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REHR06 26525
SFMB546H26H

wITEAE (G0 RERRE

OB R EATER ()
EREERRREER (F) &

HOUE I R s i R A (R)
TRESmE =R TR () K

Y

&

JEA I B R R RR St =
( &~ H & B )

PD-1 HUAPTEEVERES AR B feidfE HEE T A KT 4 > OREIHE
BEREO—E L IEIZ 2V T

o SE

PUPD-1 HiiRPUEMEERICH D [ NaTyn ) X~7 (Enlfaz) WA (5G4 - &
A b —Z S EE 100mg) | 122V TIE, THL PD-1 HFUARHTENEREES AN % 2 few i e
TA RTA L OREITHEIBEFRBEIZHOWT] CFEk 29 £ 2 H 14 BT RER 0214 54
5o LAT 90 PD-1 JUARHUEEM RS IS B @A &) ,) 12\ T, PR A E o Euk
WIRDHEFRAZBMLTNWD EZATT,

O, TRLT7r ) X7 (Bla i z) RAOREERHEET A R 7142 (RIEVERE
FR A B AR U > NiE) OVER K Ol HHEE T A KT 4 > (AR T XU oo
JE) O—LEIZSWT) (B : S5 46 A 26 HAFHTEAIKSES 0626 5 1 BIEA 5 H)
BRI - AEFRARERLERE T E R OLBY ., ol AfEE T A K7 A4 R kET
SN L, KARANRLIBEFEEZ TRLO LBV HET LD T, HE T ORKRER
PEEA. A SRS S T U C R & S REV L E T,

AL

P PD-1 FUARHUEEME IR B M A OFLo 212 (17) 2z 5,
2 XA b—& g5 ETE 100mg
(17)  FRRSUTEEEME O JFOR MM RR A A B e U > /< E
AU 2 P38 ST EEEME O JFoE MERERR /S B Mifa Y > SBEOTERICH W 555



BlE ROFIEZ 2H M S O R EMICRER T 5 2 &
1) WIZBITHEEDOIH, %4560 (REFET ) 226 [HREEA) £ T
DD HEEET D H O ZFLH)
T RETGBREEET DS A PREEEIL RS (RRIE RS A2 it L
WIS, MBS A RSB EEAL RUR e, HES AR RS 7 &)
A RrEERERlT
v BESRIEENEE T D 2 AR REEREE (DS AR RREERE R, A2
POEEE F1Rle. 5 A B HEES R 7 &)
T ISRALFHRIERE Z2RRE U, SRIER LA RRIERZ IR 1 SIS RIEG L5k
PR 2 DN FEHEIAR D i HH 21T > T 2 it
Z HUBMEIESE AL E PR O AR D s H 2 AT o TV D Bk

2) WICHT HEMOEMED H B ARBHNCET 2IHEOTMLH & L TREI LT
HEDZUT L0 (TEEEMT ) T TEAEAA | & FiE)

7 ERIGFFEUS% 2 SFOWMIFHE ZE T L728212 5 A LU E O A TRE O R
EEITOTNDHIE, 9B, 28D, DAKYREE L L L ERESY:
DIWHEZIT->TWND Z L,

A EERFTES®% 2 EOPANHE A& T L7 %RIC4FLL EORKRREREZH LT
W5 Z &, 9b, 3L, @M AR O 23 A SEM L 2 5 T IR IR
FOWHEEIT-TWNWDH I L,



© 4L PD-1 HUAHUEMENEIZ AN AR D Al HEET A KT A » OREIC

DFLD 2

(2% HIRxRER)
O HEHEHICOWT) (PR 29 42 2 H 14 AT RIESE 0214 55 4 75)

(BERR 53 I R IEER 57)

N

% E 1

% IE A

1 ()

2 FA b—F A EE 100mg

(1)~ (16) (H)

(A7) FEFE ST EEEM: O TS HEAERE KA B fifn Y o /S
AR A PR ST EETAME O JEU A PEAERR AR AR B A U 2 X

FEDIGHRIZ I 2 B3 IR O 5 I8 A @20 i B 0 =5 0D 47 SEA

WCELHT D 2 L
1) RIEF LMD H, %4 T 2500 (FaREET | 106

g EEA | ETO S HLE%b4 % b O ZGd)
T BAEGHREDNEE T D 0 A E s b s (FE
SRS AR EE L RS . MU )S A iR B SR B

U3 A 2R E 78 &)
e A RE e
HOEF I F SRS % 28 AR E (28 A2 iRE

A4
v

PR, 25 A2 EE T ) e, 3 AR PRI HEHEEE S

B7e &)
T AR bR E A RE L S RIS R R 1 X

(X SR AL S R IE 2 OB 2 O fifi st FEHENZ AR D Jm i &

15TV B i

1 (k%)

2 XA FL—F HEETE 100mg
(1)~@16) (#%)
CHTax




U A AL G S BN o i i R ME IR B m HH &
1T W5

R

2) WIBTLEMOZEHD S S, AFN T DGR DO ETE
FHELTEESNTWDIENZET L0 (TEMZEET | X
13 TEERNZEEA | & ElE)

7 EMGRFTEIGE 2 FOWMMHEAE T L 7212 5 L)
LORIERDERMHEZ T > TV H 2 L, 9H, 24N
id. BAEYEREE L U BEEE S OME 21T - T
WwWpH Tk,

A EMGRFTEG% 2 FOWMHELE T Lic%IZ 4 F0)
FoOBERBREAEL VNS Z L, 9b, SEM RIF. i
g SR EIET 00 3 A KW R 1 2 B e B R 1L iR 5 O B &
1IToTCNAHZ &,




EIR/N

S A HKE K 0626 &5 1 5
A Ff 5 4 6 A 26 H

#woE R
| wEEFTERESR | FETER (R) & B
ool K

IR BB RS - TR E R I R A R R
( &~ H A M)

NRAT Y RXv7 (BETHEELZ) 8505 mEERHEET A R4
v (IR ISR B IR Y oS DO VERL KON e i A #E
HA RTA v (AR L8 E) O—EHtkiFIc >\ T

1% 175 I BGH = & S8 D FEAR TT #2016 (AL 28 4 6 A 2 B BIEERE) I8 W\ T,
R EIR S O O i b HEEEZ XD Z ENEVIAENT L 2RI T,
B =S & BB R B IR T B 7= D ISRl HHEE T A K74 v & 1E
L5z LTVET,

Sk, NAaTr Y X+ GREFHELZ) UK (R5E4 © F A b—F i
T 100mg) (22T, RS MM SRR B Mifa U o Nl L CE 3 2B
HEFEZIRO LB kEERHEET A N7 L LTV ELEDHELTED
T, ZOHRHIZHTZ> T, AIA RTAL OV THESND L H, EEND
EERAR R M O R 29~ 2 JH k&2 BV L £ 47,

T, RAaT v X7 GEETHZ) BA] (BOE4 - 4 Fb— & fiies

7 100mg) Z iR o) oIS L CEAT 2RO EFEIHIZ OV T,

(RA7n ) X~7 (B T#Hz) WHOREHERHEET A F7 42 (FEH
) OFER M O i HEE T A R Z A > GE/NiaiE, BB A, &
RUX U UNE, R R, EHEE~ A 7 a7 T 4 MARZEME (MST-High)
AT D EEE K ORENS « B, B, SR, A, s, e
FEA NS @O B AR E (TMB-High) 264 2 EE) O —EeEIZ D0
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T) (BF449 A 26 BAHITSRASREF 0926 25 1 5 /R A5 EBE 3 - EIRfkA
RERNFEEEHRERM) XV RLTEREZATT,

