

(3) HEMFIRAENFRET 203 A HEEEFFE (DS AR REEEIREWRPL, 23 Al
W IRBE, 23 ARSI EEHERE B e &)

(4) AHALFHIEEZFHE L, SRS L P RIER R 1 OIS RIS bR IE 2 R B
2 OfEak FEEITLR D B 21T > TV D fiak

(5) PUEEMERERL AL AN ORI AR D 24T > TV D ek

O-2  SHSHERE DAL FIIE S ORINE I FEHINE OIS +53 70 Fiak & BEBR 2 D BE Al 3
TEBHEM (FROWTNIIEZ ST D EMIUIEBER) 25, Y% O AN
TOWFEOEME L LTRHESINTND Z &,

eSS

o [ERNRFFEUGE 2 FOYMIIHEZE T L72ZIC 5 LA EO D AT D ERIRIHE %
ToTWDHI &, Hb, 24N T, SASMIREE £ L U BRI OMHE 4
ToTnBZ &,

o [ERRFFIGER 2 FOMMIHEAZE T L7cRIZ 4 L1 Lo B SRR EE O R
WHEZIT-> TR, 25, 242 R, 2N AFEMREZ & CESE RS2 R O
FRRIHE 21T > T D Z &,

o [ERNARFF SUTHEFHEALFFIUSZ OMENHE 2 T L7212 5 4ELL Eo 0 ESE
DEFRMHEZIT>TH V. 9B, 2FL I, DAIEYIFRIEEZ ST OEARI O A
BIEDBAIHEZIT>TWNH Z &,

&% AFN L DERICBWTCIREIERSE OGN E A2 BT 5720, BE DOIRE
(ZY 72 2 HRHEMIZ EOROWT IR TR 2573 =T (BESE I 0L 5%
1R ORIWE R B DO REIG +53 70 ik & 1B & FF AT & OBRE/E#ED ) &
WZRETH &,
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@ BENDOEHRK. fﬁ%’iﬂmﬁwﬁiﬂ%ﬂ ZDWNWT
=5 5': TEAE BT 2 EE DB E S v, BURESEN D OFHRE D, A2t - &2
Eoti 8o o] %?&@@E%&U\Eﬁﬂiﬁ X DRt AEFRNRAE LIS OWE
. FEDHLNIATON D BRI E->TWD 2 &,

@ EBHWERA~DOXIRIZOWT
@-1 MEFEHICET 224

VPR R RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, ik X
VEEE R IC 3T, BB L 2 BERICIS U CABREE L O CT O FIVER O BRIz
TRRAEORERN Y BSOS, EBICRISATRE R AR N EE > TnDd Z &y

Q-2 EFEREHRICLH>AFEFSNCETIEH

AR DM 2 R M OB 2 B T 5 ERIEEE PRIERE=2 1Y v 7
EHEOIFRDOAT ) —= T EITOERE &R Z A TE 5 F— AERIRH 23
S Tns 2 L, ok, BEAHFIZOWT, BDABE LZOFBEITHSIZEmE T
Wb Z &,

@-3 BIEADOZWr- XN LT

BIEA (FEMERZRECIN A, KB - /DMEK - BEO TF, BUER%X - IFA%2 - I
MEREREE - 2 - AL PERRAE 25, B RElE (@fmﬁ‘ﬁﬁaﬁ’gﬁ K. REKIEBRE) . N
SrublEE CFEEARBRRERRE S . FUR IR RERE . B PRRERREES) | lﬁ”ﬁiﬁéﬁ SE ISR,
e - BEESCTRARIE, TER . EEDORERE (P ii‘%&%ﬁﬁrﬁﬁﬁﬂh\ B & Hh IR ARE (5%
BE. ZIERLEE, JAKHIESS) . infusionreaction, JM#S « BEMRAS, EJEMDMEJJAE, FhikfEE
(FT 2« NU—JEGERES) DR, E’%ﬁﬁu%ﬁﬁ%? (G M i/ BRI MR SR B
Wit g i, JRIFERE:, MERIEIES) . EEOBH K, MEKEREGERE. M%) (X
U C., ekt a% S 3 B 1= e BE oo B Y- i%ﬁj‘éiﬁﬂic‘:@?@b (BIVER D2 Wrokt it
IR L CTIHRERVOSIR AT ONLEMEICHH 2 L), BHHICHEY) 7R ALE N T Al
NESTNDHZ &,
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5. BEXB LR RE

[(B2h B3 % 1]

O ALFFRIERE D 72 VR U TR RS 2 3 2 S R EROE B 2B\ T ARH
B 53l NZARA] 5-FU KO FFRFIO PR G- OFMER R TN 5,

@ AFNIEFESILFESIFEZE (KEYNOTE-0483E) 23\ T, &RERICBWTE
YR~ T 5-FU KOV T FFRFI O E L i LT, AKHL 5-FU KO F
FFHIKN O OF G OARF B G-OG IR R ENTWAS, 7277 L. PD-L1%
B (CPS) 12X W AHIMENE 2 D BIA N RR I NSERENE LN TNDZ L (p7
~8Z M) 16 CPS" bR L7c L CAAIR G- ORI GOHW 2325 Z L NHEE LUy,
CPS MR TH D Z & PHER SN BE IO T, AFILSOIERERIK S5
B35,

* o KFIOZWE L LT, PD-L1 IHC 22C3 pharmDx [ =] (JR5E4) V&R ST
%,

@ TREICEZYU T 2 BB T AR OFR G K OERITIEZOWTIE, AFIOFZPED
MESLSNTELT, AFIDEREGIR LB,
o fiTERAHIIRIE
o OTHIMENR SN TV W i OHFEEMEREE 7 & OOF A5

14



[ZzVEICBE 4 2 F1A]

O TRICEYTLIEEIZOVTIAFORENEZRE SN TNWDHZ b, AT
DNz by
o KAIOBS IR LIBEUE DBEEED & 2% B3

@ 1BFEATOFEIZ VT RIS S T 5 BFIC OV TE, AFOFEITHERE S e

D, AOIRFRPUR A 2 NGEITIRY | HEREICAHZEHT 22 L 2BETE D,

o MEMMZEEROEI IIMEOH 5 BHE

o iR A CRIVE R A R D B M ONE B D HUR BT <0 e fifi 2¢
FEOMMIZRIEMEZE N A BN D BE

o HOMAERBOAED, UTEMERZRHE L < ITFERMED B R E OO
b5 B

o BB (Em@MaBEELST) Ob b EE

o BB IIMEEE T HRE

*  ECOG Performance Status 3-4 "™V o 4

(D BCOG 0 Performance Status (PS)

Score ER

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATRARETH A O OEY O Z LT F N THEEIZBERTTE 2V, HHPD 50%Lh Eid~y R Tild 25

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

15




6.
@
@
®
@

BECBRLTHEREIREHE

IS SCEZRIIIN 2, BUEIRGEER DM T 2 BRHE 2 3D & ARH 0 et Je O 1E i

DT OIZ LB HZ T L TR 5 2 &,

TRIEBRABICHENE D | B XX 2 OFIEICHIME L OERM %2+ L, RE 215

ThoEETHZ L,

CPS LR L7z BT, AR OE GG A2 W32 Z &N E LW, CPS 3ERT

XRWEEITIE, AR OO Z @Ol L ECERETHZ L,

FERBIERO~RT A MZONT

o HEMREENDLOND Z ENH DD T, AEFOEEIZHT-->TiL, PIHIE
W (BGI, PR R, k) O OO X S O k%, Blggs 1
SITATH 2k, F7o, REEIZS UTHIE CT, Mg~ —7 —%OMA 4 FhE 3
5k,

* infusionreaction 3% H I D = & 23 5, infusion reaction NFRD H AL AT
(X, WURE AT O & &b, FERMEIE T 5 F TREDOREL +0 12 8l4
THZE,

o HURIRFEREREE . T HRMMHAERE R ORIBHMERENH SN Z ERHDH D
T ARAIOEG-BIRART R O G- M X ESIIC N sre A (TSH, b2
T3. #EHE T4, ACTH, ML =5 —/VEOHIE) 2FEhid 52 &,

o BUEMZ. A4, TR E, FR, S{LMEBEEXRN S b bND 2 E0H D
DT, AAN DO E-BRIGRT & O G- e IR I IR RE R & (AST. ALT,
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

o HEIER (MERKMMLEERAERREEGT) FORERERIREE NS DD
ZENRHLDOT, EHHNCIROEF OFEAMHRT D52 L, £z, ROEF R
RO LNTHEITIE, HONICEREBEEZZ2 T 0 L) BEZIEETHZ &,

o AHKIOEEIZLY BEORIERISITEINT D EE 2 BN DA R RBSCHTE
NHOLDOLNDZENH D, BENPREDONTHEIZIE, BELE-FLRIIL LT
BRI 70 ik & SR A FE O [ AT & s U CE IR R A 1TV R E ok
BOGIZ X B EWER D 5o 2 35-5101%. ARFIORIE T 1k, K ORIE R R
NEVHOBRGE2BET D2 L, B, BIREEFRLVE L ORGIZXYEIE
R OUBGEDRFRD B WIGEIZIL, B RE AR VE LSO il &l oEmn
LBEETDHZ L,

o B THEEMNLEI AR L COHrOLRWERNRERT L2 ER"H 5720,
AR OEHHETHIZHREWERORBUC IR T 5 Z &,

o 1 EUMEIRYE (BUE 1 BUBEIRG A2 S de) Nd bbb, HERFMES TV R—T X
IZEDLZENHLOT, Al ol TRHFEOEROREL M ED F&-I2+
SERETHZ L, 1 BERE NN GaII G 2L, A2 ) il
RO HEOWEYI R NEETITH Z &,

AFNOEGRRBICB N T, BG5GND 9B, UMIZ1FEREToHIT L, 0D

#% 9T L ITHEIMEDFM AT > T2 2 & 2B E| T KRG 30E B g
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REFERHEET A FFA
RATrY A<= (BizFHE#Z)
(BR74 : A b —& 5§ 100 mg)
~BIEFE~

SR24E8H (Ff449 AUET)
B A FrEE




H &

1. ZL®ic
2. AFIOKE, TEREF

3. FRIRREHE

4, JERZHOWT

5. BHXIGRL I DHEE

6. WHICERL CTHET REHIE

P2
P4
P5
P14
P16
P17



1. IIC®IZ

RIS DA - REMEOHEROTZDIZIE, BMISCEEICE SVl B2 A RS 5
N5, ST, HEORFHOESRC L0 | FUREI e & O/t E A=
HIMDHEGRINDHF T, T ODOEENLE BV B TR 5 Z L BROE & 72
STEY ., BRFEMBOEE L SEEORA T #2016 (28456 A 2 H B E) ICBWTh,
N ER N EOE A OREHEEEZX D Z & &SN TVn5,

FHRVER SR X, SRRSO 27 1 7 7 A DB FDESS & B S i e 5
ZEWRBHDH, DD, AIMEROZEMICET D WA & T 5 £ TOM, YakEIE
rnDREZ R ZIT 5 Z ERIRE SN BT L THEHAT 5 & &b, BWERDIEEL
Ltﬁ_%%@ﬁm%&é_&ﬂT%@ m@%#%%t#iﬁ%%fﬁ%#é:&ﬁ
HETHD,

L7eRoT, RKIFA RT A TlE, BBEESINE TITELON TV DIEFREFN -
ﬂ%%ﬁﬂ’%d% VLT D3 O Feitd 72 2 e~ 2 8Ll O B2 B B2l

OB FHE T,

&k ARHA RTA %, M TEE NE SR R AR AR, A HEN B AR

PRI 2. — SN B ARBERNEHE S K ORFEIEE FIREERE N B ARABIEFS O/
Db EAER LT,

WG & 7R DESEL - XA ML= F EEEELI00 mg (—i4 e T ) X~ (Ein T
FAHLZ))

REERDMEITANR - RIGEIRARRE/R LT - PRI D RIER

HELEROMERORE - 74 AT 7V VKR RATTF o EOFRICBWT, .
BACIE, a7 nr Y X~ G z) & LT, 1A
200 mg 7 33 51 [ X 121151400 mg % 638 [ FETRE T304y M 27 T A
HFHET D, D AALFIRIER ITHE L 72 PD-L1BG M O AR IA UIER
REEZRELT « R ORIER T LRI LTk, ARIEE B
HE4pZ b TED,

3 R 5¢ ¥ & 0 MSD RSt

(%)

TNFAu T T IV OMEEXITER, HEL O &E

BHRE ST« DAT OREMEIEG 6T 5 th O HrEPE g A & o Of F L

SHSEE S, RENE
B OH & o BEMEEER & Ot FRIEICS VT, BE, RAIZEZv4dae 7o e LT
1H1000mg/m? ({KFXmfE) £ T4, 4~5HME H CReali 45, HHE2E0 KT
1A L 3EMLL EOREE BT TRET D, AFIEME S OEAITIX
OF A GHREIZHEL 5,
7B, i, BEORERSICLVEERET S,

VAT TF U OYRENIER., HEK O E

HRE TR R - BiEE

FEROH & « BEEICIE, BIEEAEEN AL - &L L, BFEOREBIZLVAEZSEINT 5,
2



Ak VAT T F L LT15~20mg/m? (ff&RmifE) A 1H1[REl, 5HMEFER G L,
e EL2BMMAIET S, Tkl — b L, &EEBRDIKT,

Bitk : VAT TFF & LTE0~70mg/m? ({AFRmfE) Z1H1REEG L, 27e< & 83
WEARSET 2, chxklr— e L, #5480 KT,

¥, AL EIRIC X 0 EEEET S,

Wik

BRRFBRIZ B 1 DA AN O L - 8T 13, KR DIE P5~) &



2. AHNOKE. 1ERBFE

XA ML—FSHFE 100 mg (4 XA e AT B z) . DR IR
I 9, ) X PD-1 (programmed cell death-1) & 2DV H> KTH5D PD-L1 T PD-
L2 L OfsAEZEHERET S, B ME 19G4£/ 7 a—F iRk TH 5,

PD-1 #RE&IE T AR AR > O 2 72 OIS AR 3 FI FH 97 5 2 72 S il £
AA T T, PD-1 I, fEE/RBICRWCEMES T MdoOMEREICHEE L, 3Em
P2 SOt % B T AR E SO TR 22 e OS2 HlE T 5, 378 b, PD-1IXY Y R EfE
AT D LKV HURZRIRICE D v 7P vinEs AT 2% /K CTH 5, PD-L1
DIEFHRKICB T 2FBUTDO TN TH L2, Z< OBRAMILTIE THOB = 2z 513
CHBRNCTH L TS, DAMIICIIT S PD-L1 & ZEIL, B, B, FHmia
FEL SNEGRE, FE/NHIRIRE 72 & O e S AT T HRARKFTH Y . ARWEFERE ORI
PERHE ST D,

BN DRI T4 & PD-LL FEBLOFEBIMEN G, PD-1 & PD-L1 OB ITAEE D
FPEEREEC B W CHERKEIZH ) Z EAURB SN TEY . Hiize RN AIBROER L L
THIfF S h W5,

AFNL, PD-1 & PD-L1 KON PD-L2 Offi U Ho ROFEEEAET S Z gk v, EE
8 NBREE R DI OGRS =N T U L SERA TR b &8, HUEEE 2 FiEM LT %
Z & CHUEE AR A S D,

AANDOVEFARSFA IS B ORIERINC L D RIERS N H 5, BEE XIS
ELAREMED D D, AROFE PR OEEHITIE, BEOBEL 2TV, BESRD
BAVZSAITIE, FE LI SR U7 R0k & 088k 2 AT & s LTtz
SRS 24TV RO RS X ARIWEA RS b 2 BA101%. RIS RLE H
D GLEO WY R ZAT 5 BER D D,



3. BREREE

O AL FHEERL T HEEE U 72 PD-L1GME ORI UIBR R RE 72 81T - B OBER T L
F2gE S OO PR EE R D 72 WMB TR YIBR AR RE 722 HEAT « FFIE O &l O A& SRR IS 3 2 17
o T2 F R IR R O RGE & T,