Lk, RaTu ) X7 Gl z) JAC SV, iR YR U v
NJEE RS & U T T 2 B R AR B GRE (2 B 3 2 R A A3 AR SEAT BOTE N = 3K 5 R
IR AR L VITONTE Z LIV, YA RIA4 %2 HfD LB
BEWELE LD T, HENOEREER R O/ 5 8 Hm % BEV L E

9, IER O R AHEE T A R T4 1%, BIRESED LB T,
7ok, AEHIDOE LIZOWT, BIFLOBIREAESE TICFHEERKT 5D T, 2D
72OHRLIAET,
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INSAERVEN HARERS
AAREF 2

—AEEEAN HARNR RS
INESAEREN B ARSEAIRR 2
—AEEEN B AYREBESEAI AT
—AEEEN B ARERR IR
NESAERNEN B ARG 2
—AEREN B ARERRANRES
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HHAR X ) RO R HEE T A R T A OWETEPT G IR IRER)

AL

Hr

IH

HH A=Y

(T HREBIERD)

LA

(AHBRBHIER)

5~<—

O [FE B AL [E 5 MAEEER  (KEYNOTE-204 3X5R)
H Z & e B AR e T2 1S s . UT B S g

M OIS E 72 b7, 1 LY AL i

PRIEIE 22 A4 % 5 SUTEBTEO Ay A V% o U

v \JEEF 304 5l (HAN 16 Pl date) ZxdBRIC,

A 200 mg QW EEGDOFEMEROLEMEN, T L

VXL w T NRF 1.8 mg/kg Q3W Bt 5%

&L TUmEt s, TSERPAMRTE H 13 B S i i

FEA % S ) Flas ifn i A IR A 12 DR 7 — & L OY
T — X e MM (LA TPRS) & v
Do) W EAEFHME S, 5 2 AT O
R, AANI T LY Ry~ T RREF UL ERL
T PSS ZHEBICIERE L (2 EVH D,

2 HhMEAGE (KEYNOTE-204 aXU5%)

(F W)

(4 W)

X 1 PFS @ Kaplan-Meier Mt (KEYNOTE-204
BR)

GE)

7A=Y

O [FE AL R 6 MAHEER  (KEYNOTE-204 345R)




A EFLIIAKIRE 145/148 5] (98.0%) KT L
F~7 RNKFURE143/162 5] (94. 1%) 23RO D
. BIERIZ, T Fh 110/148 #il (74.3%) KO
117/152 5] (77.0%) IZ#@H 5N, WIT I DORET
TN 59, EORWERIZFR 4D LB THoTz,
x4 WINDORETRIRDN 5L EORIEH
(KEYNOTE-204 #XER) (LMt L)

(F 1)

7pds. EMEMIPEEGE 15 61 (10.1%) . KIGZR - /NG
K BEOTHILZ3E] (2.0%) . fHfREE (X5 -
N U —EERESE) 13 3 1] (2. 0%) . BIEATZ - AFA4 -
FERSRERE = - AF28 - mE{LPEREAE 280 12 61 (8. 1%) .
HODR R RERE 22 1% 25 1] (16. 9%) . BIIBMHERERE =1 1
B (0.7%) . EHEREREE RAIE M EMHEE R, SRERIK
AR 1F 2 B (1.4%), BERIE 1 B (0.7%) , AR -
RSO R 1 1 B (0. 7%) . 28 - BEEZS I 1
(0.7%) . S &5 BERIT 16 (0.7%) . CofhZRIE 2
(1.4%) . infusion reaction I% 6 f (4.1%) K OVHE
BB pmikbEE (o Ve MR PR SR BN . IR
2, AREFEREE . MEEERIERIESE) (X3 6 (2.0%) T
WO, T, BEOKEREE (PamthkpE
SERMARNE . B R REIRARSE R . S IPHLEE, R
M), FHRIREEREREEE . 1 BOBEPRY . FE AL T D SE




HEDOH R, MERERIEBRE KR OREZITERD 617

1ol ARWEMBEIIRDLUIBIE RS (FA R (E

R eat) zalbEitRerd,

10 X— |4, JigklZ >\ T 7TR—T |4 HERXIZ DWW T
GRS UTHEAGERA (BfERE) 2585 AR & LT GERE (BPFRE) e D
ITNWDZ e D, Mk d 2 MYz I T & 2 i NTWNDZENnG, Y a 2 sz FE T & 5
HTHOLVENDD, TO LT, EFELY AV EH HTHOIRENRD D, £O LT, RAIOEEH 231 Y)
A (RMP) (ZHE-D & | A 0[5 e il 22 4 A B A0 T ) IRBE DM - FRE L, AFOREIZL Y HERR
~OD i TR A & D ffigx T - T, AFIOE 51358 TER 2B L7 BRICKHS 2 2 & i /=6, U
U2 BEZ2W - FrE L, AFOREGICX Y BEER TOO~@DFT T A= e IZB W T 5
BIER 238l LTEBRICHIE T 5 2 L DB R 728, REThHD,
LT OO~@DF XT3 sl B W TS
HRETH D,

12 ~— |5, HEXG L5 9~—v | b BHEXGERDLBH

(A5 MEIZ B9 % 9]
S

[ZeeVEICB 9 2% 5]
O
@IBIATOFHIIC IV T FRLICE Y T D BHE TN
TIE, AAIOFGITHETE S 20 A fhOTRFRIER
B2 VNG EIZIRY | HEICAR 2S5 %
LETE %,

- FEMEMR B O S OUIBED H 5 B

[G2hEICB 9 % 1]

[£S

[“Z2tEIc B3 2 ]

OmE
OIRFERTOFHMIZ B W T FREICEE Y T 5 EEFIT OV
TIE. AFIOBHITHELE S 200, TR RN
BRI WNGEICIRY | HEICAAZFEHTHZ L%
EETED,

- MEMMEEROGIUIMEED H 5 BE




- M E g AR A CRVE R 280 2 BE K ONEEMED
B BRI & S0 S G M T % 55 D il | S RRAENEZE AL 203 P
bIVDEE

- BOARERB OG0, SUTEMHER 7 L < I3
Mo B O REEB OO H 5 B

- IR L D & 2 A (O i BRI R A IS 4 B <)
CREE ORI AT 5 RE

 ECOG Performance Status 3-4 (J£1) OHEFE

- Mo G e A CHRE R 2580 2 B K ONEEED
JHCH R TNk 2% <0 S gL M il 2% S 0D JWTi | 2 SR IEMEZE AL 3 7
LD EE

- BOAREREOEDE, TR ZRE L < IXF3E
PED B CAEIRE OB D & 5 BE

- Eas B halE & MBI 2 5de) Ob DA
#

- FEEZ DG ST B E 2 A3 5 B

+ ECOG Performance Status 3-4 (J£1) OHEFE




xEFEHAHEET A R A
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B &

1. ZL®ic
2. ARENOK. 1ERER

3. [FRARREHE

4, FEEXIZOUWNT

5. BHXGERLEHE

6. HHIZEL THETNEFHIH

P2
P3
P4
P9
P11
P12



1. XL®ic

EHEGLOBFIE - BEMEOFHERO =D, U SCEFICTE Wl B AR S
Do DI, IEFEORFEMOMESRZT LV | FURESL L2 & OEF0 70 s Ve Fr = 3K 5
WAGREINDH T, 2D DERNZ BV E R BEIIRMET 5 2 L BABRBOMELE 72> TH
0. BFRTBOE R L OO A TT$12016 (ERE284E6 H 2 H BEEE) I2BWTH ., HHmEK
EOMEH ORELHEEEZ XD = & & Eh T b,