[B2h]

OFE B FEFIFERE (KEYNOTE-1817-5%)

—IRIEHE L L CHEREN 72 L HRIERE O & D ARTR VIR A RE /26T - R ORIER T L&
JiE M QMBI B 628 5] (HAN 152 filz5Te) ZXI4Uc, A 200 mg 3 JE [
(LLF TQ3W) L9, ) #EOHMER OVZEER, (b5 (X7 ) X%k, K
XA IIA) T H) ERBE LTRSS, B, BIGRHE TR AR T
P BNTHEIT, REMET 2 R 3ER 2RO LR WVEDRFRMICZE L CWDHBET
(X, WRIEILRE O BT CHRBHET T80 DD F TARAIOFR 52kt 325 = & A alhe
X7, TESIMEEBD ITAAGEHE (CLF T0S) Lwvwo, ) & &h. TfErsts L LT
RESIIZ () PD-L1 BhtE (CPS™=10) B, (i) M ERomsERI LT (i) ITT 4£H]
IZBITD 0S OFRIFER 1L DLBY THY, WTNOERMIBWTHERICHIE I

HAELGT- 7o Tz,
* . PD-L1 5 Ltk (M, ~27 o7 »— RO v 88k) s i L. 100
23U,



F1 FHEIRRE SNT-BELEMAICBIT S 0S DK (KEYNOTE-181 3BR)

PRV Hh | NP — Rt pfE
BREHEE BRERE K (%) [95%Cl] [95%Cl] ()
(B A)
AF 200mg - 88 9.3 [6.6,12.5]
Q3W . .
CPS=10 (82.2) 0.70 [0.52,0.94] "  0.00855%

(g 115 103 6.7 [5.1,8.2]

(89.6)
AF 200mg ;g0 166 8.2 [6.7,10.3]
Jt BRCEE Q3W (83.8) 0.77 [0.63,0.96] "  0.00894™

182 7.1 [6.1,8.2]
(89.7)

b1k 203

A 200mg 4, 271 7.1 [6.2,81]
T Q3w (86.3) 0.89 [0.75,1.05] ™  0.08431°

284 7.1 [6.3,8.0]
(90.4)

{b59iE 314

Cl: EEXH, *1: gk (77, Zoft) KOHEMEY (R¥ OB, e ZEhlRET & Lzghl Cox BlJF.,
2 Hilk (TU7 o) RO (R LEE. W) ZERlR1-& L7Ehl log-rank &, HEAKE (Fr
8) 0.00853, *3: Huik (77, Z=ofh) ZERIAT& LRI Cox BlF, *4: Hilk (77, Tofh) %8
BIRT-& L8R log-rank #7E, AE/AUE () 0.00766, *5: #ulk (77, T M) KO (R L
5. ) 2RI & L72JER] maximum weighted log-rank 7€, A &K% (A1) 0.00772



—7J7. PD-L1 5 (CPS=10) o Lzmofds 167 5l (RAN 77 iz &) I
BOWTUTOFEMMEREN G ONT- (2 KO 1) o 728, Uiy ER X Faile
ST FRNTRIGEEF Tl < . BRBINRENTHER TH 5,

2 FiME (KEYNOTE-181 #Bk)
(PD-L1 Bt (CPS=10) 2 oRFEEEEDOEE., BENZEITRER)

771200 mg 9== 37
Q3W
(85 i) (82 f31)
e (H) 10.3 6.7
[95%Cl] [7.0,13.5] [4.8,8.6]
03 NP — R 0.64
[95%Cl] [0.46, 0.90]

Cl: FHX, *: J&@h Cox Hf Y — RET M L DALFHRIE & DL

110
100 - "-\,L‘]Q
90 - Py
L\
227 \\ N
—E el L‘H‘ “"u_
2 B0 - \\ T A%l 200 mg Q3W
2 50 \‘\1 x"—\,_ /
)
D 40 - a S A
o \l‘ ‘H1
o TV T [Tl
20 ee=)=305 e 4+
g | Tt
i iy | 7MY
li _.+
0 1 | | 1 1 | 1 I I | 1 I | I | ]
O 2 4 6 8 10 1214 16 18 20 22 24 26 28 3D
Number at risk Time in Months
AFI200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
=35 82 74 54 42 34 23 18 14 100 8 4 4 3 2 2 1

K 1 OS® Kaplan-Meier Bi#g (KEYNOTE-181 35%)
(PD-L1 Bt (CPS=10) moRFLEEBOBE. BRI ER)



@E B FFIHERER (KEYNOTE-590751)

LFIRIERE D 72 O RIEUISR RGBT - R OB A ™74901 (A ARAN141614 5 L)
ERIGIT, AH, -7 vAm T o0 (BUF [5FU) 09, ) KR T T F O
E2OEIMNER MR, 7 78R, SSFUKN AT T F U0 RIES 2R E LT
MNENTZ, VAT TFUOFREIIRK6T—AETE Lz, 2B, Hi{GHM CREAME T
O HNTGAEIT, ERETEZRTIERDFE D 5N WEORIRINCZE L TV 5 BE
TIE, KBGO B RHE CREETNREO bND ETERAESFUL TRV AT T T D
PFRBE G SNIARF| O BB G- 2 ki35 Z L3 AMHE & STz, FERHNSE H 130S & OV
HEEALFHIRG (LR TPFS) &9, ) L&, KA SFUR N AT T F U f AR ERE

(LF TARFIRE W), ) X7 78R, 5SFURDV AT T F U EREERE (LT T
TEREE] VD, ) EHEEL T, OSKUPFSE A EICHER Lz (383, K2KUX3) |

*1 BB O R B K OV B I ONC AT A (Siewertsy Htype 1) DR BE G L& X
iz,

*2 : A#I200 mg. A 7T F 180 mg/m2k ON5-FU 800 mg/m?/day (5 H RHwe i 5-) DIEIZQ3W
T — A E4% ., AHKI200 mglk ('5-FU 800 mg/m2/day (5 H EErpEiEHEE) Z2Q3WTHRE Sh
77

*3: 7 TRR, VAT TF 80 mg/m2 O'5-FU 800 mg/m?/day (5B Rt A& 5) DNEIZQ3WTE
a—2F 5%, 77 AR K O5-FU 800 mg/m¥/day (5H R aiiiS) 2Q3WTHRE I,

#3  AuMEREE (KEYNOTE-590 3Bk)

AFHE 7T v REE
(373) (3764)
e (H) 12.4 9.8
[95%Cl] [10.5, 14.0] (8.8, 10.8]
os™ N — R 2 0.73
[95%CI] [0.62, 0.86] —
P "™ <0.0001
g () 6.3 5.8
[95%Cl] [6.2,6.9] (5.0, 6.0]
PFS™ NP — K2 0.65
[95%CI] [0.55, 0.76] —
PE"™ <0.0001

Cl : {EHEHX M. *1:20204£7H 20 % v b4 7 (PFSIZRECIST 1.1% AW /- 1GER#E Y E/HIC Xk 5 3E4H) .
* - J&@R| Cox il Y — RETF ML BT T REEL DG, *3: @Rllue 75 v 7 e




100
90—_
80—-

70—_

60—-

50

Overall Survival (%)

40
30
20

10

0 3 6 9 12 15 18 21 24 27 30 33 36

Time in Months

Number at risk

AR 373 348 295 235 187 151 118 68 36 17 7 2 0
7T REE 376 338 274 200 147 108 8 51 28 15 4 1 0

X2 OSD R D Kaplan-MeierBi#f (KEYNOTE-5903R8%
20204E7H2B B v v A7)

100 S
90 —
= 80 —
&\i _
= 70 +
2 |
E 60 —
m -
8
& 50 +
Z i
E -
g 30 ~
Ay 4
20 +
10
0 1 1 1 1 1 I 1 1 1 1 1 1
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
AFIRE 373 289 210 96 79 55 45 25 17 4 2 0
75 R 376 278 172 62 36 22 14 6 2 1 0 0

X3 RECIST 1.1% FV 7= 1R B8 XY EE B D 3EAM 2 255 < PFS D B A AEMTBF D Kaplan-Meier g
# (KEYNOTE-5903Bk, 20205E7H2B v b4 7)

9



[Zc4=tt]

OEERLFFIHERE (KEYNOTE-181:K5R)
PD-L1 5t (CPS=10) 7o FREDBEEICB W T, AEFSIIAKIEE 81/85

(95.3%) . fbFRIERE 78/82 1] (95.1%) TFR& Hiv, TREAHK & DRRRRNEE TE

IRWHERRGT, T4 55/85 Bl (64.7%) MUY 67/82 il (81.7%) 2R HLiz, W
THNDORETIHBEIS N 5%LL FORIERIZ TRO LB ThoT-,

R AVTHIAOETREESH 5% LOBNEF (KEYNOTE-181 #B)  (REMMITXISEH)

FENIRSHE (SOC: Bl (%)
System Organ Class) AFIEE ee=-30= it
JEAEE (PT: Preferred Term) 85 17 82 13l

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Srade 3-4 Grade 5
REIEH] 55 (64.7) 19 (22.4) (1.2) 67 (8L7) 32 (39.0) 2 (24)
MR LY R REE

i 4 @47 2 (2.4) 0 22 (268) 7 (8.5) 0

FE ML P BRI 0 0 0 8 9.8) 8 (9.8) 0

U BRI iE 0 0 0 6 (7.3) 5 (6.1) 0
N W REE

AR I RE AR T E 7 (8.2) 0 0 0 0 0
B IBhEE

T 4 4.7) 0 0 13 (15.9) 0 0

I 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0

M4 3 (3.5) 0 0 11 (134) 0 0
—f - EEFEFER L OB G OREE

) hE 5 (5.9) 0 0 9 (11.0) 1 1.2) 0

st 10 (11.8) 0 0 16 (19.5) 0 0

ly=NR 7 (8.2) 0 0 5 (6.1) 0 0

FEEN 5 (5.9) 0 0 9 (11.0) 0 0
PR

A A ER SR 1 (1.2) 1 1.2 0 17 (20.7) 7 85 0

I 1 BR AR 0 0 0 22 (268) 10 (122) ©
R L Ok EE

i S BIES 10 (11.8) 1 (1.2) 0 16 (19.5) 0 0
B R L O A LRk

i PR 0 0 0 8 (9.8) 0 0
PRIR R R

BB L 0 0 0 6 (7.3) 0 0

K= 2 —m RF— 1 (1.2) 0 0 5 (6.1) 1 (1.2) 0

RMMERE = 2 — /8 F— 0 0 0 22 (26.8) 1 (1.2) 0
REORZR. BEhis K OVEhmmEE

Jitillge 7 (8.2) 0 1 (12) 0 0 0
R ¥ KOV TRk

it 2 i 1 (1.2) 0 0 28 (34.1) 0 0

95 4.7) 0 0 6 (7.3) 0 0

BUIR Bk 5 2 (2.4) 0 0 6 (7.3) 0 0

10



2B ARFECRB O CRIEMEMEE 8 ] (9.4%) | FHEEOLEE (Fathdk st
RMRIE, R RREIRARIEGERE, SZIUREE, FRAES) 161 (1.2%) | #hfkeEE (F72 - N
U—EERESS) 20 (24%) | JIFHERERESE O 1 (10.6%) . HUIRMREREREE 7 1] (8.20%0) . 1 AUpE
PRI 1B (1.2%) . ik - AEEOTHAAEAE 151 (1.2%) MO infusion reaction 1 5] (1.2%)
DERO LI, o, KK - /MK - BEO TR, FEAKIERE, BIRMEERE, B
REFRE (RMEFIVEVERI RS | Mk, EIEMEIE, M - BlEK, SE K, D%,
B MRS (G MR SR BT . AR I, AREFERES . MEERTERAESS) | ML
ERE IR OFE 2GR b o 7o, REWERRSBURDLIXE E S S (BRI A 55
EEte) EUEMERETT,

Q@EBELFRIFEMAEFER (KEYNOTE-5907457)

(LS HETE D 72 WRIREIBR R RE 70 AT « B O BIERAET ICB W T, AFHGITAH
#£370/370%5] (100.0%) . 77 & AREE368/370%1 (99.5%) Z#RD HiL, 1G5 & oK
BREETEXRWVAEREZIL, TNEN364/370%1 (98.4%) K 1r360/370%1 (97.3%) (23
HHNTZ, WTNORE CTRIFEIE %L EORIEMIZTTED LB ThoT-,

K 5 VTN TREAF SN 5% EOBEIEA (KEYNOTE-590 3UBR) (MM REM)

FRERIKSHE (SOC: System Organ Class)

JEAGE (PT: Preferred Term) B (%)
(MedDRA ver.23.0) ARFKIEE 75 REE
370 f 370 5
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
EIEH 364 (984) 261 (705) 9  (24) 360 (97.3) 248 (67.0) 5 (1.4)
Mg E VY o SR kEE
2. 143 (38.6) 46  (12.4) 0 162 (43.8) 54  (14.6) 0
I 1 ER e i 24 (6.5) 6 (1.6) 0 28 (76) 11 (3.0 0
I BRI 96 (25.9) 53 (14.3) 0 88 (238) 60 (16.2) 0
/NI E 25  (6.8) 5 (1.4) 0 33 (89 10 (27 0
HiB L USRS
Hg 33 (8.9) 2 (0.5) 0 25  (6.8) 0 0
N WA
R e TO A E 19 (5.1) 0 0 2 (0.5) 0 0
R BB AR T RE 38 (10.3) 0 0 22 (5.9 0
B GRS
fai 50 (13.5) 0 0 63  (17.0) 0 0
T 97 (262) 11  (3.0) 1 (03 8 (2300 7 (1.9 0
BT 233 (63.0) 26 (7.0 0 220 (595) 24  (6.5) 0
IS 96 (25.9) 21 (5.7) 0 93 (251) 14  (3.8) 0
W 110 (29.7) 23 (6.2) 0 99 (26.8) 18  (4.9) 0
— % - EHEER L OGO ORRE
779 45 (122) 12 (32 0 35 (95) 4 (1.1) 0
W F 135 (365) 23  (6.2) 0 107 (289) 20 (5.4) 0
TR 43 (116) 2 (0.5) 0 39 (105 4 (1.1) 0
RN DS SE 59  (159) 12 (3.2) 0 65 (17.6) 13 (3.5 0

11



B BIKS¥E (SOC: System Organ Class)

JEAGE (PT: Preferred Term) e

(MedDRA ver.23.0) AFIHE 75 v REE
370 1 370 f31]
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

BRIR AR AR

TARTGRURT I Ny AT =T—PMN 18 (4.9) 3 (0.8) 0 19 (5.1) 2 (0.5) 0

gz L7 F =0 67 (181) 5 (1.4) 0 70 (189 1 (0.3) 0

U 2o SERE D 21 (5.7) 7 (1.9) 0 20 (5.4) 5 1.4) 0

I v ER B 135 (365) 84 (22.7) 0 109 (295) 62 (16.8) 0

NN el 2 61 (165) 7 (1.9) 0 56 (15.1) 17  (4.6) 0

IR 43  (118) 4 (1.1) 0 47  (127) 8 2.2) 0

F i ERH 89 (241) 32 (8.6) 0 69 (18.6) 18 (4.9 0
R L OEREE

BHEIR 145 (39.2) 13 (3.5) 0 119 (322) 16  (4.3) 0

WK 20 (5.4) 8 (2.2) 0 16 (4.3) 8 2.2) 0

KAV v A e 34 (92 17  (4.6) 0 41  (11.1) 19  (5.1) 0

K~ 77 AUiE 21 (5.7) 2 (0.5) 0 14  (3.8) 3 (0.8) 0

KT b U 7 AfufE 32 (86) 20 (5.4 0 40 (10.8) 20 (5.4) 0
PR R IR

HRAEAA 34 (9.2 0 0 32 (8.6) 0

K= 2 —m T — 32  (8.6) 1 (0.3) 0 32 (8.6) 0 0

KM = 2 — 1 X — 34 (9.2 1 0.3) 0 29  (7.8) 1 0.3) 0
LR E N TS SRR O ] =

Leo< b 40  (10.8) 0 0 33 (8.9 0 0

fitiligt ¢ 20 (5.4) 6 (1.6) 1 (03) 0 0 0
KR F KO TR RRbEE

Wi 51  (13.8) 0 0 39 (10.5) 0 0

Z O FEIE 23 (6.2 1 0.3) 0 8 2.2) 0 0

B 29  (7.8) 0 0 18 (4.9 1 (0.3) 0

. AFIFEZIB O CREMEMZEE 22 6] (59%) . KB - /MK - EEO THT 20 4
(5.4%) . BIEATZ « FFA4E - APHERERE - AT - M LMERAE 2% 45 f1 (122%) | BFpknERs
= (RAE IS, RERMEBEAS) 18 ] 49%) . FEMHEAERE 3 ) (08%) . H
RIRERE S 50 51 (135%) | RIEFERERES 4 6 (1.1%) . 1 AUBEIRI 161 (0.3%) . fHk -
RESCRMERE 1 (0.3%) . 8 2 f5il (0.5%) . MRFEE (FT 2 - NU—JEEREE) 2
%1 (86%) K Uinfusion reaction 6 i (1.6%) 23D Hiiz, F7-. SEIERK, BEEDLE
prist (FhER k2R A SE T, R REREEIRE AR, AR, FERIESE) | FEAEADEE,
D26, B/ MEREE (GEthf/ WO D PESEBER ., TR, JRIEEREE, MRRIERIE
) MEREEERE L OSFEEZITRD DR h -T2, ARWEMAREBRILIEEES (R
TR 25T # 5 RS RE R,

12



[HiE - AE]

ARNOREREYERETT L EZRA LY I 2 —Ya ik, K&Kl 200 mg %
Q3W, 400mg % 6 H[FME (LAF QW) & 5, ) XX 10 mg/kg (fRE) % 2 JEfH]
Wik (LLF TQ2WJ L9, ) THE L7ZBROAF O MG TR E NS Sz, Z Ok
H. A 400 mg & QW THG: L7 BROARFN O FARREIZ 31T 2 4 Mg HiRE (LT

[Cavgss] EVVD, ) 1. AFHI 200 mg %2 Q3W THH- L7ZBRD Cavgss & FARIT 5 & T &
ni- (F#) . £72. &K 400 mg % Q6W THeh: L7=BROAAD EHIREEIC BT 5 F i
MIEFIRE (LLF [Chaxss) &VV9o ) 1E A 200 mg %2 Q3W THG- L7ZFED Crnaxss &
L CEEZz R T E TSN 00, BARNEBEICBO TERENHEE SN WD
% & THHAH 10 mglkg ((AHE) %2 Q2W TG L72FED Chraxss & ELiE L TIRAE %
AT ETHIENTE (FR) » 612, EERAHRERE ZXI5UTARH] 400 mg 2 Q6W T
B U7 S TARSR (KEYNOTE-555 #dBiR) L V15 bav7c FERIEIZE S < FEpEhe <
A—HE, YIalb—Ta il TRILTSRERE ST A —2 LFELI LT (F&R), Nk
T, BEOEIEICBT 2R RBRE IS S & . ARIOBRE R &AM 3L et & o
B2 RETT DEELUGCTE T VS S 4L, Al 200 mg & Q3W XiE 400 mg #Q6W TH
B UT-BEORTE R &AM T2 et & OREIC OV TR SRR, EiRo vk -
FEORTHNME R ORI 2R IT v E TRlE Nz,

& 6 FAORYERR ST A —F

FivE - B Crax Cavg Chmin Crmax,ss Cavgss Chin,ss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (ug/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%3?-118.3) (91.3?'984.1) (49.%(,);11.0) (30.?3(,)31.4)
400 mg QEW' (12;,2;4) (32.%?';2.7) (10.11(,)'50.8) (14613,481349) (SO.i?gl.S) (19.?3(,)'230.9)
40(0%?1%%\,\/ (1351.2?'10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W! (215,2223) (14%,41145) (11%,1221) (42?1,2233) (272,7282) (19%,9;00)

+:n=2993, 100 [HDY I 2 b — 3 Nk D EE SN EMEEO FRE (2.5%4, 97.5%4) | Crax : #[E14
G4 O Eem MG HIRE. Cayg @ MBI G- O MIEHIREE, Crin : PIEIE % (A 70 2 B 580) OFARMLE
HIRIE, Craxss : EHCIRIBIZIT 2 @ MIEHIRE. Cags 1 EFRIEICIST 2 MIEFIRE . Crinss : EHOIRIRIC
BT D A AR i
I 56 BlD &AM (95%(EHE X [H)
§ : AL BB (95%(FHE X))

NA : #%347: L

13




4 ﬁﬁnx \_OII\T
AFN OB G- 2 B3 2 2Wr - FrE L, AFO#FK G2 X0 EE @%%ﬁﬁbt
IS5 2 L ISR T2, uT®®~®@¢~T%%t¢m BWTHEHT 5
%T%&

D HERIZDOWT

O-1 Figd 1) ~ B) OWVTNMNITEYT DR THDH 2 &,

(1) EAFBREDNEET 2B ASHEERNLRRE S (BRIE RS A HE LS b
HiEAS A B2 L IL R e . HIIES AURSIR R 72 &)

(2) FrERRERPL

(3) HBERFIRAEENFEE T 2 N ABFEHERGE (DS AHOEHER BT, 23 ARt
W IlE, DS ARSI HEE R 7 &)

M)%%M%Eﬁéémﬁb\%%@%M%%%%%ﬂlXﬁ%%@%ﬁ?ﬁ%@ﬁﬂz

ik FEHEAR D i HH 21T > T D ek
6)#ﬁ$@fﬂkﬁﬁﬁm%®m XFEEIZAR D R 21T > TV Dltak

-2 s OLRRIE M ORIVE S BLR O IS 4y 70 Jnidk & R 2 RO ERT (TR
WL ST DIER) 25, UESIRFOAFNE T DIBROBEE & L TRESh
TWsZ L,

*

o [ERGIFESR22EDOWINHE ZIE T L2 1% IC5ELL EO ) AR D IR HE %
{ToTCWBHZ L, b, 2L Fid. DNAEYIREAS T L Lz REBEESOHE %
1THoTWAHZ L,

o [ERIRFFEUSERAEDOPIINHE ZE T L7o1RIC, THLESHE D2 A SWIRIE 25 Teb
FELU LTSI FEDEHZIT > TND Z &,

o [ERRRFEUSE2 SEOYHIHE ZE T LI RIC4FELL EORRRBRZ A L CND 2 &,
9B 3MELL X, HALSE OB A KW IEE 2 G e AL 286 5 O B R B
ExiToTWNH I L,

@ BENOEXKBFREEOMEHIZ OV T
LB RE BRI 2 BT D L Sy, BERBEND OFRE N, A% - Z4
PRSP AYIE RO B ONERSIZ 0T A IR, A HEFRDRAE LG OWEER
ERHERDNATON D IEHINE S TND Z &,
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® EWER~DORIERIZONT
@-1 Mgk EeHl i B3 5 B

BV B O EE R BIEM AN TAE LB, 24 FERIRHAHIO T, Mikhisx T
HHERERR IV T, FBL LZRITERNCIS U CABTE B Y CT E O RWEH ORI 237
FRAEDFERDY B HIZHE L, B HIZRHS TR AR 2> Tnd Z &,

@-2 EFREEERIC L 5FEFSNICET HE S

DAIRICEED 2 MM L O L AT 2 EREEENEERE=421V v/
EEHOIETROA Y ) —= T EITOWEIRE S F#REZ G TE 5 F— AEFRERH] 235
fEShTVDZ L, kB, BEAEHIZOWNT, BARE EZOFEIHIZBmsSiiTn
HT &,

@-3 BIfER oZWroxtin iz LT

BIER (MEMMREEMZ, KK - /MG - EEO TFL, BIERZ « FFR4 - IF
PEREREE - FJ¢ - B LPENRE 2, BReREE (R EMER K%, REREBERE) . N
SRR (FRAMRERE ., FURIERERE, RIBEREREE) . 1 ARG, 5& 95K,
% - BERUTRMRIE, WER, EEDORERE (haEtEREBIERARIE, S RIRARE L,
ZICRLEE, FERIRIESE) . infusion reaction, sk - Bfilss, EEIEAVEEIE, kRS (X7
Vo NUIEGEREE) | DR, BEEARMIRREE (i MEs P ESREER, AT i,
IREFERES . MERERIERIES) O H K, MERERIEGERE, M%) [T LT, Yakhisk X
(TR RSB OBEFIME A 3 S Rl & U (RIER ORZE-CRIGIZEE L CTHEE LY
XEEZTONDIEMICHD L) | EHICHEYRAE N TE DRH8E->TnD 2
B
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5. REMRLIRDBE
(AR B3 % FIH]
O TRICEY T EEIZBN T, AFOAENESHEES LTV D,
o DAALTFRIERIZHEE L /ZPD-L1GM" (CPS=10) DIRIGUIFRAHEZREETT -« IO R
B EROE DR (ORFIHM R 5-)
* o KB DO R=F Bk L LT, B5E4 : PD-L1IHC 22C3 pharmDx [ 4 =1 2GR ST\ 5,
o ALFRIERE DR WIRIGUIRARE R LT » IR ORERESE (BH S-FUR DN AT T F
> ORtS)
@ TREICEEY T 2 B ITKT 2 ARAN OG- K OMEH HFIEIC DWW T, RAIOF 2D
LS TELT ., AAOELGHR LR,

o FivoonfiBhRis

[“ZztEI B3 2 FIH]
O TRUCEEN T HRBEEICOWTIIARFORGENEER E SNTNWDL Z b, B5E1Th
AJANGPN
o AKANDRGITKRE UBE DB ERE D & % B
@ TRERTOFHMIZIVN T FREICEEYS T 2 BE T OV TR, RHIDOFEITHELE 4172003,
L OIRFERIIE S 2 WIGEIZIR Y | HEICAFIZEHT 2 2 L 2B TE D,
o [WEMMEROAI UIBED & 5 BE
o HaEnE iR A CHE R 258D 2 B K OVE B ME O KU B2 <0 gu e it 2
LD RIEMEZEALD I B D B
o ACAEEBOAOE TR L XSO B O R B OO &
%R
o EERBAE (GEmMEMRBHELZ ST Obs-RE
o FEMO X IIBEEE AT DA
e ECOG Performance Status 3-4 Vo i

(ED ECOG @ Performance Status (PS)

Score | EFE

0 AL MERIERTE S, BHaiE R U EAEENHIRR<ITZ 2,

1 PARAGIZ I LWEENTHIR S A3, BITAHET, BAEEMHE - TOMEEIITHI 2 N8 TE 5,

B \NFE, EEEE

BATARE THOHE DEID O Z LT3 N TARELEDERILTE RV, HHF O 5002, BT~y Tl 29,
ROENTZESOEDEY DZ L LnTE7Ry, HFO 50%LL LAy KT Cild 27,

2LET RV, BOOHEOERD OZ LiFae TERY, By RhBTFTiZd,

Alw|IN
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6. HMEICBELTHEETREEHE

O WASCGEEITN A, BOERTEER DRUET 2 ERVEIZ IS & ARH O R KON EfE
DI=DOIZMBIRE R+ IR L TR T 2 2 &,

© JRIEBRMRIZIENL D B XTE OFBA MR a2+ L, RIEZGT
NoE5THZ L,

@ FERBEWEHDO~FY A MIONT

o [HEMMEENRD LN ZENHDHLDT, KFIOTRGIZHT- > TiX, #WIHE
W (BGIdL, PRRIREE, k) OffE L O X MR A oK, Bz +
AT H T &, Eo, MEUIS U THRES CT. i~ — 7 —FOH& % FEhid
5Tk,

* infusion reaction 3% HiLH Z & D3 %, infusion reaction 2358 BV HE T
IE, WEIRAEZAT O & & bIT, EREET 5 F TREOREBE +o0cBlgd
5Tk,

o HURIRHERERETE. PEREAKEEEFELK CRIBEREEENO DN Z ENH LD T,
ARFN D B 5-BAGEHT M OV G- HR TP X E IS N IS RE R A (TSH, IEBET3, i
BET4, ACTH, =T —VEORIE) 35 &,

o BPENTR. AL, ITHEEESE. TR, B{LEBERPHSDOND ZLRH LD
T, AFNOFEBHAARHT K OG- M X e eI AT ERM A (AST. ALT. y-GTP,
Al-P, B U NLEEORE) 2FEMT DHZ L,

o HEIER (IERLKICEEHRERZGT) FOEERIREENH Hbid Z
ERBHLOT, EHWICIRORFE ORELfEET 22 L, o, IROEFERFED
DN AITIE, ORI Z <270 L) BE AR ETH 2 &,

o AFIOFHIZE Y WEORIESISTIKT D & B 2 HILDHEEA R ESORREN
bobivdZENDH D, BEDRD LNIGEITIE, B LI FRITL U5
70 Rk & KR 2 FEO R AN & adlfs U ClEbl e iR Wi 217V, 8 DR RIS
K DREWERM DN D 5E 1T, AFIORIETHIE, K OEIEE R /VE
DOEGEZZBET L &, 2B, BIBREARNVE ORI XY BIEHOUGEN
PO BNRWEAITIE, BIRRE R L LS OSIEHEIFIO BN G BES 5 2
&

o BHTHR., BN OEIARE L TOLRIERAPRHT 2 Z 083565720, K
A OBEHE TR EWER OB mIZEET 5 2 &,

o 1 RUBEIRIN (BPE 1 RBERPI A ST Db bbiv, PERBES N7V R—v R
IZEDHZENHLHDOT, Ag, El, EEFEOIEROFBLMAEED FHIZ+57
FETLHZ &, 1 BERENEONTZGAICIIRGZRIE L, A R HH|
DFGEDOHE REZITH Z &,

@  AFIOEEHRFREERIZIWN T, #ERA S 9 B CHIMEORMEATT > Tz Z

EEBEBIT, AFEGHIXEMICEEBRE COHROMREIT Z &,
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XBEERHEETA FT A
RAT7Tr) Xv7 (BEHHEEEZ)
(BR7%4 : ¥4 b—F SREERE 100 mg)
~ ¥~

S34E8H (Ff449 AET)
B A FrEE




H&

1. IXU®I
2. RANIOKE. 1EHEF

3. FRIR AR

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEEL THETXEFHR

P2
P3
P4
P14
P16
P17



1. [FC®IC

ESESOENE « RVEDOMRDTDITIE, BMEEFEIEASWSEIER DR Hivd,
S DOIT, ITHFEORFHEIMOMEANC LV | HUABEIE e & OFFih 7 i ERF R A GRS
NHHFT, ZNOOERE WA BN LB RBFI TR 2 2 LW OME L 70> T 0 | REIVEL
T L SOEORATTEE 2016 CFRK 28 45 6 A 2 HEREINE) [CBWTH, FEiEERL%ED
A ORI Z XD Z & & EnTnd,

HRVE RS FFESR L, EKEMERSC 27 1 7 7 A WV ISEEFDESS, & B BN R 2 5 2
ENBD, T, AIMER OB D IEWRAH% R 5 £ TOM, YiZEERmD
BEEBLS ZT D LRI SN BEITH L THERAT S & & bic, BIERSRE L7ZBIC
WIS A & D 2 LN AR — B OB A TR CHER T 5 N EETH
5o

L7ziio> T, RKHA RTA4 TR, BARBEESZNE TITE LN TV D EFHTH) - #
RIS & DUT OB OFow e 2 HatE T 280 DB e B, B2 5 RO
EREHAZTRT,

¥, ATA RTA AL, MSTATEGE NESESL RS O, AR B AR
By, — AN AAEARNEHES KO- FEN BASEE 2O 10 b EAERL LT,

RG L IR HEIRE XA F—ZETEHE 100 mg (—f%4 AT n U X~ (&

oz ))
MELRDBENINE - PD-L1 BIED R VT 2 FIREME D HER2 fat: O B R HE X
P36 P

RIVE U RREEMED D HER2 [2MECTHEE U A7 OFEICH T
DANTHIT - itk SRk

G ERHMEROAE © PD-L1 B D R E 28R 2 MDD HER2 2O UIBRARE XX
BN
O PEEMERERE A & OPFRICB W T, @, AR, XA T e
U RX~7 (Bicl#az) & LT, 18200 mg % 3 @RI
1 [] 400 mg % 6 ARG T 30 20 M2 CAREfET 5,