BrE BT EIR L, KHEERL SN T 0 7 7 A VISBEEDESK N L B SN2 5 2
EMBHDH, T, BIMEROLEMICET A ERD ST 2 F TOR, YHEKLO
BEZMSZT D ENMFSNDBEICH L THEMAT S & L bic, BIERANIEH LRI
Bkt & D Z LN ARERe — EOEM A TR THER T A I ENEETH D,

L7eRo T, RIA RTA T, BARBEELZNE TITH LTV S EFEFH) - B%
W RN EES & LU O EIR G O i 72 2 T 28l D B e 20k 3 2 5 RO
BEREHEERT,

¥, RITA RTA 0%, MSATBOENEIE SRR O, AR ENEA B ARERR
JEE 2, — AR B AREE R NBHE S K O fFEEE N B ARG S O 1D & ERR L
77

KGR DEIENM - A MA— X AR EHEL0 Mg (—#k4  RAT e Y AT (B
%))

J%ERDMETNR « T S TG M O R AR ORI f R BAf A U > /N

MG LRAMEROAE « B, BRAICIL, RA7r U Xv7 (HEar#fiz) LT 1
[F1200 mg % 336 e 131151400 mg % 638 i [ fs 3057 ff 237 T
RIEEET 2,

B & 78 ¥ # - MSDIRA £




2. AEIDORK, 1ERBF

XA b—F ETEEREIOMg (—i%4 - AT ) X~ T (i) . DT TRE &
VW9, ) I, PD-1 (programmed cell death-1) & ZdD U 77 R ToH HPD-LLLUPD-L2 & DA %
EHELET S, b MEigGet /) 7 u—F AHRTH 5,

PD-1#% 3% 13 THI N 50 122 B LA 7> S AL 2 72 D12 28 AV 23 FI 4 % 3 72 S 5 il 48 & o
v FC, PD-LIE, EFZREICEWOEHERETHEOMEEZmIZ BB L, A OREGE &
ARV TR R e B OS2 T 5, 3725, PD-UXY Y REFETHZ &I
DHURSZRRIC LD 7 T VnEE AICHIE T 22K TH S, PD-LIOIEFMKRIZEBIT 5
RHITDOTNTH LN, 2L OBAHIETIITHROME 22 21FLEBREICEHR LTV D,
DS ARIZ 351 HPD-L1D m s B, BMAwE, el . A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | RWEFE L OMBEMENHE S TWD,

FEELD 3 v DEFIRA) T 1% & PD-LIREBLOFARINED & . PD-1 & PD-L1D#R I VL NEIS; D ez B
WECIBWCTHEE/ARFE 2 Z LAVRIBESNTREY , it BNARBOER & LTRSS
T3,

AAX, PD-1EPD-LIKUPD-L20D0 U > ROFESELET S Z L1k v, EERK RS
T O JEIG R B AARE ENET U VS ER A TR (L S8, PO S 2 e (L35 2 & CTHiE
BN R A FIET D,

ARANDOVE BRI HA B DREFISIC X DEWERMENH o, HEXIIETIZED
AREMED B Do AFI DG T /O 5ARIZIE, BE OB Z o241, REDPHEO LN
BrenlZid, FEBL L 7o RITIS U7 B 20 sk & RBR 2 5 IR & s U Cilatl e il R2 W 4
TV BEORESISC K DEWEM NSO 5E12I1E, BT EE R VE CFIORGE DT
G2 AVE 21T 5 MR H D



3. ERIRBGE
B ST VR M 0 JRE MERERR R R R BA AT U o 2 B D A GREF IR &2 17 o 72 B 72 IR
REBRORAEZ T,

(B %hik]

OEWNE 1 i (KEYNOTE-A337ER)

FEFE ST EETE M O S MERENE SR BHIIL U o BEAREED (TH]) Z %512, AHI200 mg

MMM (LLF TQ3WJ L9, ) HEEDOF MR ZRMENKRE S,
TEIAGEE T 5 EMER [LETIWG criteria (2007) (23S < ey E1C X % 5222850
(CR) XIFERmrZE%h (PR) OEIA] 1X. R1OEEBY ThoTe,

1) (1) BFELSMRBEEICHEREIRO b BE, (i) BFRENHMaBE%e0
HLUPNIZCRAT L < IIPRAFF LR o T2 B, 303 (i) B Z0E Ml B AR (S Rk T
bHo%E. MU LR 25T, B L URELOIRRR I LTC B

#z1 FAMERE (KEYNOTE-A33ER)

7451

72785 (CR) 1 (14.3)

Bk %ﬁa % (PR) 2 (28.6)
(%) & (SD) 1 (14.3)
ﬁﬁ (PD) 3 (42.9)

F5h=%= (CR+PR) (%) 429
(95%{5HE X ) (9.9, 81.6)




@/ M HHFER (KEYNOTE-17073K%%)
B ST TR ME O SRS VERERR SO BR R Bl A U o S BEBE D (B3%1]) Zxtgic, AAl
200 mg Q3WH 5- DA Je V22 B MEA R S Tz,
jz%éﬂ?ﬁﬁlﬁ HTh %% [BETIWG criteria (2007) (235 < Pl @1 & 55244
(CR) XIEi#mn%Ezh (PR) OFIG] 1%, R220DLEBY ThoT,

H2) (i) AFREMEBMRBESZICHEENRO b EE. (i) BFEmBmRBHEE
60 H ANIZCRE L < IZPROEG BN o T B, Xk (m> EESEHIES V2 I NS

ThHY%E . 2N EORNREEZ T, B8 L <IXEEDOIREEZ IR LB

# 2 AUMRE (KEYNOTE-17035R)

5345

5E48728%) (CR) 10 (18.9)

il %rsia:é’f*ﬁ (PR) 14 (26.4)

%) ZE (SD) 5 (9.4)

#17T (PD) 13 (24.5)

AN RE 11 (20.8)

=% (CR+PR) (%) 45.3
(95%fZ HE X fH]) (31.6, 59.6)




[z 2]
OEMNH 13 (KEYNOTE-A337ER)
HERFRGITHER ST (100.0%) (ZF8H HAL, BWERIISTH] (71.4%) 12788 Bz,
BIERIZFIDO LB ThoT-,
#3 Bt (KEYNOTE-A33RER) (LM tsaHE)

#+ B BIKS3%H (SOC: System Organ Class) F:AGE @jﬁ;/g’z}l
(PT: Preferred Term) " “7 5

(MedDRA/ ver.25.0) 4 Grade Grade 3-4 Grade 5
2RIEM 5 (71.4) 2 (28.6) 0
MEE LY v R bEE

FEENEAT BRI iE 1 (14.3) 1 (14.3) 0

T BRI S 2 (28.6) 2 (28.6) 0
PR E

SHTR 1 (14.3) 0 0
ME g, HOERds K OERRRE

K 1 (14.3) 0 0
B ¥ £ OV T kR

FIBE 1 (14.3) 0 0
—i% - RHREER X ORI O R EE

FEEN 2 (28.6) 0 0
AR A

TI=LT ) RTUAT = T— BN 2 (28.6) 0

TANRTGX T I ) NI AT =T —EH# 2 (28.6) 0 0

728, HHEREREE X261 (28.6%) TR &D%hto Flo, FEMERMZEE, j(EE'”"/J HE%
HEO TH, BHRERESE (RS MEMER R, REREERE) . NowREE (FERAHKE