RIVE R RIRREMED D HER2 [ CTHFEE Y A7 OFEIZEIT
DINTHIT - it SEM A

WE., RACE, a7 n ) X~ (EalEfEz) LTI
[B] 200 mg % 3 W FFE I 1 8] 400 mg % 6 [ REIRE T 30 4o
U CHRIBEET 2, &5 EEL, 3 HEMBRRGOSE . IETEE
WA 8 Bl & T, INZRIEWEIEIX 9 B E T, 6 BEEMMRER SO
e, WRiSEmIRIEIL 4 [BIE T, INERIEMIEIL 5 BlETET
o

3k IR 58 3% #F . MSD MRe




2. AFOHEH. ERARE

XA M—ZRTEE 100 mg (—fx4 - Xa7r ) XA~v7 (BaHEz) | DUT
[AHFI] &9, ) 1%, PD-1 (programmed cell death-1) & %D U A K TéH5 PD-L1
KO PD-L2 & OB ZE#EAEFET S, & MEIgG4 £/ 7 v — T AHKTH %,

PD-1 #RE& I T IR0 RIS D & kA 2 72 D203 AUHRIR 23 FI FH 37 2 =5 720 002 il 1)
AA wF T, PD-1 I, KB TEER T MlaoMinRimcHEE L, 3R
2 SO % & e AL ST 72 0% FOG 2 dilH 95, 372 H, PD-1 13X U o B LG
ATDHZ LTI VRS RIRICL D V7P VGREEZ AR 2% B8 TH D, PD-
L1 OIEFHIC BT 2HBUI DTN TH L0, < OBAMIETIE T Mo 250
ZDIZFEWMPENFHEBLL TS, DAKIBICEIT S PD-L1 OEFEBIE, B, e
e, JERREdE . IRELE. JE/NIEE e SO A IR T TR ARRFTH Y KW
TR OMBEERRE I TWD,

EELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ITIEL D
TR RSB W CEHEEREE 2D Z LAVRBINTEY . Hiiz/e B AIGEOEN &
LTHIff ST\ 5,

AFHNE, PD-1 & PD-L1 Xk ONPD-L2 Dffi U v ROfEGZET S Z Lok v, EE
W INBR B T D S SIS ENE T U L S ERATEME (L S8, FUEIE S 2 BIS ML
T 52 L THEE R AT 5,

HFN OV FIRSFFIC 15 < SBE DRIEFIGIC X B RIERSER & bbh, BEUIEE
BB NN B B, ARG RO SR, BEOBBE T, R
PO BB, RE L BT U TP 7 Rk & R & H O & i
U Cilig) 7 I I 21T\ I O SRIERUSIC & SEIEA A EDN B AT, BIE
RORLR L LA B B DY) AR 2T D BB B B,



3. ERERAUR
PD-L1 (GtE v o2 mifiztti o e b BRI EA =254k 2 (LLT THER2) &

W) BEMEOFTARE XL R ELIE L OV VT S R D HER2 21 TR U
27 OFIEIZINT DA - Witk T PRIE O AGERH IRl 21T - 7o T2 BRARBR O pliis 2R
ER

(0]
OEFE LR MAHRER (KEYNOTE-355 i/ — b 2)
HRf% « FSTLIR IS 3T 2 g MO RNREE D 72 ARV 2 R RER M A2 HER2 f
PED FIARE UL PRI FL B8 847 B (AARN 87 filZGde) ZXBIT, Al 200 mg
3 MMM (LLF TQ3W] W9, ) EHEFIRIET (FAa & e gt (LT
(FLhvBEey] LW, ) RKOANWKRTZF o N7 ) EXEALXI N7 ) XXt
o (TT I UREAD) (LI Tnab-X27 U 2%k v) Lo, ) ) OFFREEDOR
MR N BMEDR, 7T B R HEFIRIE? (T E KB INVRTTF o "7
U &t/ nab-x7 U ZXE/0) ZRE L TREISNT, b, BRI T%
BT R BN GAEIT, REET 2R ERD RO bR WEDRRIRAIIZLE L
TWAEE T, RIEILIE O Mg RHE CHREMEITHRD Hivd £ TRAIOER 5% ikt
THTENARE L STz, EEFME B I EEEAAE (BT TPFS) &9, )
L ORAEFHIM & S, RAFHEFEEO U RIEIL T 7 8 A HEFRIEO O HEE
&g LT, PD-LL Mk (CPS®=10) i3 323 f5l (HARN 28 & 5de) IZHBWT
PFS # A EICIER Lz (F1EOXL |
*1 o ARAI 200 mg Q3W & LU F o biEiiik (P4 ERIS RS Z LI 20 L [F A
A B 1,000 mgim? KON VR F F 2 AUC2mg - min/mL AH4 & (1 =2—A 21 H
M, F£a2—20 1, 8 HAIZEE) | X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—2AM 1, 8, 15 HBIZHEYS) XX nab--37 U # %+& /L 100 mg/m? (1 =— A 28 H
M, £=2—AmD 1, 8, 15 HHIZEE) ]
*2 . 77N Q3W L UL T O b RE Y EMARBE ZEI0®IN) 20fFH L [Fay
X £ 1,000 mg/m? KON VAR T Z T AUC 2 mg = min/mL Y& (1 =—2 21 H
M, F£=2—20 1, 8 HAIZES) | /X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—2A@ 1, 8, 15 H HIZ#E) XX nab--327 U Z %+ /L 100 mg/m? (1 =— % 28 H
i, £#=—2m 1, 8, 15 HAICEE) ],
*3: PD-L1 %8l L7-fifudh (BEEMin, ~ 27 v 77— ROV oRER) A g M
BCHL, 100 &3 U7l



#£1 BAZERAE (KEYNOTE-355 3Bk, PD-L1BM: (CPS=10) MAFE)

ARFN+H bk 7T R EFRE
(220 f1) (103 1)
o [H] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3,7.5)
PFS™ NH— R %2 0.65
(95%CI) (0.49, 0.86) -
P i 0.0012

Cl: 2#EXM. *1: RECIST A4 KT A > 1.1 BICES < B Pz ouiE. *2 : BRI Cox Lhfl
NP —RETFT VL DT TR HEFERE L ORI, *3: @Rln 7 7 v 7 RE., AEAKE (F
{81) 0.00411

100-

90 -
80 g e TSR HERROE

— ZF200mg Q3WHLFEREA

& 701
B¢ 60
& 50
g_% 40 -
g 30°

207 _‘—‘—_—_—‘I

L o L s

0 T T T

9 12 15 18 21 24 27 30 33 36
at risk#% RIEBEFHE(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

0 3 6

1 PFS @ Kaplan-Meier Hif# (KEYNOTE-355 3Bk, PD-L1 B (CPS=10) ME#F)



@ EFEILFEF MRS (KEYNOTE-522 #5R)
RIVE R RRENED D HER2 [2PECHIEME U A 7™ OEIN O AR 1,174 4
(HARN 76 BlzEie) ZxXtGs, WRTEMIFRE S L CORA & ALF5IE L ONFHE
5. ROTEIE L & U CORFIFIBE DA O RVEN . TRISE L &
LTOT TR EALFRE L OO EE, KOIREIREE L TO7 7 eRhEkb %
KL LTGS2, FEFHMIEE O —D1 31 <2 MMEFWIR (LU TEFS)
EWSH, ) a3, AAREHI T T EARREE IR L CEFS 2 A BICIER L7z (2K
2) .
*1 : IR PR IERATRT O R SISV T, B2 SUIERRZ NI LD TNM 43T Tl
73> N1~2, XX T2~4 725 NO~2 (2§54 T DiERisB 4 A L2 WEBE DR R & I
e, 728, TNM ZHEICHOW T, IRBRFEMEIEEFZR 1 M TiX American Joint
Committee on Cancer (LA F., TAIJCC) &\ 9, ) 5 7 RS, 1GBRIEHFHEEWETH
2 JRLAREIE AJCC 26 8 IR IV B LTz,
*2 0 YL - HEE, INANC AR T T F RO U XL 4 A 70D TAR
#] 200 mg XX 77 &A% Q3W T 4 RIFFIRNE 5%, N¥ YV L e s g T
BT RS 7 u R AT 7 I RAKFM (BLF, TAC XX ECl ), ) 4
P A 70 & OB TAAI 200 mg XiT 7T R % Q3W T 4 [IFHIRNE G-, M Otk
(ZAHAI 200 mg L7 R % Q3W T 9 [mIFFIRN & 5 S iz,

#2 ARMERRE (KEYNOTE-522 RER)

W eilviss AN 3
(784131)) (390441))
34E EFS & (%) 84.5 76.8
(95%CI) (81.7, 86.9) (72.2,80.7)
EFS* ANF— R 0.63
(95%CI) (0.48, 0.82) —
P 0.00031

Cl: E#EKM., *1:20214E3 A 23 BT —&% by b4 7, *2 : J@B] Cox BN — FEFT /I L
H7TRRBEL Ok, *3 B ST e, AEKE (MDD 0.00516941




~20 AHI200mg QAW-HEEEEE / AFI200mg Q3W
107 ___ ssomepems 7sun

0 3 6 9121518212427 303336 3942454851
. \|ANRYMEFHIE [B]
at risk#x

AF200mg QAWHLEEE/
300mg Q3W 784781 769 751 728 718 702 692 681 671 652 551 433303 165 28 0 0

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

X 2 EFS @ Kaplan-Meier #i# (KEYNOTE-522 #ER)



[Zzrt]

OEPILFRFEIHARS (KEYNOTE-355

ER)

PD-L1 5 (CPS=10) DBFIZIIT HLAMMATRIEH] 219 Flici\ VT, AEFL
IXARKIOFARE 216/219 1] (98.6%) . {b2#EILHE 100/103 5] (97.1%) (23D B L, 1Rk
L DREBEFENRE TERWAFHEGIL, £ 212/219 ] (96.8%) MK 97/103
Bl (94.2%) IZFBD Bz, WTNORETHRILEIG ) 5%, EORIERIZITEDO L EY

THoT,
£3 WTNHLOHETREARSD 5% LORIEA (KEYNOTE-355 RER) (Z2MirxgEH)
#EBIKS¥E (SOC: System Organ Class) % )
FEAGEE (PT: Preferred Term) AFNOF F#E (b FIRIERE
(MedDRA ver.22.1) 219 4 103
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AEIEH 212 (96.8) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
MR LY SR REE
=gl 107 (489) 36  (16.4) 0 48  (466) 13  (12.6) 0
F 1 BR e i 41 (187) 25 (114 0 22 (214) 11 (10.7) 0
I v BRI 87 (39.7) 68  (3L1) 0 40 (38.8) 31 (301) 0
M/ 41 (187) 19 8.7) 0 22 (21.4) 16 (15.5) 0
PaRA
R BB AEAR T iE 39 (178 2 (0.9) 0 2 (19 0 0
H
{8 32 (14.6) 1 (0.5) 0 15  (14.6) 0 0
T 48  (219) 2 (0.9) 0 0 07 3 (29 0
HIE R R 11 (5.0) 0 0 6 (5.8) 0 0
D 90 (411 5 (2.3) 0 39 (379 1 (10) 0
M N 17 (7.8) 0 0 7 (6.8) 0 0
Mg i 44 (201) 6 .7 0 0 (97 3 (29 0
— % - EHEER L OB GO ORRE
e )95 31 (142) 1 (0.5) 0 13 (126) 1 (1.0) 0
ST 64 (292) 6 .7 0 22 (214) 3 (29 0
gk 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
FAY TR 13 (5.9) 0 0 4 (39 0 0
e 22 (100) 1 (0.5) 0 10  (9.7) 1 (10 0
FRIR R AT
TI=T ) NT AT 27— BN 47  (215) 16  (7.3) 0 17 (165) 5 (49 0
TARGRUBT I b TR T =T —EHIN 39 (178 9 4.1) 0 15 (146) 3 (29 0
M7 RAT 7 &2 —EHn 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I EREGR A 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
i MR 41 (187) 19 8.7 0 14 (136) 9 8.7) 0
IRE R 12 (5.5) 1 (0.5) 0 3 (2.9) 1 (1.0) 0
1 L BR 3 39 (178) 21 (9.6) 0 20 (194) 13 (126) 0
B L O kRS
FARER 40 (183) 1 (0.5) 0 10 (9.7 0 0




O,
FRERIKSFE (SOC: System Organ Class) iz 00

FEAGEE (PT: Preferred Term) AFNOFFHEE =305t
(MedDRA ver.22.1) 219 {4 103 fi
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
e #E Rk L OV Rk S
BAER 25 (11.4) 4 (1.8) 0 9 8.7) 1 (1.0) 0
P 15 (6.8) 0 0 9 8.7) 1 (1.0) 0
PR R P
S N 21 (9.6) 0 0 1 (1.0) 0 0
BV 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
K= 2 —m 5 — 25 (11.4) 2 (0.9) 0 17 (165 1 (1.0 0
R = 2 —m 35— 17 (7.8) 2 (0.9) 0 2 (1.9) 0 0
WERw, Ehds L OMEhmRE &
MK 14 (6.4) 0 0 1 (1.0) 0 0
FER 3 KOV TRk E
BB 76 (34.7) 2 0.9) 0 37  (359) 2 1.9) 0
% 9 FEIE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
B3 36  (16.4) 2 (0.9) 0 1 (10.7) 0 0
BEIR B IR 5 11 (5.0) 2 (0.9) 0 2 1.9 0 0

k. ARIPFRBC IO CREMEMZER 3 # (14%) . KIBK - /NEK - EEO TH 5 4
(2.3%) | MRS (X7 0 - NU—JERRESE) 25641 (11.4%) . BIEHZ% - FAR4 - iFi#ee
PRy - HFAR - A LMENRAE 2% 65 1 (29.7%) . HUIRERBEREREE: 43 5] (19.6%) . HEIEFFEREMRE 2
Bl (0.9%) . EHEREME S (RMEFIEME R, RERIEERE) 2 ] (09%) . FEX 1 4
(0.5%) . fize - BERURRAAFAE 1 1 (0.5%) . MMk - BlilZk 1 61 (0.5%) . S& SRSk 1 f
(0.5%) . %4 14 (0.5%) KON infusion reaction 10 5] (4.6%) 23i8s bii-, £7-. &
O RS (h R EERARE . KRR AR, SR, BHREES) | &
REgRERE R, 1 TUBEIRWS . EEMIE)AE, EER MRS (i MRS ESEBER . A
PRI, ARIFERES, MERERIERIES) | MEKEREGE R ORI b o7, RelfE
MRBLRI I EES (BRREERT 2 5T) 25 0EH-ERE =T,



@ EFEILFEFBIERAE (KEYNOTE-522 55%)

L RVERRIT G2 783 Bl I T, A HEFGRITAHKIRE 777/783 1] (99.2%) . 7' F &R
i 389/389 f4 (100%) (ZF8D HAv, TRBREK & ORBEBMENEE TERWEEHERIT, £
ALEAL 774783 5] (98.9%) K TF 388/389 fil (99.7%) IZFB®H LTz, W DE TH
BIEIG D 5%, EORIERIZT TERO LB ThoTe,

F£4 DWTHOLOBETREEIEH 5%, EORIER (KEYNOTE-522 3ER) (K254 M)

Bi%x (%)

FRERIKFE (SOC: System Organ Class) A HIRE E——

FAFE (PT: Preferred Term)

(MedDRA ver.24.0) 783 389 1
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

EIEH 774 (98.9) 604 (77.1) 4 (05) 388 (99.7) 285 (733) 1 (0.3)
MiEF LY SR kEE

B if 429 (54.8) 141 (18.0) 0 215  (55.3) 58  (14.9) 0

FEENELF BRI i 144 (184) 139 (17.8) 0 65 (16.7) 62  (15.9) 0

M BRI 87 (11.1) 33 (42 0 49 (126) 16  (41) 0

U R BRI AE 367 (46.9) 270 (345) 0 185 (47.6) 130 (33.4) 0

M/ NI E 104 (133) 21 (2.7) 0 65 (16.7) 11  (2.8) 0
PRlA

FOPR IR B AR T 105 (134) 4 (0.5) 0 19 (4.9 0 0
H

201 65  (8.3) 2 (0.3) 0 22 (5.7) 1 0.3) 0

g 39 (5.0 0 0 22 (5.7) 2 (0.5) 0

fai 188  (24.0) 0 0 85  (21.9) 0 0

T 238 (304) 20  (26) 0 98 (252) 5 (1.3) 0

H Nz 49  (6.3) 0 0 20 (5.) 0 0

HIEARR 71 (9.1) 1 (0.2) 0 39 (10.0) 0 0

B A B 41  (5.2) 0 0 24 (6.2) 0 0

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

0% 132 (16.9) 11 (1.4) 0 55 (14.1) 1 0.3) 0

Mg 200 (255) 19  (24) 0 86 (221) 6 (1.5) 0
— i - EHIEER KOG ORRE

I e 198 (253) 28  (3.6) 0 102 (262) 9 (2.3) 0

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

FEIE D JAE 103 (13.2) 8 (1.0) 0 45  (11.6) 3 (0.8) 0

Rl 35 (45) 2 (0.3) 0 21 (54) 0 0

FEEL 138 (176) 8 (1.0) 0 41 (105) 0 0
B, TER L OWES PHE

AP S BUS 73 (9.3) 8 (1.0) 0 25  (6.4) 2 (0.5) 0
FRIR AR

TI=UT I NI URT =5 204 (26.1) 43 (5.5) 0 98 (252) 9 (2.3) 0

TARGRUET I ) MF AT =F—EEM 157 (201) 20 (2.6) 0 63 (162) 1 (0.3) 0

M7 aHh )k x7 7 & —EHhn 29  (3.7) 2 (0.3) 0 20 (5.1) 2 (0.5) 0

I A ERHGR A 185 (23.6) 146 (18.6) 0 112 (288) 90  (23.) 0

i MR 74 (9.5) 21 2.7) 0 34 8.7) 4 (1.0) 0

10



B (%)

B BIKS¥E (SOC: System Organ Class) A AIRE B —

FAFE (PT: Preferred Term)

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

M L ERE A 108 (13.8) 60  (7.7) 0 52 (134) 20 (5.1) 0
R L OREREE

EARHIR 153 (195) 6 (0.8) 0 57 (147) 1 (0.3) 0
e #E Rk £ O Rk S

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

PR 112 (143) 3 (0.4) 0 49  (12.6) 0 0
R R P

FEIMED 0 61 (7.8) 1 (0.2) 0 29 (7.5) 0 0

R A 124  (15.8) 0 0 49  (12.6) 0 0

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

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

PEIR 45  (5.7) 0 0 28 (7.2) 0 0

KRR = 2 — 1 X F— 148 (189) 11 (1.4) 0 72 (18.5) 5 1.3) 0
bl

IRSE 42  (5.4) 3 (0.4) 0 13 (3.3) 0 0
MRk, MoEhds K OVithmRiE =

MK 52 (6.6) 1 (0.2) 0 13 (3.3) 0 0

1% [ 46 (5.9) 2 (0.3) 0 23 (5.9 1 (0.3) 0

g 76 (9.7) 0 0 41 (105) 0 0
B d K OB TR

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

SVBERRBLE % 45  (5.7) 2 (0.3) 0 10  (2.6) 0 0

i A 47  (6.0) 1 (0.1) 0 20 (5.1) 0 0

JNEE £, 48  (6.1) 0 0 31 (8.0) 0 0

Z D FEIE 116 (14.8) 2 (0.3) 0 38  (9.8) 0 0

B 196 (25.0) 12 (1.5) 0 66 (17.0) 1 (0.3) 0

ERINTRZ N2 S 50 (64) 12 (15) 0 23 (5.9 0 0
1 P

1FTY 55  (7.0) 3 (0.4) 0 45  (11.6) 0 0

mE. ARFIFEIZB W THEEMEMEE 13 F (L.7%) . KK - Mk - EEO FH 31 4l
(4.0%) . BEEOKRERES (PErERAEEMARE, BEMFEIREGRE, 2B, HEREES)
4 5l (0.5%) . FRREFEE (F7 2 « NU—IEGEEES) 154 ] (19.7%) . BUEATSK - T4 - T
REFETE - ITZ% - BLMEAERE 2% 271 ] (34.6%) . HURHREERERET 137 #1 (17.5%) . FEE(RHERERE
F 15 il (1.9%) . EIFEHEREREE 18 ] (2.3%) . 1 AUBEIRYAE 4 5 (0.5%) | BHEREREE (RME
FEMEE &, RERIERBRE) 16 6] (2.0%) . Bk 5 ] (0.6%) . ik - BEUH@ARIE 3 5
(0.4%) . HJEMEESNE 1 F] (0.1%) . Mk - BHEK 3 61 (04%) . SE SR 2 41 (0.3%) .
D2 5 61 (0.6%) . EEDEHK 2 4] (0.3%) . infusion reaction 122 #1] (15.6%) K& ONEEEE 721
ek E (e vh i MR PESR B . IR MR- ., ARIEEREE, MEERIERIESS) 2 1 (0.3%) 23R
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Doilz, o, MERERIEGEENK ORI O b o T, REWERFEBLRIUIBEE S S
(BRI R 25 T) 22 DERHERE T,

12



(M- AHE]

AR OREMEp BT T V2R L7y I 2 b—a 2k v, A#1200 mga Q3W,
400 mgx 6 MMM (LT TQeW] &5, ) XIX10 mg/kg ((AE) Z2EEME (LT
fQ2W) L9, ) TEE LEEBEROARF O MG FIRENS R Sz, TORE, AHAl
400 mg% Q6W TH#E 5 L 7= BE DO ARAK| O EHIRABIC I 1T 2 MG HIRE (LT [ Cavgss)
EWVa, ) IE, ARAI200 mgE Q3W THEE L 72BE D Cagss & FHLLT D & FHIS L (F
) o F7o. AHI400 mgE QEW TH G- L 7=BEDAAI D E HRAEIZ 35 1F D fe e LT HH i
(LLF TCmaxss)] &9, ) 1F, AKI200 mgz Q3W T G- L 72 FE D Craxss & LLilgt L Tl
o ETRIESNTZHLOD, BARNEFIZEBW AR RSN TS HE - AET
& HAAI10 mglkg (KE) % Q2W TH G- L 728D Craxss & Ll L TIREZ R & Pl &
iz (FF) . 6, EERAREERR 2 55U AKI400 mga QBW T L 7= s 5F 1
FHFBR (KEYNOTE-555:5R) & V1% 67 ERIMEIZ S < EWdhig 7 A — 2 1%, &
Ralb—ya X PRILEEERYERE ST XA —2 LHEPI L (FR) . Iz T, ##
DB AFEIZIT 2 RGBSR IC S & | AAIORE & & A0 T2 et L OREL
FARd 2 IBRE G TE T L VESE S, AHI200 mgZ Q3W X 1%400 mgZ Q6W T 5- L 7=
BRI B & A W T2 & OBI#IZ O\ TR SR, FEoHE - HED
B CH NI K OV RIS R 72 2 B3 e & TRl S T,

K5 BHOEYBE T A —F

ﬂﬁ{f . ﬂqg 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 92.8 50.4 30.9
;
200 mg Q3W (58.5,59.7) (27.7,28.1) (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 Q6W (122, 124) (32.0,327) | (10.4,108) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0 14.98
(SEHE) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
)
10 mg/kg Q2W (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:n=2993, 100 [ED Y I 2 L— 3 K0 B SISO gl (2.5%05, 97.5%5) | Crmax : HlEIEE 5
% ORGP, Cavg : FIEEEG O MIEHF IR, Cmin : FIEIE 5% (A 70 2 5D O

E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss :

2 foc A 17 P e BE

T : 56 B TEEIE (95%(FHEIX[H)
§ : 41 GO FEE (95% = HEX M)

NA : #%347: L

13
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4.

FEFRIZDOUNT

EH G Y X7 EEGEHE (RMP) (ZEED & AHIOEIENLZ AMEESEER ~D W1k
%M%éﬁ’@ X T o T, AFIORENEGBFEZDZH - FE L, AFIOREIZL Y HEE

RRWER ZHBL L2 BISE T2 2 L DR T2 LT OO~@D T &7z 7 ftiak
L:%b\ﬂﬁﬂ%‘ém‘%f‘&)éo

@

HEFRIZ DUV T

-1 Fi® (1) ~ 6) OVFANTEYT DM THD = L,

@)

2
®)

(4)

®)

JEAETHBRE DR E S 2 23 A2 OB L RIRPE S (BB IR 208 A2 s HE L R e
Hitdal)s A A2PRHEENLSRDE,  HUSS AURSREIRle7a &)

R EREREIR T

FREFIRINE DR E S D03 AR IOERSRPT (S A HREEE R B, 05 AR
W IRbE, 3 AU IEEEHEME R R &)

SRS CFIREE AR E L, SSRIESH A2 1 SIS RIEG L RE2RE 2
iR HAE AR D J 24T > T 2 fiax

PUEMEIRZ AL & BINR O R R AR 2 i H 24T - T D filiar

®-2  FEOALFFIEK ORIWERZFEBRF ORI A5 72k & R 2 FfoERM (FROW
FTINITREE T HERN) 23, HESEAOARFN BT DIGRORMEA & LTRESN TN D
N

*

AT EF ISR 2 SFEOWHWHE ZE T L7812 5 LU LD AR DERIRIHE 21T -
TWbHZ e, 96, 24U RIE, BAREYIRERZ T & LTCBRRIERZOWHEZ1T > T
WnH Ik,

AR 2 CEOTIIHE 1 T 7T 5 4 LA L FUIRO 25 A SRR % 0
WS OBRHRFFE 2 1T > T 5 = 2.

@

BEN D EZK G IFHRE B DEHIZ OV T

ARSI E B CIEE T D BT B Sh, BERS 0 Ol a, A2k - Latk
FREEAFIROE B ERTSFIA T D iR, AEFERNE LG OWmEEE, &
LN ATON DRI E > TND Z &,
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@ BUWEAA~DOXIRTOWT
©-1 HEEREHICEET D&M

FEVENR B O EEZRRWEN A L7ZBRIT, 24 FFREZIRIRHIO T, kst X
(TSR 3T FEE LICRIWERISIS CCABEE B O CT SE O EIEH OERN 270
MA DRI APICR LI, BB AR A 8 E->Tng 2 L,

@-2 EFEEFECL>AFTERNILNICETER

IS ARSI HED D B A Ak e O e 2 A D BRI F E D RIERT=4 VU v 7
EEDIFIFOR Y ) —= 0 T ETOERE L IE#RE G TE 5T — AEFEKS 23
SN TWDZ L, 7B, BHEHICOWT, BABE L ZOFRICHIAMESNTND
Z &

@-3 RIEROZERCHRICE L T

BIER (BVEPERIR BN Z . KIBE - /MEs - BEO TR, BHREFR - FFRA - i
PERERETE - PR - AE(LMEARAS 28 BHERERE S (R TIEMER K. RERRBRSE) |
NoywkEE (FIRAHAERS, FURIMSRER S, RIBHRERE) | LBBERE, 5E5
BEde. g% « RERUREMRIE , TS, BRE O R ERE (PEtER A EESCRAARIE, F2 gk,
TEAREGERE . ZIEALEE, RIS | infusion reaction, AM7S - BEMEZS, HEIEAHHEJIIE,
FRERRESE (T 0 - NU—EIESE) | Dk, BB MRS (S i N R
PESRBESR ., IRIMMER M, ARIFERES, MEERIERES) | EEOH K., MERERIERERE.
FERZEE) (2P LT, MRkhiat SO R R OB 2 9 2 EAf s L (RITER o
DWECRIGICE L THRER OB EZZ T O KMFICH D 2 L) EHIZHEY 2R AL E )
TEDHIKHINFESTND T &,
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5. BREXHRLRHBE

(G2 B3 % 950]

O R - BRAFICRT 2 2 EORTERE D72 PD-L1 Gt (CPS=10) OAR/LE
VSRR REMED D HER2 20 PN RE UL AR I BT 2B\ T, A L b5k
B (A B ROANVRTZF o, "7 ZXE/L nab--327 Y ZFE)L)
L DOHFHFR G THMEI RSN TWD,
¥, CPS I[ZBT 2AA D a o _=F2Wi# L LT, g4 : PD-L1 IHC 22C3
pharmDx [# =] AR I TN D,

@ HRNE CZHEENEDD HER2 [2IE TS Y A7 OFIREEIZIBWT, Ay
WL & UTARKI L ASEE (N7 VX B A ROV RTTF o o¥b4%, AC X
EC #45) & OfFHEE, RO EREMRE & U CARAIBIMEIE DA NER R ST
W5,

@ ORVQTARAI DA RN R S TWARWL O HFUEME A & OFF S5 1I2o0
T, AROEMERHNLINTE O T, RAIOFE G35 L b0,

[Z PB4 2 9]

O TRICEYTL2EEZOVWTIIARAORG N ER L SN TWDL 2 Ens, 5%
1Th7enz &,
o KRBT LIEUE OBEERE O & 5 B

@ WBBRATOFMIZIB VT FRRICEY T 2BFICON T, AFIOEGITHELE S
WS A OTERR BRI 2 WIGEICRY | HEICAKZEN T2 4B ETE
Do

o [FEMEMEEOED IIBHEDH 2 BE

o MBI IR A CRIVE R A58 6 2 BB K ONE B 0D F KR Atiligi e o i e i 2 55 o
FZRIEMEZA LN A DD B

o BOEEBOAE UTEBMEMZE L IXHEFRMEO B CE R B OB ED &
% B

o JEESRRIE (EMEIRBRIEE L) O b B

o FEEORGSUIBEEE AT DA

+  ECOG Performance Status 3-4 “V oz

(f£1)

ECOG @ Performance Status (PS)

Score

gy
EF%

0

2 MR JFEETE 5, FHiRlL A U HBAEENHIRR AT 2,

PRI LUEENIHIR S D23, AMTAIRE T, BEERE > TOMERITITH 2L TE D,
Bl VR E, HEENE

SSATRIRECAOH OB O Z LT T X THREEMEEIZ TE RV, A D 50%LL LI~y R T 24,

RBONTEOHOEY OZ ELMTERY, AHPD 50%LL L&y K2k Tl 24,

Al —

ELET RV, BOOHORIY O L3R TERY, BRIy R TiRI 4,
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o

BRECBELTERETNEEH

AT SCGEEITIN 2, BOEARGEEF DR T 2 BBV 12D & ARH O Kk K OV iE
RO 7= OB G A I L TR 2 &,

TRIRBIAAIC N D BE I OFBRITHE IR a2+ L, FEE
BThroEET5Z L,

FEREWEHO~ R T A MZONT

MEMMERND 5bNDLZ ENHDHD T, KFOEEIZHT- > Tk, PIHGER
(BG0h, WRIRIREE, k) OB R ONTHE X SR OIS, Blgs 0147
9T &, Fio, MBS U TR CT, Mg~ — I —S50R&EZ2EET D5 &,
infusion reaction 23 &% 65 Z L 23 5, infusion reaction 23380 LN 7= HAITIE, 1
OIZRALEZAT S & &b, JERDEET 5 E TREOREL I8l T2 &,
ORI RERR S . T RAEREREE X CRIBHERERN O DN 2 &R H DD T,
AFN OB BRAGHT L O G-I I X E RIS N s RE R A (TSH, E#E T3, W28
T4, ACTH, M= F Y —VEDRIE) Z2FEEd s L,