FR SRR . FIEREREIE ) | 1*"”#“?)T'<f\ 293: Wl N /S -*ﬁrﬁiﬂﬁﬁﬂﬁstﬁ\ [N *EPfﬁi
s (X7 - /\I/v—fhﬁﬁifr)\ BEOREREE (TElERRBEERARIE., R EIRE
ERE, ZICALEE, JERRIESE) . MM - BllEsc, FIEM M E, OfK, EE e Mgl
(e ME i R PESE B p . IR MR i, AREFER;, MEERIERIES) . HEOH K, MmEk
BRIEMERE, infusion reaction )z OFERZ IR SR o T2, ARIWEFA BRI EES
(RS E 25 1) 8RR R,



@/ M HHFER (KEYNOTE-17073K%%)
HEFERITHABR 2R T0/5361 (94.3%) (2589 Hiv, BIVERIE305341 (56.6%) (2785 B
7oo FEBLED5%LL EORWERIZRAD L0 Th oz,
R4 FBEEN WL EOEWER (KEYNOTE-1703RB) (ZEMMEiraREM)

p—
#EBIRS3%E (SOC: System Organ Class) @fé;/g%)g
FAFE (PT: Preferred Term) g 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
MigE LD > REE
i BRI 10 (18.9) 7 (13.2) 0
PN 3 IR
FRR I REAR TE 4 (7.5) 0 0
— i - REFEER X OGO RRE
) RE 5 (9.4) 1 (1.9) 0
7 3 (5.7) 0 0
FEEN 3 (5.7) 0 0

72k, NPREREREEI3AM] (7.5%) . NS (TEREAKERT, FUIRIESRERE, &I
RERESE) 13561 (9.4%) R UMWHRIEE (T « N L—IEERES) 1361 (1.9%) TR b7,
F7o. MEMEMEEE, K% - /DGE - EEO TR, BHERERE (RS RIEMER &, KER
RBRE) . VRBERIN, 5 &R, Mk - BBUHRAMIE, Bk, EEORERE (hE:Ek
F R EACRMRIE . R G REEIRAE GERE, ZIEATBE, JERRIESE) . gk - Bl Je, EEREE S
fiE, O, BB MRS (Ve MRS MESREE . WM ., JRIFERE . HERERL
BRIESS) . HEEOFHK, MERERIEMRE, infusion reaction ONEAZIZFRD B o T2, AR
TERZEBURI X B F 5 (BRRMAERE 2 5) 25 0EHHERE =T,



[k - A&

AFNOREMREYEREET LV EFHA LIV I 2L —3 3 02K . AKHKI200 mgz Q3W,
400 mg 6l MG (LLF TQeW] &5, ) XIE10 mgkg (FE) Z2EM MR (BLF

QW] &9, ) TEE LIZEORAO MG FIRENSRF S L, TO/KR. KAl
400 mg% QW CTH#t 5 L 7= B OARF O & HIRIEICH T 2 EHMiEFIE (LT [Cags) &V
9. ) 1E. AHI200 mgEQIW T LT-BEDCagss L FRIT 5 & TS (FHE) . /-,
AF400 mgZQEW THe - L 1= B DOAKI O HIRREICF 1T B e @ g THE (LLT T Craxss!
LWV, ) X AHI200 mgEQ3W TH G- L7-FRDCraxss & bl L T A R & FlRISNTZ
DD, BAANBEICBOCERMENHER SN THDHE - HETH 547110 mg/kg ()
ZQQW TG LTZBRDCraxss & e L TIRE 2 7R FPHIS Lz (FHR) . 60, EPER
OfIE RS & KT RICARAN400 mgz QW TR G- L 7-HES 55 1 #HaklR (KEYNOTE-555:5%) L ¥
BONFERMEIC S EYEhE (T A—2E, V2 2 b— 3 ATk Pl L7z SEhRe <
FA=HEFERILT. (THR), AT, BEOBEICE T 2 BRI K S AR
5 B & A SOT RN L OBE 2 G DB LT T LR S L, AR FHI1200 mg A
Q3W X (3400 mg% Q6W Tz 5 L 7= B OUREE & & A ME T L2 & OB EIC OV TRET S
IR, EfRo Mk - HREOM THEIMER ONZEMEICHME R 2R IT W & TRIS T,

K5 FHDOEYEEN T A —F

P - B Crax Cavyg Chin Crax,ss Cavg,ss Chin,ss
(ug/mL) (ng/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL)

200 mg Q3W! (582?&97) (27§Z§81) (17%3%83) (9123g41) (4928éi0) (3028?14)

400 mg QEW! (12%??24) (32.362,'g2.7) (10.%1(,)?0.8) (14(13?249) (50.51(,)';1.3) (19.%3(,)20.9)

40(0%%%6)\,\/ (1351.2?%6.4) NA (14.1:'32.4) NA NA NA

10 mg/kg Q2W' (21§?223) (14%?145) (11%?221) (423??33) (2727282) (192?200)

T:n=2993, 100 [HD ¥ I =2 b —3 g A kY Bl S BT ESEO P AfE (25%.5, 97.5%5) |
Cnax : PIEIFE 14 O e @ fLIE PR EE . Cavg @ FIEIHE G- OFEENMIE I, Cmin : PIEH 5% (YA 702
B 571 ORARMIEFIEE, Craxss 1 EFIRIEIZI T D EmIMIEFRE. Cags : EHARIEICIIT 2 FH0M
THEFIREE, Cminss © T HIRAEICIS1T 2 AR ML i i

1 : 56 Bl DRTIELME (95%(EHE X [H])

§ : A1 Bl DA I (95% IS HE X [H])

NA : %47 L



4, FEFRIZTOWT

I Y X 7 EHEE (RMP) (23D ARAIDEEIE S MRS B~ W 1 23 &
HtiEE Th o T, AFIOEENHEYREEZ2ZW - fFFEL, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 2 &g lod . L TFOO~@D 3 T & 7o 3§ hiak i3\ Tl
AT 2o&Ths,

O HRIZOWT

DO-1 Fied (1) ~ B) OWVTHNTEYTIHMHTHD I &,

(1) EAEFBRENEET 205 ABEEEIL RS (BRE RS A BPGE LSRR, H
IS AR EERL AR BE . HUE S AR T L)

(2) FrERkREmRbT

(3) EBEAFIRINFENFRIE T D N ABHEEEFRT (DS ARRREEEIR ERbE. MDA BEEER )
B, DS ARSEEERHEE R 72 &)

(4) S RACFIRIEE 23 U, SSRIES LSRR TS RIS b 2 L2 ek 2 O fi
FRILYEI AR D SR HH 21T - T D itk

(5) PUEMAEEHIL T & EINE O sk AR D R H 21T > T D ik

D-2  JFIEMERERE A RIBHIAG U /B SRR A K OVRIE I S BLRE O RIS I 443 72 0
ik & REBR A FFOBERT (TROWTNNMIEE T DERM) 25, Uik ORANCE T o167
DEEE L L TRESNLTND Z &,

*

o[BI R2ZFEDMIWHE ZE T LI IZSELL LD ATERDERIRHHE 217> T
WHZ L, 96, 28U EIT, NAREYREE EL LEERIER EOHEZ 1T > TV
52 &,

o [EMGIFESER2EDONINHE ZE T LI BRICAFEL EORRBERZ A L T D Z &,
O b, ELLRIE, G MAREEIELE O 23 AR RE 2 3 DR IR IR OFHME 217> C
W5k,