BUENTR, FFARA, ek E, L, sbEEERR L bNDZ ENHHD T,
ARFN O - BhART R O G- M i E e iFsRer & (AST. ALT, y-GTP., Al-P,
U NLECEORE) HFETDHZ L,

SEIER MLERKEOILEERERE EL) FOERERIEEENHHDLILDL Z &
WD DT, EMMICIRORFORELHERT LI L, £, IROEFENHDOOLN
e EITiE, BN EREERE A2 T2 L) BELIEETH &,

AR OEGIZ IV | WEORERISICERNT 5 LE X DDA REBWREDN H
bbb Z b d, BEPRDOLNTHEEITIE. BB LZFELRITS U-HEM R
Gk & BB A Rr O R AT & s U CE ) 2 g R M A AT R O E ORI L B F
TERDEEDN DAL, ABIOERIEIH IR, K OEIE G R LVE CF O 5%
EERETLHI L, B, BIBREFRNVE ORI EWEROUGEEDGRD b
WA, B RE ARV UAANOGEIRIAIOBINGERET 5 2 &,
BT, BRI ARE L CrORIERANEERT I Z L R”H D70, K
RO THRICHEWEHORBUZHSITIEET D 2 &,

1 BUBEIR (BE 1 B IRIG 2 &) b Hbiv, BERFBMNES 8TV R—Y RZED
ZERBHLHOT, N, B, EHEFEOEROBELCMHED FAIC+H0EET D
Z&, VRERB DN EDN TG AEIIEE G2 R IE L, A R Y AR SE DY)
TRIVE AT T &,

AFNOEFRFABRIC IV T, KEYNOTE-355 5k T3 5-BHaA 5 24 i F T 8 #H[H
ZE. DR, B0 VAEMIZOEM I LI, 20%IT 12 M I L IR EORHEZ
To TN Z L ESBIT, AREIEGHIEMNICEGRE CHDROMEREITO Z &,
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® FEUZFEREMED D HER2 B2 CTEIEHE U R 7 OFEBE I T DT - itk
ik & LTl ABC1E. KEYNOTE-522 i BRI\ T, AFID A E-HiICE
BAEICRIEN 2 DI RER L. LEICIR U CHEEBRE 21T - 72 ETHREG 06 24|
Wil T\ e Z & E2BEBIC, AFO{FBGANCEDO AR EZRFT 52 &, 2B, K
FOBEEENT, Q3W G- D%E ., INATEIEIL 8 [BIE T, IRy #EIL 9 Al
£T. Q6W FH DA, IATEMIRIEIT 4 Bl£ T, MEEYEEIL S METET
Do
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XBEERHEETA FT A
RAT7Tr) Xv7 (BEHHEEEZ)
(BR74 : A b —& ST 100 mg)
~F =~

SR3E12 A (Ff44E9 AYET)
B A FrEE

27 10




H&

1. IXU®I
2. RANIOKE. 1EHEF

3. FRIR AR

4, FERITHOWNT

5. H&GRRLELDIEH

6. HEHIZEEL THETXEFHR

P2
P3
P4
P10
P12
P13



1. LB

EHADOAINE « ZEVEOHERDTZOITIE, USEEFITEE SV OB IER KD Hivd,
ST, IFEORFFEIMOEANT LV | HUREHEL R & OGRS
NHHT, ZNHDERENZEIIVEREE TS 2 2 L )WEROMEE 7> T Y | RREFIVEL
TR L UUEDORAT R 2016 (K 28 4 6 A 2 HIERRIRE) 2B\ TH, FmIEERMLED
A ORGEHEELXD Z & & STV D,

FHERBS PSR E, EEMERSL T 1 7 7 A VDBEFOEREGL E B NI 5 2
ERDD, ZDIDH, AIMMER LRI T DIEWA 05T 5 £ TOM, MiZERELO
BEZMZT L2 PR SNDBEITH L THERT 5 & L b, BWERAREL L IZERIC
VBRI & D 2 E B AREZR —E OB 2 7o T EREEEA T 5 Z LN EHETH
2o

L7235 T, RHA RTA TR, BB ZNE TGO TV D EFITFH) - F
FHIRMNZFE D E | LU OEIES O 5w 72 2 et D BLN0 O BB 35 2 J7 O
EHEZRT,

B AIA RTA AL, MSATEIE NEFSL ERSSR AT, AISHETEN B ARRANE
B, —EtENEN AARBRRNEHES KOS HEVEN AR NEHEG 20106 & ARk
L7z,

R E IR DERS A ML—F EEE 100 mmg (—#4  XAaTr ) X~vT (B
T Z) )
REERDMEXTNE © D AALFIRIER TR U 72 UIBRARRE 2 T - RO IR
RHEERDMEROHE : Lo NF =T A NUEIEE ORIV T, B, BRAIZIE,
NAT ) A7 (Eafaz) & LT, 1\ 200mgZ 3
Il X 1 5] 400 mg# 6 MR T 30 ZrM 2T CadiEifiEd
Do
B 5 IR 72 3 A MSDREAHE
(%)
Loew e dmg. FA 7R 10 mg (4 0 Lo ANTF =T A UEEE) O
PhEEST IR, FHELR O H &
BHERESIT RN« N AL (I U - UIBRANRE AR 1T - RO 51K
MEROHE : a7 n ) X~v7 (B riiz) LoffHIcsn T, @E, A
IZIZL o NRF=T7 L LTLIHLIE20 mg A% 535, ok, &
FOWREIC L 0 I ERET 5,




2. FADOKHK. ERBF

XA M—FEEE 100 mg (—fk4 c XATr Y XAvT (BEEHHEEZ) | DIT
[RHFI) Evvo, ) %, PD-1 (programmed cell death-1) & Z®d VU 4> KCTHDH PD-LL
KOPD-L2 L OfEHEHMET S, & MEIgGs £/ 7 m—F A HiKTH 5,

PD-1 #RB&IE T AR S BE B 2~ & AL 2 72 DIZ 23 AABRE 2RI 9 2 = 72 Sy 48]
AL F T, PD-1 i, EEREAIRIEICHE W CTEMR T MiltoMinRmic g sm L, Bk
P2 I % B e AN LB STl R 70 5o RS 2 i35, bbb, PD-1 1Y o R &g
ATHZ LI VHRZERICL D 7P VBEEZAICHIET 2%/ K TH 5, PD-
L1 OIEFHBICB T 2RBUIDOTNTH DM, Z< OBAHIETIE T MO 20
25 FEBEICHH LTS, BAMIICEKIT S PD-L1 OFEFEIIL, B,
FEL NTARIORE ., DREEE . FE/ANHRANGRE 72 & OB 2 RN A TTEARARNFTHY . KW
AR E OMBIMEAHE S TWD,

EELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ITIEL D
TR C B W CEERHE 2 ) Z LAVRIBEINTEY . Hiiz/e B TG OEN &
LTHIff ST\ 5,

AFKNZ, PD-1 & PD-L1 X ONPD-L2 Dffi U B> ROfEAZIET L Z &gk, EE
W NBRBE Th O S OGS ENE T U L SEREIE ML S8, U0 2 BT E(L
T2 & THIEERAZRET D,

ARFN ORI 5D DR FOSIC L2 BIERER S bbh, HEIIELT
CED RN D D, AFROKREG TR OERGRICIE, B8EFOBEL 72TV, BE
INFRSD BIVIZG AT, B LT FRITE U MR 2 ik & w54 £ Al & i
L T bl e EnR W 2170 M ORERISIC K 2BEWE- SO 5 511E, BIE
BEE RN R OFEE DY) IR E 21T O MEN D D,



3. FERKEUE
IS AACFIFRIER T U 7= UIBR R RE 2R T - TR O 1B (8 OAGERR R 21T - 723
7RG RBR O 2T,

[ %0

[E B[R] 25 AR ER  (KEYNOTE-775,/E7080-309 #{5#)

7T FF RN a G T ACFEIERE O & 2 VIR R RE AT - RO T E B 827
(HARAN 104Gl % Gte) 2812, AHI200mg 3R (LT TQ3wW) &9, )
BhLLoNF=720mg 1 A 1 EEGOHMAEE CIT TRA/ LoA"F=T) &
W, ) OEMMWEROZEMEDN, LFEE (RR YL XTI 7 ) Z2XtEL) &
AL LR En, EEFMEE T AAAFWE (LT ToS) 2w, ) RO
HEAFHRE (LT TPFS) LW, ) L&, RAI/ VT =71F, b3k L
BB LT OS KUNPFS # A EICIER L7z (R 1, K1 KU 2) ,

#£1 B (KEYNOTE-775,/E7080-309 3R ER)

KK/ Ly _RTF =7 R ==
(411 1) (416 1)
R [H ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s*® N — R 0.62
(95% CI) (0.51,0.75) -
P ff*s <0.0001
R [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ NP — R 0.56
(95% CI) (0.47, 0.66) -
P fiE"s <0.0001

CI: {BHEXM. *1 : AAJ 200 mg 2 Q3W, Lo AF=720mg (1) 21 H 1 [ATHERS L,
0 REYLET Y 60mg/m? % Q3W, XiF/X7 U ZXx /L 80mgm? =% =2—A (1 2—A28H
M) o1, 8 W15 HEIZEE Liz, *3:20204-10 H 26 HT—% B v A7 *4 : @R Cox tt
FINYP— RETF AT L DLFRE (RE A XTI R7 ) 25 L) Lo, *5: Ehln
777 BE, *6 : RECIST WA F7A > 1.1 WIS < §R TS g @



100

90 N \\
80 1 .\\\.1
70 - Y,

H17=ZER (%)
H 01 O
0 O O
/

|

30 1 S
20 - T — —
10 T ZFHI200mg Q3W RULYNF=ZT
1 ——— {2EE
O T T U T T T T T
0 3 6 9 12 15 18 21 24 27
EFERA]

at risk#y

FH200mg Q3W KU

LYNF=T 411 383 337 282 198 136 81 40 7 0
{E2EE 416 373 300 228 138 80 40 11 3

1 0S ® Kaplan-Meier Bi%# (KEYNOTE-775,”E7080-309 3Bk)

100 -
90 1

— AHI200mg Q3W RULYNFZT
——— {LRE

O-IIIIII
o 3 6 9 12 15 18 21 24 27

at risk#g EIEEAFHRI [A]

FH200mg Q3W KU

LYNF=T 411 316 202 144 86 56 43 17 6 0

=253 416 214 95 42 18 10 4 1 1 0
X 2 PFS @ Kaplan-Meier Biff (KEYNOTE-775,”E7080-309 #5%)



[Zzrt]

[E R E S M FERER (KEYNOTE-775,”E7080-309

AR
HEFLIIARHF/ Vo _F =T HE 405/406 5] (99.8%) | [bFRERE 386/388 51 (99.5%)

SR DAL, IBREL ORRBEBBEETERVAEEFRERIL., Th L 395406 {4
(97.3%) K TN364/388 1 (93.8%) |Z5BD LTz, WT AL DORECTHRIEEIE A 5%LL Lo

BWERIZTERD LB ThoT,

#2 VTNLOBETREASIEH 5% EORBIER (KEYNOTE-775,/E7080-309 3RER) (MM S 4 M)
Ha 4] IN KH .
g;stilmbér?;;njélis) L soc Bige (%)
T F (P preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2RIEM 395 (973) 314 (773) 6 (15 364 (93.8) 230 (59.3) 9 (23)
MR LR v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEENE LT BRI iE 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
M BRI 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U BRI E 15 (3.7) 2 0.5) 0 26 (6.7) 11 (2.8) 0
AR BRI IE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
iSRS 33 8.1) 4 (1.0 0 22 (5.7) 4 (1.0) 0
PaRA
FHCR B B RETTHESE 42 (10.3) 4 (1.0 0 1 (0.3) 0 0
FDR IR RE AR T 222 (54.7) 4 (1.0) 0 0 0 0
H b
H& 9 34 (8.4) 4 (1.0 0 13 (3.4) 0 0
g 29 (7.0 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
N5 34 (8:4) 0 0 10 (2.6) 0 0
G 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
H % 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER X OEE M ORE
I 77 i 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
% 113 (27.8) 15 3.7) 0 92 (23.7) 12 (3.1) 0
RN DS SE 47 (11.6) 6 (1.5) 0 35 (9.0) 3 (0.8) 0
T 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AR AL
7753::@7;@;; P72 6 163 12 (30) 0 14 (36) 2 (©0.5) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;/Z?:;“ﬁi%jm/ b 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_m);:;;a VHVIBAT TS o ©7 4 (10 0 5 (1.3) 2 (0.5) 0
RIS E 2y 03 0 0 1 0.3) 0 0

s



# B Bl K 4 B (SoC:
System Organ Class)

Bi%x (%)

JL AR G5 (PT: Preferred

Term) KH VN F=THE b PR IERE

(MedDRA ver.23.1) 406 {51 388 {3l

4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

U —EHIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

I BRSO 17 (4.2) 7 1.7 0 93 (24.0) 82 (21.1) 0

NN el 22 44 (10.8) 7 .7 0 20 (5.2) 3 (0.8) 0

IRERA 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

M Bk E A 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS L OSeAEfRE

RHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

Y7V EY RGE 23 5.7 2 0.5) 0 1 (0.3) 0 0

K~ 72 7 AfUiE 39 (9.6) 3 0.7) 0 12 (3.1) 0 0
B #E Rk £ OV ARk E

RAER 87 (21.4) 4 (1.0) 0 17 (4.4) 0 0

5 PR 54 (13.3) 3 0.7) 0 13 (3.4) 0 0

wlis2n 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
FR SR R

R AR A 32 (7.9) 0 0 27 (7.0) 0 0

SR 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

K= 2 — a8 F— 9 (2.2) 0 22 (5.7) 1 (0.3) 0
B X ORI R

EHEPR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, FERFs K OViEhRRE &

HEEE 77 (19.0) 0 0 2 (0.5) 0 0

S 26 (6.4) 0 0 7 (1.8) 0 0
R B X OB Pk

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RERAAEASE 0 07y 1 @7 0 3 ©.8) 0 0

9P 29 (7.2) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
M

4 1fL 249 (61.3) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

¥, ARV AN F =T FCB O TRIBEMEMERE S 6] (1.2%) . K% -

2N T

FEDTFHI 50 5] (12.3%) | EEORERES (FEMEREESRAIE, BRI IRARE R
ZIALBE, FARRIESE) 4 B (1.0%) . MfkEE (7> « SL—JEFEHSE) 9 #
(2.2%) . BIERTR « P4 - fTHERERET - T2 - mifLPERRAE 2 109 ] (26.8%) . H
WIS BEREE 237 1 (58.4%) . TFHEEMAMEERES 2 6] (05%) . mIBHERESE 4
(1.0%) . 1 RUBERHS 3 B (0.7%) . BFEERebE™E (RMERIEMER R, RERIKERSE)
13 651 (3.2%) . S 4651 (1.0%) . fhse - BRSO RARAE 2 1] (0.5%) | FEAEANIE)NE 1
B (0.2%) . BMZ% - BEMESS 161 (0.2%) . SE DK 361 (0.7%) . OBz 161 (0.2%)
& WVinfusion reaction 5 51 (1.2%) 23388 Hivlz, F£7-, BEEZMKREE (G MK
7



W PESRBER, AR M, SRIFERPE, BERTRIERIESE) | ML ERE RAEMRE M OFE L3R
O HIIRI o To, ARWEMFEHRILIEEES RRMAMRRE 25 T) =3 LESHH
RETT,



(M- AHE]

AR OREMEYEEET L EFIHA LI 2L —r a2k, KKl 200 mg %
Q3W, 400 mg % 6 @M (LA TQeW] L9, ) XX 10 mg/kg ((KHE) % 2 HEH
FkE (LAF TQ2Wy &\ 5, ) TELH L7ZBEOARF O MEHRESRF Sz, EOkk
R, AHI 400 mg &2 QBW TG L 72RO AR O & FAREIZ I T 2 MG TiRE (LIF