@ BENOEXMFEREHRDMEHIZOWNT

LI RE I F T H LA M EE S, BEIRBEN O OERE D, Ak - 22tk
SIS R OEEK OERIZIC 5T D IEHREd, AEFSENRE LG AOREERE. &
MR NIATON D IERHINE S TND Z L,

ilty



@ BIER~DRIZDOWT
@-1 HEak I B3 5 B

MR MR B O EE R BIERNRA LBRIC, 4R HREAEH O T, HekhEsk X3
PERERR 2BV T, B L7 RIERIZIE U CARBEE B L OCTE O BIER ORI 4 B2 A
DOFERDZY HHIZE G I, B HBITKIN ATRE/2 RN EE > TWnWA Z &

@2 BERUEFEICLI2EEFTSNICETIEM

DA D D MM e i M OB 2 A 3 2 IR EE DNENEHT =4V v 7 %5
DIEEROAY V== T H{TWEIRE LM A LG TE 2 F — LERIEGI DS ST
WHZ E, 2B, BRERHIZOWT, BARBE EZDOFBICH A I TS 2k,

@-3 BIVEA O ZMroRt i icBE LT

BIVEA (RVEMEMZERIZN A, KBE - /DMEK - BEO TR, BUEFE - A4 - e
R - AP - MEALMERAE 28 EHRREIRE ORI MVEMER K. RERKIKERE) . NomwbEE
(MEAERERETE, FURIRMERERE TS, BIBREREE) | VRBEIRP, S & DR, ik - B
RMRSE, WER, BEEORERES (PErERAEIEIAE, FEREIREERE, 2B,
KIEIES) | infusion reaction, Jixd7c - Bl HAEANIESE, FREFEE (7 2 - N L—JEE
BESE) . Dbk, EE MRS (oM MR SRS, W L, ARIFERE, M
TERIERIES) . BHEOBF R, MERERIEMEE, %) 1S3 LT, Haghiag XUTr B =
BIOHEMMEEZ T HEMEEE L FIEAOZK-CRNCE L THRELOEEZZ TN
FHECHDH L) | BEHBICETREN TEHEFNESTNWDH T L,

10



5. B#EXR L2 HBE
[G5hiEIc B3 2 H1E]
O TRICEYT 2 EEITBWTARAIOFIEN RSN TV D
o AZFEMEHABAERE ISR DR b B
s BEEMHMIEBAEE0 H LINIZCRIXIIPRAMSG b7 d o - B

s HFEEMSMRBIEICNER TH S50, 2R EORERZ 2, #2371 <
(TIET DIBHRIL I FR3E LT

@ TRUIERY T AHEHTEICONTIEL, AFOEHMEREL SN TE LT, AFlo#EE
KR E 72BN,
o AbFHRIERIBEDORE
o fOFEM RS & O HFH

(242 B3 % F1H]

O TRICEYTHIEFICOVWTIAFORENEED L ENTWDH I b, BE5E2TH7%
WZ &,
o AHNDRSTIT R LIRBUE OBEEIE O & 5 B

@ TRFERTOFMIZIB W T FRUSHES T 2 BFIZON T, AFOEGITHELE S 03,

L DIEFRERIE D 2 NGEIZIRY | EEICAHIZHEHT 22 L 2BETE 5,

o [HEMMEEROEISUIBIEDH 5 EH

o M AR A CRVE R 258 0 % B K ONE B oD JUR R itk 2% <0 Sk e M il
REFEDIINIIENEACIA T B D B

o HOMEHRBOGOE U L < ITFHMED B CE R B OB TR
Do 5B

o BB DD L EFE (A FE M iR 2 Fr < )

o MEEOBGEIB AT DB

»  ECOG Performance Status 3-4"0 D g4

(=D ECOG o Performance Status (PS)

Score | EF

0 | &<MERIEEHTE 5, FFAIE R U HFEENHIRAE AT D,

RIRBIIZI LU NEBENEHIBR S 11523, BMTAMEE T, BAIEESE > TOMEEIITI 2L TED
AN S

HBATRBET A OE OB O Z L3 T R TREEEBEEIX TE 22V, B O 50%LL EiF~y R Tcild 2,

1
2
3 [BHNTESOHFDEYDZ L LNTEXRY, HEO 50%LL FE~Xy R+l
4

ALENT RV, BOOHFOEY O Z Ei3eL TERY, BRIy KRR+ TilId,

11



6. WEITBRL THETREFH
O WCEFMA, WERFEHEE RS 2 RIS & K O R M OVl 1E ] o

728

(LB T B L T BT 5 2 L,

@ JRIEBLAICAEST S BRE NIZFOFHEICAEIMER a2 503 L. REE5EC
MO ETHZ &,
® FREWEHADO~XI AL MIONT

MEMEMEENS DOND Z ENHDLDT, REOKGIZHT--> Tk, WIHEIR
(EGldv, MR REE, k) ORI O XEAR A O i %, Blgt % 0127
92 &, Fio, KBNS U TRECT, i~ —h —E0MmEZEMT 52 &,
infusion reaction23 & 55 Z L 23% %, infusion reaction23 588 H V75 E 121X,
WO 7R E 21T 9 & &b, JERMAEET 2 £ CREDREZ +0ICBlEd 52 L,
FOR IR RE R T . T HR AR REFR K ORI REREE RN H b oD Z &R dH DD T,
AH O 5B G HT M O 5- 8 I E AN isskreE A (TSH, EBET3, i
BET4, ACTH, =Ly —VEDORE) ZFET 22 &,

BIER 25, IFAE, HHEREREE . TR, B{EMERERDH LD Z LR HDHDT,
AHN OB G- BRbA T M O G- HI R R IE I IR RER A& (AST. ALT. y-GTP, Al-
P, BEUNLEVEDORIE) #FEMTHZ &,
SEIEREOEBERIBEENRH SLND Z ENH DO T, EHNICIRO R oOfH
MAfERT 52 &, £72, IROBENEO NG, EONICEFEERE 2=
CTHOROBEERET L L,

AENOREAZ LY | WEOREERISITERT 5 & &2 b oEk4 RRECHEN & 5
b ENbbH, BENRDOONTZHEEITIE, BB LIZFHERITS U HPM 7 H
ik & RRER A RO PR Al & U CEO) BN E A1 TV WEORIERICIZ X D EIE
DD D5EIIE, AFIORETH IR, R ORIERERVE CRlORG%EE
BRETDHZ L, 2B, BIBKEARNLVE L OREIZLYRIERHOUGEDNRD by
BralZld, BB AR VE DA OSEIRFIOBEMbLEEST 52 &,

BEA&E T, BoRMN SN ARGE L T OEIWERNRET D Z ERH 5720, ARAl|
DEEHE TRICHRIERORBUCHFEETHZ &,

VRIBERRI (BPEVRBE RIS 2 & de) Nd S, HERFMESS R 7V R—V RIZED
ZERHLHLOT, Oig, El, MEHZFOEROIEHCMPEED FRIZ+0EET 5
Z L, VRN DN GEICI®R G2 IE L, 4 R Y CRFIOR 5% D5
OREZIT O 2 &,

@ AHIOEEFRREBRICIBNT, BHHEN G128 2 L ICHEIMEDF I 2 {T> T2 & %
5Z\2, ARG HILEMAICEBRE TR OMEEREZITO 2 &, FrIOAREBITREE
1IN L 2EE L, BEBRHBLI2E E I RICE LEER BT 2 L,

12



REEREET A KT 14 v
NRA7n ) A<w7 (BlaiE#z)
(B34 @ %A FA—& SEETE 100 mg)
~EHHERSF Y N fE~