[Cavgss] EVVD, ) 1. AFHI200 mg % Q3W TG L72FD Cagss & HRIT 5 & FHIS
Nz (F#R) ., F7z. AH 400 mg 2 QW THH L 72RO ARAK| D EFIRREIZ IS 1T D
MIEFIRE (LLT [Chaxss) &£V, ) 1E, AH|200mg Z Q3W TH G- L 7ZBRD Craxss &
L TRz T & TRISZZ OO, BARNBEFICEBWTAREDNHR I TN D
AL - AETHDLAHA] 10 mglkg ((KHE) % Q2W TG L72FED Craxss & HiE L CTIKAE
o el (FR) o 612, EHRAMHES %2 %52 A] 400 mg 2 Q6W T
B 5 L-1Ah s 1 ARRBR (KEYNOTE-555 #tBh) L 0557z EHMEIC 55 < SpdEhhe
RIA=HIF, ¥Ialb—va ik PRILEEMERE T A —2 LHFEEILZ (F
) o Mx T, BEOEBEIZBIT DBRRBEAEICE S, AR OBRE R & HM T
et L ORI A R DIRE — ST T VDMEE S, ARA| 200mg & Q3W iE 400
mg % Q6W T 5 L7=BROIgE & & AWE T2 e & OBEIZ S WO TR S fE R,
ERROME - HEOR TAEIMER ORI 2RIV E PRI,

K3 FHRORYMEEBNT A—F

I - R Crnax Cavg Chin Crmax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W'! (58.55?-;9.7) (27.277-38.1) (17.%32,3-118.3) (91.3?'984.1) (49.?3(,)':1.0) (30.?3(,)?1.4)
400 mg QW1 (12;’2; 4) (32,?6?'3‘,12,7) (10,11(,)-50.8) (14(1;?49) (50.??';1.3) (19.?3?50.9)
ey | a3 1364) NA 4 150 NA A -
10 mg/kg Q2W' (212,2223) (14;1145) (11%,191)21) (421,2?133) (27(23,7282) (19;9200)

+:n=2993, 100 [HD I = L— a3 X W EH SN RPN HEO P RE (25%45, 97.5%4) . Cmax : FIEIE S
B OER MIEFIREE . Cavg : #IEIEEE 1% OFMIEFIE, Crin : MEIEEHL (A 70 2 B5E1) ORARME iR
E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss : Hﬂiﬂﬁ%%clﬁﬁ
2 B AR L7 i

T : 56 BIORELIE (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4, WEHRIZHOWT

AFN OGN ) 72 BE ZZW - F5E L. ABIOFGIZ L0 BEEZLRBIVER 2388 L 7ZB
;ﬁmfé;kﬁﬁgﬁthMT®®~®@?AT%%t¢MaLkwfﬁﬁﬁém%
Thsb,

D HEZRIZHOWVWT

D-1 FTied (1) ~ (B) OWTNMNITEL T D THDH Z L,

(1) JEEFBRENFEET D2 A SRR SRS (BREF RS A2 R LS SR BE
S s ARSI RSBSOS Al &)

(2) HFEMEEEIRPT

(3) FLENFIRENF IR E T 5 AiHhEsInlbe (MDA SRREEETE IRbT. S AiaEiE
IR, S ARSHREHEHEERRE R &)

(8) IHAEFRERARE L, ISRIEG P20 1 SIS SR st 2 o
gk FeUE\ AR 2 | 21T > TV D itk

(5) HUENMEREEAIL ST & BN O L YEIAR D R H 21T > T D ik

®-2  FE AR OALERRE N ORIERFE B OIS -4 70k & R FioERT (TR
DUWTINTREE T D ERN) 25, YRE2REROAAN BT DIRROREHR & L TAE
ETNbHZ L,

*

o [EAIRFFEUSHE 2 FOMIIHE ZE T L7-12I2 5 LU LD ATBIR O ERIRBHE 21T -
TWbZ e, 96, 24U RIE, BAREYIRERZ T & LTEBRRIERZOWHEZ1T > T
WnH Ik,

o [ERIRFFEUFR 2 FOYHWHE ZAE T L7-1%IC 4 EU EDOIRIRERZHF L TnD 2 &,
OBy 3 LRI I ABHELE O D A SIRE 2 S LS AR OBRIRBHE 21T > T\ %
NN

@ PBrNOERBFREEOEHIZONT
ARSI E B CIEE T D BT B Sh, BERS 0 Ol a, A2k - Latk
FREEAFIROE B ERTSFIA T D iR, AEFERNE LG OWmEEE, &
LN ATON DRI E > TND Z &,

10




@ BUWEAA~DOXIRTOWT
©-1 HEEREHICEET D&M

FEVENR B O EEZRRWEN A L7ZBRIT, 24 FFREZIRIRHIO T, kst X
(TSR 3T FEE LICRIWERISIS CCABEE B O CT SE O EIEH OERN 270
MA DRI APICR LI, BB AR A 8 E->Tng 2 L,

@-2 EFEEFECL>AFTERNILNICETER

IS ARSI HED D B A Ak e O e 2 A D BRI F E D RIERT=4 VU v 7
EEDIFIFOR Y ) —= 0 T ETOERE L IE#RE G TE 5T — AEFEKS 23
SN TWDZ L, 7B, BHEHICOWT, BABE L ZOFRICHIAMESNTND
Z &

@-3 RIEROZERCHRICE L T

BIER (BVEPERR BN Z . KIBE - /MEs - EEO TR, BIEFR - IFRA - i
PERERETE - PR - AE(LMEARAS 28 BHERERE S (R TIEMER K. RERRBRSE) |
NoywkEE (FIRAHAERS, FURIMSRER S, RIBHRERE) | LBBERE, 5E5
BEde. g% « RERUREMRIE , TS, BRE O R ERE (PEtER A EESCRAARIE, F2 gk,
TEAREGERE . ZIEALEE, RIS | infusion reaction, AM7S - BEMEZS, HEIEAHHEJIIE,
FRERRESE (T 0 - NU—EIESE) | Dk, BB MRS (S i N R
PESRBESR ., IRIMMER M, ARIFERES, MEERIERES) | EEOH K., MERERIERERE.
FERZEE) 1ZxF LT, MURkhia SO R R ORI 2 9 D Al L Es L (RITER o
DWECRISICE L THREROIEEZZ T O NI &MFICH D L) | BEHICHEY R 0E
D TELERFIPRESTNDEZ L,

11



5. BEXRLRHBE

[H2hEIC B3 % FIH]

O 77 FFHHEE D ALFRIEZ ITHEE LU UIBR AR ST - RO E KRR
FIZBWT, AFE Lo RF =T AV VERE & OGS THEMEN RS TV S,

© TRUIEY T D RFIIHT DARANO G K O FIEIZ SN T, ARFIOA D
ML SN TELT, AFOBRGRZE LR BN,
o ALTFHEHEIC K DIRRIEO I EBE
o DTAHANOENMEI R STV ML OHTEMEIEEA & OOf %5

[ZeAEIZ B4 5 ]
O TRICEHETIEHICOVTIAROBENER L IR TS Z b, Bb5%
Thmnz L,

o AFNIORIKE LHBUE DB O & % B

@ RBRETOFHmIZ IV T TR Jﬁé#é BEITONWTIE, AFORGITHER S
WS, L OTRFERIRE N 72 WGEICR Y | EEICAKIZFHT L2 L 2ZETE
2o

o THIEMENR @Aﬁﬂi%6®%é$%

. %%ﬁ@ﬁﬁfﬁi% T8 2 BB T ONE B D U BRI <Ol YRt At 2% 5 D
Jiti 2SI A S %ﬂé%%

- HOREHREEBOESON XITEBMEZRE L IO B OB R B OBFEROH
¥isEcy

o JEESSBEE GEmEsmieBEE ST ObDEE

o EEOBYSUINE A AT RE

+  ECOG Performance Status 3-4 "V @ H&

(ED ECOG @ Performance Status (PS)

Score | T

0 | &<MERIEBTE %, ML R R EAEENHIRZR <ATX 2,

1 PRREIZI LUEBNIHIR S 525, BTAIRE T, B > TOMERIITH 2 &N TED
Bl - BOFE, FHEE

HATARECHOH DRI O Z L3I~ THREZMERIT TE AoV, BP0 50%L BT~y R Till 29

ROENTZHOSOHOEY DZ & LTERY, HFEO 50%LL EE Xy Rovf+ Tl 24,

AN

ALENT RV, BAOHOEY DOZ L34 TERY, BEICy R+l I4,

12




o

BRECELTERETNEEH

WA SCEF TN Z . ROEARFE3EE DRI D ERME 1T I D & ARHKI O Fetk & %l 1E
R DT DI B2 W A B R L TR T 5 2 &,

TRIRBIAAIC N D, BE I OFBRITHE IR a2+ L, FEx
BThokET5HZ 8,

ERBERO~R T A MZDOWT

MEMEMEERNH LDONDZ ENH DD T, KFOEGIZHT=> L, FIHPER
(BGliv, MRORIREE, k) OMEGELR O X #RE DS, Blg2s +71c
17952 &, Fo, REUISUTHE CT, MiE~—h —E0mELZFEmT L5 &,
infusion reaction 23&% 5L DH Z L3 d %, infusion reaction 2358 H L AITIL,
WYIZREZIT S & & b, JERDBEE T2 THREOWRBEZ +2ICBIET 52
Lo

FRIRBEREIR . N EAREREREE R ORI REREN L bNDL 2 ENHDH DT,
AHN OB G-BhGFT M OB G- W I EIIC N isiseefd (TSH, #RfE T3, %
B T4, ACTH, Il = LF > —VEOHIE) ZEMiT 52 &,

BIFENF 25, A4, H#gEREE ., FREOEEIRE RN H b2 ERHHD
T, ARFNOBEG-BAART M O G-/ o 30E IR IFRERER A (AST. ALT. y-GTP,
Al-P, B U NLVEEORIE) ZFERTDHZ &,

SEIER WKL I EBRER LT GT) FOEERIREERHHOND Z &
NHHDT, EHMICIROREOFELZHRET L&, £, IROBFERRD S
NG EITIE, BN ERENZZZ2 T2 L) BELRRETLHZ &,
AFNOFHIZ LD | WEORERKISIZERT 5 LB 2 b okkx REBRRED &
bbb ENDHDH, BENBDOLNIHEAITIE, BELEFRITS C-EMK
TR & R 2 RO BERD & EE U Cl ) e R M A TV B ORE RS K
LERWER DN ON D55 1TIE, AFIORIES I IE, K ORI RE R LVE HO
BHEELXEBRETDHZ L, B, BBRERLVE L OERGIZEYEWEHOSGEENR
D HNRWEAIZIE, BB RER VT UAOREMFIRIOBNLEEST S Z &,
BeHAE TR, AN O ARE L TOLEIERN BT Z RN H 5720, K
FOBEHETRICOBER ORI FITEET D &,

1 BUPERRIE  (BIE 1 BUBERIS 2 & de) 23d bbdu, MERPMES F 7Y R—2 R(2E
HIENHDOT, OB, Bl EMZEOMEROBECMPEEO EHIZ+ 2R
52 &, 1 BBERE RSN GAICITEGERIE L, A R UBRIF| OGS
DGR IE AT H 2 &,

@ AFNOEEKERBRICB T, KEYNOTE-775, E7080-309 Bk CITIE/EL BTN 8

WEZ & (RN SRS AT L VR (CAMEOFME 21T > T2 L 25
B, AAN G PEMAIC B RE THIROMERZIT O 2 L.

13



2% 11

REFEREET A KT 1
RoavTnl) <7 (BFHEBRZ)
(B354 - %4 hA—4 SR 100 mg)
~EBVWEEELFERE (TMB-High) 267 3 EFE~

SFA4E2H (Ff449 AET)
JEAE FEE



ER/N

1. XL®ic P2
2. ARANOF. (FHKT P3
3. ERIKAGE P4
4, FEFRIZHOWT P8
5. ®hHxIGE LB P10
6. HEHEICELTHETRXHRA P12



1. IIL®»IZ

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RTA %, MNATEBUE NEE S ERES R G, A tHEANR AR
BRI s . — B N B ARERIRN B E & & OB N B A IR R T2 O )
DY EER LT,

WG L IR DEIRAL L A ML —F SEERE 100mg (— R4 AT e U X~vT (Efs
THAHLZ))
KR ERDMEXIHE © DAALFIRIEZITIE LSO ER s 74 % & (TMB-High)
AT HMEAT - B OB EER 28RN N2 558101 )
MNEERDMERORE - W@, AT, 2a7nl) X~7 (Earlfz) LT 1
(7] 200 mg % 3 MM IE 1 [18] 400 mg % 6 F# M T 30 75
2T T RIEEET 5,
% & . MSD R4t

5

;3
=
o




2. AFOKK, 1ERBERF

XA M —F BIEE 100mg (—#4 - XA 7 r ) XA~7 BIEFHR) DUT TR
Fll Evv5,) X, PD-1 (programmed cell death-1) &% ®D YU %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 #2813 T HifE S B (RS 2> DL 5 72 DI 2 A A3 FI 5 5 3 7 S 7 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P I s % B Lo AR LB ST R 70 se e RS & 35, 376, PD-1 (XU H o REfE
ATHZ LKV PURZRRICL D v 7P v a AICHIET 5% B/ KThH 5, PD-L1
DIEFFMEIZ BT 2 7B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAKIICEIT D PD-L1 OEFEEIL, B, M.
MR IRBRE . FE/ BT & Ox N T TR ARRKR - CTH Y | IRWEfER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S PD-1 & PD-L1 OFRMKIINEE
DG PERRREC BV CHEERKREZE S Z LRI TEY | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Oj U > ROFERELEST D2 Llck v, 5
W NBRBE TR O RS A S T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR ZFET D,

ARFNOVERE 2D < E O RN X 2RISR S b oh, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & RO PR Al & s L Tl
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. BRERBUE

DAL B U - @ O S R A B E (BLF [TMB-High &9 ,) =F
T LT - BROBEHE GEHER72IBR BN IGE TR D) OARERHIRHG 21T - 7=
T R AR BR O Rk AR T,

[H2hE]
[EFRIC[EZE M AHRER (KEYNOTE-158 #fR)

(LB OB 5T - HROBIEERESE (BAFEZ L1207 A~L 0% 71—
T IBUTH] 200~1,595 ) ARG, AHKI 200 mg 3 EMRIE (LT TQ3W] &
9,.) BHOEMER NEZEVERBE ST, AFIDOF ML, FoundationOne CDx [T &
0 TMB A =27 " 73 10 mutations/megabase (mut/Mb) LAk & HH & 7235412 TMB-High
CHIETDHZ L L L, NTEENCAE S T, I —7 A~T IR SN EREERE I
W TTHRNT DM T DT,

TMB-High 29 % 102 5l (HARAN 6 #laETe) KU TMB-High & A L7220 689 f
(HARN 71 flzETe) IS5, EEFMEEE TH D RECIST A4 K7 A > 1.1 hRIC
HOSHIHEIZLDEZNEORR Q019F6 HA2THT—X 1y "A7) FR1DL
BY ThHoT,

* o —RIBE & U TEEIICER SN TV A{ERIEITE NI HEZE THW LR TWD T
PR R OB R 1 % 8 T TR I W HR BT SRR O JB3E D3 A AL B Tz,

¥ B/ N—FITBNT, ERENLTOBRERHAHEAN DAL,

A TP R ERE) . B : HER (HEXONEORE, 7272 L7 7 — % — I RKEIES

ZER<) . C: i, B, /DG, G, B & OV Sk O N o WES: (B o bR S d

AR N IAIEES) . D FENESE (WIESOXMERESE 2R<) . B: 7a5%E R

SRR . FAhEE RS BERE) . G /NHIIaiRE, H : FPRzE, 1 BRI, T MER

P (RESOIFZERIES 2R <), K: @~ 7 a¥7 74 bARZEME (BLT TMSI-

Highl &5 .) 287 2ETHEERE (K55 - BEE2R<) . L (FEO#A) : MSI-High %

9 5 HEITEE

#3 0 5% LT LOVBRE TR S T2 RIFR S S K OFERIFRAE R & | AEREAIE RS D2
B OWEEN I REII RN b 5 L BEZ DN A ERERN-E HEEH 7= 0 OEROK