Y2941 1A (546 AKED)
BA T EE



H &

1. ZL®ic P2
2. ARH DR, 1EHET P3
3. FRIRAHE P4
4. FEFRIZHOWT P10
5. BHXIG LI HEE P12
6. HHICEL THETRXHIRA P13



1. IILBIZ

SR O N - RO DT DITIE, B SCEFEICE S W@ IER 23RO Hi
Do O, IEFEORFEMOESRIT LV | FUREIES e & OFF 2 BrEE BT R3S
DK INDHF T, 2O OEERLZ BEICHLERBFICERMT 5 Z L NBEOMEE 725 T
BY ., BHFMEEES & SEDOFEARTT# 2016 (CFRL 28 4 6 A 2 AEEERE) ITHBWTH, H
B EIE S EOMEHOFEEHEEZ D Z & LSt Tnd,

PR RS E S T, EEERRR R AN T 0 7 7 A AR DESE T EH N R S
ZEWHD, ZOTD, AMERNZENEIZET D IHFRN %M T 5 E TOM, HiZEK
D BEE R ZIT D ENMR SN DB ICR L THRAT 2 & L bic, BWERANRE LT
BRIC LB ekt Z & D 2 LN AIReR — B DB 2 i 7o T B CHERH T2 2 L NEET
H D,

LTl T, BKIA R4 T, BARBBEES N E TITH LA TV D EFIEFR - #7%
LR EED & | DUF OB 35 D fieii 706 2 HERE S 2 B D LB /23 B 2 T RO
BEREHZRT,

B RIA BT A %, MSIATBOE NEIES BRGSO, A HE N B ARERIR
fE e . — AR ENE N B AREERANFHE S K O EEN BRSSO IO b &AL
L7,

W E IR DEIRM © ¥4 MV —Z R EHE 100 g (— 4 AT e ) X~ T (BB
FHHAZ )

KL L RDRRETIIHNE : FIE TR MO H AR % U Nl

HEERDAEROHE: BE AT, NA7 e ) Xv7 @i z) & LT 11E 200 mg
% 3 WRIMIRE LI 1 /] 400 mg % 6 IR T 30 32T Calii et
9 5%,

Bl3E R e 3¢ & - MSD Rt




2. AANOKK, 1ERBERF

XA MV—F miEEE 100mg (—fx4 - <A77 nr ) X7 (Ba i z) . BLT TARH]
W9 ,) 1%, PD-1 (programmed cell death-1) &ZD VY Jj R TéHh 5 PD-L1 XU PD-L2 & D
A EERET S, & MEIgG4 €/ 7 a—FLHURTH b,

PD-1 fRE&IE T MRS BEARREAE 2> 53K 2 72 DI AS AR 23 FI 9= 2 T 70 S e il A o
v FC, PD-1 1%, f@EE/RIEICRB W CIEMR T MlEOMEREICRBE L, HORENRIGE
BB SUTIR R 2 0 SOS Z T 5, 77206, PD-1 XV T REFETLHZ L1
FVHURZHERIC L D> 7T nZ e AICHIET 2B KTh 5, PD-L1 O EFHKIZISIT
HZHEBUIDTNTH DM, < OB TIE THIROM X 2402 51F C@mEICHEH LT
Do MAMIBIZIST D PD-L1 OmZ BT, B, Belstm, s, DN, FE/mia
it 7e & OBx e A TTIHRARK T THY . RWAFRE OMEMERRE STV D,

IO A DEGFIRI T4 & PD-L1 FEEBLOFEEAMEN S . PD-1 & PD-L1 ORI 1T D s
BBV CEHEEREE Z2H D Z EAURB SN TE Y BN ARROER & LS
nTW5b,

AFNX, PD-1 & PD-L1 L OYPD-L2 Diij U > ROFEEZET D Z L2k, 5/
BRBE ORISR ARG ENE T U v Bk 2 TG L S8, PG 2 ISt +5 2 & T
YU R 2 54 T 5,

AR OVEMBEFIZ A BEORIERISIZ L DRIERMER & b b, BEEXIIETIZED
AR D D, AR OFE P R OERGRITIE, BEOBEL T5I2ATV, BENBO b
Sralid, BE LI HRITS U R RY 2 ik & Rk 2 FF O R Al & s U T bl 22 i h 72k
ATV, BEORERRC L DEWER SN 2 5HE6121%, @8I REAVE CFIOKRGHED
W) 7R LE 2 AT O MR D D,



3. ERREE
PRI AT HEEEME D LR O % o U VB O GRS FEAI 21T o 72 3 72 R 3R BR 0 il i
%i—\“é—o

[ 2h1E]

OE BRI R FEIFEER (KEYNOTE-087 #5R)

B UTEREMED PR % ) Lo EBE (210 B, HARAN 10 Gl 5T) OLLTD 3
DO AR— M ARRIT, A5 200 mg 3 MR (LI TQ3W] w95, ) BEDOHIMEK
[OE7E X E VN - ER RV g Wi

- HEEMBMBEHEITRIC, 7L YFo~T RRF UL HEREZ T -BE

(2R —1F1)

- AFRE S REIEERETHY oI LY Fo~wT RRF UL BIEERZIT

=BE (2h—1h2)

- HFZEMBHIABRITRIC, 7Ly VX~ T RRFUAC L HIEE (—RIBE X

BB FIELEO—BE LTOT LY X o~T RRNF AL HENERITE 720
BT TWeWERE (ah—h3)

72F, EERTAR CHRBET TR LN A KRBT 2 R TER AR S ED
BRI TE LT 5 B Tl IRBILARE O I AN CHRAMEIT RO HiLd £ TRAIO#
a5 2 EAAHEE Shvie, EEFHMIEE ThH 5 E2%0% (ET IWG criteria (2007)
WIS FIHIEIC L 55784888 (CR) UL /» &% (PR) OFEIA) 3R 1DOEBY TH
ST, 7RI, FANCHRE SNBERRIL. WThoak—rs 200 TH -7z,

# 1 BERERE (KEYNOTE-087 #ER)

ak— k1 aR— k2 amRs— k3

(69 1)) (81 1)) (60 1))
7e4072%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
% #7850 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) “ZiE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1717 (PD) 3 (43) 17 (21.0) 7 (11.7)

FFAM R RE 3 (4.3) 2 (2.5) 0

#Z5h%& (CR+PR) (%) 72.5 65.4 66.7
(95%Cl) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)

Cl : fFHEIXH




QE B[R A IIFERER (KEYNOTE-204 5:U5k)

B Z 18 M AR M T I . T H ZaE B O @IS & 72 D, 1 LY R
VUL DA SRR 2 A 5 R ST EHAPE O T AR P U LR EEREE 304 1] (H AN
16 Bl & Ete) AXHIZ, AHK 200mmg Q3W BH-OF R O ZEMEN, 7Ly~ T
R KT 1.8mglkg Q3W Fe 5 & Rt & U CRMiET Sz, FEERHMETE B X A 5 s i A
% ST [FIFE S MR DO RRR T — & KOG 7 — ¥ % & o e A 771 (LU T TPFS )
EWVVD ) L WNC R & S A, 5 2 IR R OFE R, AFIET Loy o~T7 X
RF e LT, PFSZHRICERE Lz (2 KUK .