(mut/Mb)
#F1 ARk (KEYNOTE-158 3Ek)
TMB-High Non TMB-High

102431 6891

CR 4 (3.9) 11 (1.6)

PR 26 (25.5) 32 (4.6)

%k SD 14 (13.7) 228 (33.1)

(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)

NE 10 (9.8) 66 (9.6)

Zzh= (CR+PR) (%)

(95%CD) 29.4 (20.8,39.3) 6.2 (4.6,8.3)

CR : 5227%h, PR : &0 2E%h, SD : 2. PD : AT, NE :

At ARE. CI x5 HE X[

* L E CORERRES CITRIER AL 72 L & S, 1RBRIER: 54412 Non-CR/Non-PD & 54l & i

I GER




TMB-High A3 % 102 1§J (BEARAN 6 HlaETe)) KU TMB-High 274 L7\ 689 {3

(AAN 71 Bl & Ede) 1285, RECIST 4 K74 > 1.1 U3 < @iz L 5
D3 AT @%xﬂaﬁ—@ﬁ% (201956 H2THT—X v "4 7) 13R2DLEBY TH-
7=,

&2 DA OFDMEE (KEYNOTE-158 35)

TMB-High Non TMB-High
DN TR B (%) #%h (CR+PR) B (%) #%) (CR+PR)
102 {3 (% (%)) 689 i (FhFE (%))
ZINH B B 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
- SEHIE 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T NI 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
T P99 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
A=Y 12 (11.8) 2 (16.7) 0 (8.7) 2 (3.3)
RN 3 WARE 15 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
WE 7% R 3 (2.9) 1 (33.3) 9 (11.5) 3 (3.8)
PR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
Rz 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER ] 0 — 3 (9.1) 2 (3.2)
—  HEEART



[Ze21E]
[EFRIC[EZE M AHFER (KEYNOTE-158 #f#R)
HEFEGIT 103/105 B (98.1%) (2. BIWERIT 67/105 5] (63.8%) (2788 Hiviz, HHL
TN 5%LL EORIWERIZITRED LB THoT2,

#£3 ZEBEN 5% EORIEA (KEYNOTE-158 3RER) (RAMAENT i)

EEERIRSYHH (SOC: System Organ Class) H%k (%)
JEAGZE (PT: Preferred Term) 10543]

(MedDRA ver.23.0) 4Grade Grade 3-4 Grade 5
EEIEM 67 (63.8) 15 (14.3) 1 (1.0)
o WA

FOPK BRAE RE T SE 7 (6.7) 0 0

FOIR BB BB T E 13 (12.4) 0 0
H ke

T 8 (7.6) 0 0

L 6 (5.7) 0 0
—% - A REER L OGN OKEE

I 9 13 (12.4) 1 (1.0) 0

I 57 17 (16.2) 0 0
Rtk KOs E

BN RIS 11 (10.5) 0 0
BB KOV ARk

75 P 6 (5.7) 0 0
FZJE RS X OV T AR E

= 5 e 12 (11.4) 0 0

JE 9 (8.6) 0 0

7eks, MVEVEMER 461 (3.8%). KGR - /NEHR « BEDO TF 3 6 (2.9%) . BIE
R A4 IR BRI - T2 - AL PENRAE 2% 5 151] (4.8%) |, FOIR A REIE T 15 1511 (14.3%) |
B RERERETE 1 1 (1.0%). 1 BUHEIRIA 1 6l (1.0%) . BHeerEs (PRAMIE RVE MR % .
ARERIREFA4%) 161 (1.0%) K O infusionreaction 1 1 (1.0%) i bz, F7-. &
FEDO RIS (haEfhR RS AIE , FAEIRARIE R, ZIRALEE, BREES) |
MRS (F7 2 - NU—EBRESE) . FEEAREREREE . Bk, ik - BT RARE, =
JEADIEJIE, BNd% - BB, S & DMK, Ok, EERMERESE (Go M im M
PESRBER . WRIMER M, JRIFERES, MERRRIERIESE) . MEKRE RIEMERE R O EZITRE80
W holz, REIWERFBBURDUIREEFESR (RAREMERET 2 E5T) 280EHER %
Y,



(At - HE]

ARNOREREYEHETT L EZFIH LIV I 2 — 3 12k b, AHl 200 mg %
Q3W, 400 mg % 6 FHMMHE (LT TQeW] &5, ) XiX 10mgkg (AHE) % 2 [
Wk (LLF TQ2WJ &9, ) THRE LEBEOAF O MG T EENRF SN, Ok
Fe. AL 400 mg & QBW TH G- L7-BEOARF O EFIREEIZ IS 1T 2 I iE HiRE (B
T Cagss) &9, ) 1E. AHI200mg Z2 Q3W THeH- L72FED Cavgss & LT 5 & T
Ehitz (FF) . £72. AH400mg % QBW TH G- L /=R ARHKI D EHIRREIC I 1T 5 %
EIE IR (LLT TCrmaxss) &9, ) X, AAl200mg 2 Q3W THEH L 72BED Craxss
g L CEEZ T E TSNS OO, BARNBEFIZE WD TR R ST
HHE - HETH 5% 10 mglkg (REH) % Q2W THH: LTZERD Craxss & Ll U TIK
EERTETRHEINT (FFR) . SOI1C, EERAERE 2 X5ICAKA] 400mg % Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC S < EipHhhg
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEILT- (F&R),
AT, BEOW AT 2 ERRBRARI IS & | AFIORE R & AW TR e
PE & O BEE A fii 9 D IR ER SUGE T /L AEEE S, AH 200 mg &2 Q3W XX 400 mg %
Q6W THH L7-BROMEFTE & & AME T L e L OREIZ OV TIRFT S /R, k
LD - HEOM THEINE L ONREMEICAME R 2RI v & PRl Sz,

&6 FAOEMBRL T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (coivon | raoen | (78 i8s) | (o174 | 4ossio) | (208 814
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mglkg Q2w (21;2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19?;00)

+:n=2993, 100 BIDO ¥ I = b—3 3 N K0 BEH S 8 FEO YL (2.5%05, 97.5%45) | Cmax @ FIEIE
GO MG FIRE, Cavg @ PIEIFR 505 O MIE FIRE, Cmin @ PIEIFR G (A 74 2 HEH) ORI
IR, Cmaxss | 7EHIRIBICH T 2B\ MIE TR, Cags : EFIRIEICERIT 2 EIMIFEFIRE., Cminss 1 EFIRAEIC
BT B IR iF e B

I @ 56 il DRATEIIE  (95%15 HE X [H])

§ : 41 Bl OLEMEEIE (95%(EHEIX )

NA : 47 L




4. FERIZOWVT

KA 2 G od, EIESL Y 2 7 B (RMP) (235 < AHI o 3K 5 22 AV BEARTE &)
ORI & D gk T > T, AF OG- DY) 72 B 2 2Wr - FrE L, RFlo#
FAZ XV EERBER AR LRSS T 5 2 EBARERTZD, LTOO~@D 3
TERWEIRRITBO TR 52& Th 5.,

@D MWEHRIZTHOWT

D1 FiEo (1) ~ 5) OWTFRNTEYTHMiETHDZ L,

(1) EAEFBREDEET D05 ABHEEILS RS (BRE RS A S HE RIS R
HiE A3 A RSB IR RRE . MUY AU BSIRIERE 7R &)

(2) FEEHEREIRRE

(3) FREIFIRAFEDGET D03 A HEEEFRET (DS AR EEER EbL. 03 A
W19l DS ARSI EEHEE R 7 &)

(4) HRACERIERE A % E L, SSRGS R R 1 USSR IR b L e st
2 Ofiek FEHEIZAR D M 21T > T B fik

(5) BrEEMERES AL E BUINR OfER FAEITAR D | 21T - TV B Jitigk

O-2 B L 72D D ATE T OAZHRTE S O RIME R 38 BLRE O S IG IS 47 70 sk & ek &
FroBER (FROWTINITEEY T HER) 25, Y2 OAFNCET D8RO R
EHE L TRESN TS Z L,

e

o [EHithFFEEE 2 EDOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BFRIHE %
[THoTWBZ &, 9bh, 24D R, RARMIRELS T & L2 BRBEEZOHHE 2
IToTWVWbHZ &,

o [ERFFEUSE 2 EOPIMIAHEAE T LI2RIC 4 ELL LOBKRRREZA L T\ D
Z L, 9B, 3HELLRIE. MR LE 7D 0N AFETE T O A RYIERE T e N ATEER
DEREHEZIT> TV DH Z &,

@ BENOERLEFEREEDOEHNIZOUVNT

PSR BB BT 2 BEE DR E S, BRSO RAE D, Aotk - &2
EPESEIE P RE RO B L OERSEIC T 2 Rt A FFRPBAE LG H oHE
¥, FERESDIATON LRGN ESTWND Z Lk,

® EWER~DOXRIZDNT
@-1 MEFAEHICEET 5B 4

B MERR B O EE R BITERA R AE LB, 24 BERIEZIEIRHIO T, Y%k X
TTEEE R IRV T, B L TZRIWERNICIG U CABEE B O CT ZORIWER ORI 24
BRREDORERN Y HHICE G, EHICRIGS ARG N> TWnD Z &,




@2 EFREHICLIAEEERSICET 5 ES

M AR HED 5 E IR A L O e 2 B D ER RS NEER T =42 ) v/
EEWIEROA Y ) —= 0 7 E2ATOEIRIE LR % A TE 5 F — LERKH )
HESITWABZ L, B, BiHEHICHOWT, BDAUBE EFOFEBEICHDICEMmEINT
W5H ok,

@-3 BIEROBHTRTICE LT

RUWER (MEMEMEBIZINZ . KIBKE - Mk - BEO N, BUERZX - A2 - 1T
BEREFE S - % - BEALMERRE K, BRI E (RMEFIEMER &, REREBERE) . N
SrulEE (R IR E . FURIRME R . BIRPRREREE) . 1 BUHEIRIA . 5 & 9 Rk,
Mo - BEBURIARIE . WER . EE OGRS (hEPER R EEIERARIE, B R IEARE
e, ZIERLEE, FHARJEIESE) . infusionreaction, AMZE « BHAEA . FAEMNMESIE, ARkl E

(7 v« NU—JEERESE) . Ok, BEELMmKEE (M i MRS PEERBER |
IR L, FRIFERES . MERRRIEKESE) | HEOH K, MERERIEGEE, M%) (xf
U C. Yeshiak ST B EA B O B 25 9 2 A0 & s U (RIEH OZWroxtit
WL THRER X EZZ T ONAFMEICH D Z L) BEHITHEEI R ALE DN TE A
MNESTWNWHI L,



5. BEXB LR RE
[(B2h I B3 % 1]
O TFTROBEIZBWTAROF N REN TN,
o DAALFIRIERICHEE L- TMB-High 2 A4 21T - R OEFRE (A7
TR R A 2R D)

7245, TMB-High 2B 3 2 AFI O = > "= v Blidk% L LT, RES
FoundationOne CDXx XA ) 570 7 7 A LN AR I LTV 5D,

BAICHT > T, BEERON A FT4 VEORHOMHRESEI, SITOL
PRUEIC L D TMB AR~ R B R ORI O 2 IR OB > T
BT 52 L,

@ TREICEENE T 2 BE ST 2 AR O G K O A ITIEC DWW T AFIOAZPED
MESLSNTELT, AFIDEREGHIR LB,
o FToMBIRIE
o fOPUEMELGA L O L TRE SN BH
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[Zz 4pEIc B4 % $H]

@

TRUICHEU T HERE IOV TIIARKN OB E DD L SN TWDH I Enb, %5 21T
bz &y
o KRAIDRKTITR LIBBUEDBEFREO & 5 &

BEATOFHEIZ BV T FRLICRE Y T 2 BT W T, AFIOF IR S e

DS, MOTREERINE DN R WGEIZIRY | HEICAKZEHT 52 L 2B ETE 5,

o MEMMZEEROEI IITEOH 5 BHE

o i E R A CHRIE R 258 5 B K ONE B M 0 KU Bt 2 <0 gu M fiti ¢
FEOMMIZRIEMEZE N A BN D BHE

o HOMEERBOADR, TR L < IXFERMED B O g% B OB D
b5 B

o BB (EmeMaBEEL ST) Ob b EE

o MO IIBHEEZ AT HEE

*  ECOG Performance Status 3-4 "™V o 4

(ED) ECOG @ Performance Status (PS)

Score | EF%
0 | &<MERIEHTE 5, B U HEAEESIHIRZ: IT2 5,
1 PRAGIC IS LVEBNIHIIR S A 23, BITATHE T, BIEEM - TOMEEIITHI 2N TE 5,
B mWF S, FBIEE
2 BTREECHGDOH DRI O Z L 13T N THEELEDERILTE W, HHD 50%LL BiZ~<y FACiE I,
3 ROENZESOHDED DZ L LnTE Ry, HHOD 50%L EE Xy R+ Cil 21,
4 2LET RV, BOOHEOERD O el TERY, BEICy R KR CTiZd,
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6. BEZELTHEETREEIH

O  USHHSCEEIN %, MEIRGEER DRI 5 ERME TS E ARHI O ReM: K OVl 14
DT OIZ LB HZ T L TR 5 2 &,

@ IRIRBAMBICHENI B BE T T OFBRIAER OfEtE 2 H58iH L, RE 215
ThoEETHZ L,

@ FEREWEHO~RY AL MIOWNT

MEMEERERH oD Z DR H LD T, KEOEGIZHT--> Tid, #IHE
W CEEIRL, PRI IRIEE, k) OfERR & OWIE X #ilRds o F s, Blgisz +
AT O T &, Flo. BELTS U THES CT, MiF~—F —F O/ 2 Fhi+
5k,

infusion reaction 23 &% 5 0I5 Z L 3% %, infusionreaction 23728 H AL AT
E. WURREZIT S & &b, SRR EIE T D £ THEEOREZ 0882
T5HI &,

FR el S . N EAEERE R CRIBEEEREER D bDLOND LR H LD
T, AAF| OB G-BAERT M O G-I P IE NN oUW EERR A (TSH, l#Hf
T3. #EHf T4, ACTH, MH=a/LF Y —VEORE) ZEid 5 &,

BIERF 2%, A4, IFeERES . IR, {EHRERD L OND Z 03 H D
DT, AHNOEG-FRMERT R O 5 I E I iTseEmR A (AST, ALT,
y-GTP, Al-P, B U LB HOHE) ZEMTH I &,

SEIEE (MR L I BHEAER 25 T) FOEERIREERNS bbb
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,
AHNOBGIZ LY | WEORIERINIERT 5 &5 2 bRk A 7B E
DHOLONDHZ ENnbD, BENPROONTEHEEITIE, BB LEFRIIN LT
BEPHE 70 il & ARk & B O Rl & s U ClE bl 22 8RR W 247\, il o
FOSZ & D BWER R BN 2551213 AFIORIESU I IR, K OREIE RE R
NEVHIORGEEZEETDHZ L, ok, BIBRERLVE S OREIZEYEIE
HOYGENRFRD B2 WIGEIZIE, BIE RE AR VE LSO & 1 Fl o e hn
LERET DL,

B TR, BORRI 5 AfRE L T LEERD BT A2 B3 H 5729,
AFNOFGHETRIZHEWEHOFHBU A 2ITEET D 2 &,

1 BUBEPRIS  (BIE 1 BUBEIRS 2 & de) Db bbiv, BERFES 7V F—T &
IZELHZERHLOT, Aig, Fl, EHFEOIEROFEELCMBEEO R+
SEETDHZ &, 1 EMEREASEONEGE I EREERIEL, AR Y 8l
O & DORMY R LEZ1TH 2 &,

@  AFOERRERIZIBV T, KEYNOTE-158 3B TIZEG-BME D 1 ERMIZ 9 @M =

&

1AL 12 8 & & A EOFHE 21T > TWe Z &£ 25512, ARG

PHXEHRNC B BRI A TRIROMRE Z1T 5 Z &,
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