# 2 FHRMEREE (KEYNOTE-204 3ER)
AF] 200 mg Q3W Ty xINT
(151 1) g
(153 1)
R (A ] 13.2 8.3
(95%CI) (10.9, 19.4) (5.7, 8.8)
PFS™- " AP — R 0.65
(95%CI) (0.48, 0.88) -
PfE (Frfal) ™ 0.0027

Cl: EHEXM. *1: 82 BP0 T —% 20201 H 16 B v 47, *2 : %ET IWG criteria
(2007) (ZFES ST RYHEIE, *3 1 BRI Cox LI — FETMIC LB T LY Fov~T X RNF
YEDWE, ¥4 J@Ra T o 7 BE, AEAKEE () 0.0043

100 1=
90 _ — IﬁUZOOmg-QMN‘ y
80 f TUIYFIIT RRFY
& 70
N‘60‘_
£ 50
5153140‘_
8 30 7
20
10
0 T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
i
at risk#% HEIERSFHR(B]
ZEI200mg Q3W 151 116 96 74 65 55 44 35 18 15 9 4 1 0O O
TUUYFYITARFY 153103 63 41 32 26 191410 7 5 2 1 0 O

1 PFS @ Kaplan-Meier Hiff (KEYNOTE-204 3RBk)



[Zz421E]
OEBILFEFIFERER (KEYNOTE-087 #5#R)
HEFELITHBRAM T 202/210 ] (96.2%) 12788 Hiv, BIEMIX 144/210 5] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 3D LB ThoT-,

# 3 BHEEN 5% L0EER (KEYNOTE-087 3RB) (RAMMITxIS5EM)
H% (%)

IRERIRS¥E (SOC: System Organ

Class) A& (PT: Preferred Term) "i%%ﬁg
(MedDRA/J ver.20.1) 4 Grade Grade 3-4 Grade 5

PFEIEH 144 (68.6) 23 (11.0) 0
MR LY o RlEE

Uit BRI E 11 (5.2) 5 (2.4) 0
Wi

R IR B B AR TiE 26 (12.4) 1 (0.5) 0
B IBkEE

T 15 (7.) 2 (1.0) 0

G 12 (5.7) 0 0
—f - RHEER L OB G OREE

9 55 19 (9.0 1 (0.5) 0

FEEN 22 (10.5) 1 (0.5) 0
PR E

G ) 13 (6.2) 0 0
s, MaERds K OERm R

% 12 (5.7) 1 (0.5) 0
BeJgHs KOV TRk

9% 16 (7.6) 0 0

7ok, FEMERTEEIT 6 ] (2.9%) . KRIBK - HEO FHIX 3l (1.4%) | #PREFESE (¢
T v NU—SEERESE) 1X 161 (05%) . HFiRERE T IX 8 5] (3.8%) | HIRAREERERE T 29
B (13.8%) . g - AERUHRAMZIEIL 2 1 (1.0%) . infusionreaction |% 17 f] (8.1%) . 5 &
IELRIL 2 B (1.0%) K OVDMEZIT 161 (0.5%) TR bz, 7=, BEEDOKERE (K
JEREEARIE e ft . ZTALBE, FERIEIES) | TEAHEERTE . FIB MRS, 1 A RN,
ERSREREE R RIEMB RS | Bk, EEMEIE, MK - BRI, oMk i/ Mo
D VESEREESR | AR M OVIR BEERIE LR B 720> o 7=, ARRIWEF S8 BLIR I 13 B 352 (i
IR 25T 28 0EERER~T,



QIE BEILF ISR (KEYNOTE-204 35k)

B EFHGITARKIRE 145/148 141 (98.0%) KL N7 L Y ¥~ 7 X RF B 143/152 15 (94.1%)
IR B, BWERIL, £ £ 110/148 1 (74.3%) KON 117/152 5] (77.0%) (2589 HiL
Too W DOEETHRILEN 5%, EORIEMIZR 4D LB ThoT,

£ 4 DWTNHLORETRIHAERN 50l EORBIEA (KEYNOTE-204 3BY) (2L e L)

ZREBIKS3¥H (SOC: System Organ i )

Class) AFIHE TR T NRF U
FEAFE (PT: Preferred Term) 148 4 152
(MedDRA ver.22.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RIEH 110 (743) 29  (19.6) 1 (0.7) 117  (77.0) 38 (25.0) 0
MEE LY > GREEE
I BRI I 5 (3.4) 3 (2.0 0 15 (99 11 (7.2 0
PN o WA P
R s R T AE 8 (54) 0 0 0 0 0
FIR IR B R T E 23 (15.5) 0 0 2 (1.3) 0 0
e
e 3 (2.0) 0 0 8 (5.3) 0 0
T 14 (95) 2 (1.4) 0 7 (4.6) 0 0
L 6 4.1) 0 0 20 (13.2) 0 0
M - 6 4.1) 1 0.7) 0 15 (9.9) 0 0
—fi% - BEEER L OG- AL
DIREE
957 13 (8.8) 0 0 16 (10.5)
FEEL 19 (128 1 0.7 0 9 (5.9)
B, R L OMLE A JHE
TEAZPE D B 5 (3.4) 0 0 12 (79) 3 (20 0
PR AR A
I EREGR D 3 (2.0) 1 0.7) 0 10 (6.6) 7  (4.6) 0
PR TR PR
K= 2 — X F— 3 (2.0) 1 0.7) 0 28 (184) 5  (33)
B, 2 (1.4) 0 0 10 (6.6) 2 (1.3
R = 2 — /5 — 3 (2.0) 0 0 20 (132) 2 1.3)
REDR AR, FaERds & OMGERR R &
fitili e 12 (8.1) 6 4.1 0 1 (0.7) 1 0.7) 0
FEE ¥ KOV Tk b
Z 9 HEE 16  (10.8) 0 0 8 (5.3)
B 8 (5.4) 0 0 7 (4.6)

7. FEMEMZERIL 15 61 (10.1%) . KB - /MR - HEO FRIL 3 F] (2.0%) . #if
fEE (X7« NU—JERRES) 1 X361 (2.0%) . BUEATFSK « FFARE « AFHEREREE « AT -
EALPENRAE %1% 12 B (8.1%) . HRIAEEEFREE X 25 5] (16.9%) . RIEHEREREE X 1
(0.7%) . EHEREREE (RAEHIEMER R, REREBRE) (X241 (1.4%) | PERIT 1 4
(0.7%) . sk - BRACTRAAREIL 161 (0.7%) . K2k - BEIERIT 161 (0.7%) . 5 & 9K
1L 16 (0.7%) . OfBZIE 2 1] (1.4%) . infusionreaction (% 6 5] (4.1%) MK OVERES 72 ik

7



G NRIR A EREER, FRPEE L, ASFERE, SERRRIRIES) 13301 (20%) T
B DIV, ETo, TEORREES (LR A IEARE , KB RSIIRIEGRE, STVALHE,
BUGIES) | TFRIGIERE, LR, TR, FIEOWR, Dka i
BOREBIERD DIV T, ARIERRBRIUIBIESS RRARRE 2 61) &6
IRFE R AT



(M- AE]

AFNOREMEyERRET V2R L2y I 2 b—Ta 2k v, AH| 200 mg Z Q3W,
400 mg % 6 BEMFIE (LLF TQeW) & o5, ) XiX 10mg/kg (KHE) % 2 HREFFE CLT

QW L9, ) THEE L7ZBROARAO MiE FiRE ARG Sz, £ OfE5, AH] 400 mg
% QBW THE LIZBROAA O EHIRBEIC I 1T 5 FIMmEFEE (LT [Cags) &V, )
I%. AHI 200 mg &2 Q3W THE- L72FED Cavgss LHALLT 5 & PHIS N (THR) . £72. K
#l 400 mg % Q6W THH L 7=BEDOAAK|D EFIRIEIZIIT 2 @ liE HIRE (BAT [ Cmaxss)
VD, ) IE. AKI200mg & Q3W TH G- L72BRD Craxss & R L CRfEZ /R & FHISH
THbOD, HARNEEIZEB W CTEAENHER SN TWD YL - AHZETH 5 A% 10 mglkg (IR
H) & Q2W TG L7-FED Cmaxss & B L TIREA R T L IS (TH£) . &bIC,
TR FLf il AR A e R I ARH] 400 mg &2 QBW TS L 7=V S SR (KEYNOTE-555 #
BR) X0 &N FEREICE S EYBIRE NN T A—F T, VI a2l —va ity FPHlILE
HENRE T A —& LRI LTZ (TR) . AT, BEROBEICK T 5 ERRBR IS
x| ARHNORETE R & HIIMESUIE 2N L OREZ MR DIREE UG T T VMRS S Fu, K
200 mg % Q3W XIZ 400 mg % Q6W TH:H L 7ZBEOMRTR & & AN T2 2 & Bz
DWTHRF SR, ERROME - HEOM CTHIMEL L IR 2RIV E T
H =i,

&5 FHORYEERNT A—F

)Eﬁ{f . )EHE Crmax Cavg Chin Cmax,ss Cavg,ss Cmin,ss
- (pg/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 928 504 309
)
200mgQ3W" | (585 507) | (27.7,281) | (17.8,183) | (91.7,941) | (49.8,51.0) | (305,31.4)
123 324 106 148 50.7 203
)
400 mg Q6W" | (195 194) (32.0,32.7) | (10.4,108) | (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.0° 14.95
(S2H1E) (135.6, NA (14.4,15.4) NA NA NA
136.4)
220 144 119 428 279 197
)
10 mglkg Q2W'| 518 503 (143, 145) (117,121) (424, 433) (276,282) | (193, 200)

+:n=2993, 100 BID ¥ I = L— 3 A2 X 0 B S - 8 FEo i (2.5%1,97.5%4) . Cmax : ¥
[B1% 556 D M TE PR EE . Cavg : WIEHR G OEIMTEPEEE, Crin : FMIEFRGHE (I A 21 2 HE/) ©
%1&m{%§qﬂ(}%g\ Crmax,ss © ﬁ‘:ﬁ%ﬁ?&:%” 5%%@(%31:}3/&%&:\ Cavg,ss : Eﬁ#ﬁﬁﬁ&:%ﬁéﬂzi@m{%qﬂ%&z Chin,ss
TEFRBBIZ 31T B e AR i i B

T : 56 BIORMELIE (95%(EHEIXH)

§ 1 41 Bl D LAEEIE  (95%(ETHIX[H)

NA : %470 L



4. FEERIZOWVWT

ARBSM L U CTHHBRERE (2FRE) 23T Tnd 2 Enb, YikRi 2 mylic
FERETX LR THLINERDH D, £O LT, EXEKMY X7 EHGE (RMP) [2H£5%, K
F O [ 3R 5 22 R EEARIR B~ D1 IR b D ftisk Tdh - T, AFNI O G035 72 [BE %2
Wr - F5E L. AFIOEGIZ XY BEERBER 2B L-BICRHET 5 Z E R0 Ee-o, L
TOO~BDFT R TEHI-THFICBWTHEATLIRETH S,

@ HEFIZOWNWT

O-1  TFEo (1) ~ 6) OWTINIEYT i THDHZ L,

(1) EAFEBKEEET D0 ASHER LSRR S  (BRE IR A A EGEHEIL SR BT,
M 23 A RSB ML SURRRE . HUES AR 72 &)

() FrEtgREFERE

() EBEIFRENFENEET D03 ARHEIEHEE (D ABROEEIEEHE. S ABREERE
TIRBE, DA SRR e &)

(4)  HRAFEREEE AR E L, S RIERC AR 1 U RIE B L E 2 ) 2
D fiti % HAEIAR D il H & AT 2 T B fitiak

(5)  PrEMERERE AT B BN O FEHEIAR D | A2 1T o T B itk

-2 HHER XU o EDAL SR K OEIE F F BLE 0O /E I 43 72 0k & bR &
FFoERT (FEOWTINITIEYS T D ER) 25, YL RAOARANCBE T REOEEE L
LTRBEINTWDZ &,

7

o [EAIRFFEFR 2 FOPMNHE ZE T L721%IZ 5 4ELL LD AR DEFRRNHE 217 -
TWaZ &, 96, 2 FLET, BDAEYREEZ EE LERRGEONHE 21T > T
W5k,

o [EAIRFFEUSE 2 EOWINHE ZE T L2 4 U LOBRIKRBRA A L TnD 2 &,
OB, 3L I, EMAREMENG O 23 A YR 2 e IR LR OWHE 21T > T
W5k,

@ BENDOEEMFEREHDOMEHICOWNT

R A BT 2 BT DR E S i, REEREN O OFRED ., AR - 242tk
SEHFHIE R OB B NEME I T AR, AHEEGNRE LGS OMEER., &
DL ATOIL D IRHINE > TN D Z &,
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® BIER~DORIGIZONT
@-1 HERAHICEE 4 5 B

VMR R O B R RIE R 3984 L7 BRI, 24 RefR2 ARSI o0 T | M 5%Hhaak I 3oEHE
RERRIZEN T, FH LARIERICE U CABEELL O CT ZORIER ORI LB i o
R B B, EH IR ATRE R A - T D Z &

@-2 ERMEFE L DAEERMCICET2EMS

DA EE D DR AR R O A AT 2 EREFEDRIER =421 7 %25
DIEROA TV —=2 T 2ATWEIRE & A G TE 2 F— LB B S 41T
WHZ &, B, BHEHNZOWT, BABFE L ZORIEICHFITEAMENTNDZ &,

@-3 BHEADZWrOxN B LT

BIER (RVEMERMZREICINZ . RIBHK - /NEK - BEO TH, BUEFK - A4S - T
[ - IFJe - B LMENRAE 2, BpREEREE URMIEMEMER K. RERIRBRE) | NowEE

(TEAEERETE, RIS, RIBHEERS) | LABERE, S EE, Hik -
RO RARIE . BER, B D RERETE (IR EESERAIE . B R IR . S TEALEE,
BREIESE) | infusion reaction, MZk - SIS, BUEMEGE, MREE (F7 0 - NL—
FEWGERESE) | Dk, EERMIKIEE (Gt MO MESREER, TRIMMER I, ARZFEREE
HEPERIERES) | HEOFR, MERERIEMGEE, M%) 1Tk LT, Yekhiag XTI ER
FEBI O REMME 2B T A ER & L (RIEAOZWr-CXIGIZE L THRER OB A% b
LMD DH L) . BEHICHEYRLEN TE DEHNESTNDZ L,

i
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5. EXHB LR DRE

[B2h I RE 4 2 H1E]

D B 258 MR AR SR ME SUIR TS O F36 T EEHE O I AR D% ) LR E
FIZBWTAFOFENER RIS TN D,

@ TREIZEE Y T 2 BEITRT 2 ARKF O 5 ] OFE A FIEIZOW T, RFIOFZINED ST
ENTELT., ARG G L2570,
o ALHRIERIGR DO BE
o O HHENEREEA] & OOF

[Ze 4t B4 % 3]

O FRICHELTHEEITOWVTIEAFOFE N LR L ENTWEZ b, FE21Tb2R
W &,
o RHENDFATT S UIBBUE DBEFERE D & 5 B

@ VRFERATOFHIIZ BT FRLIZHE S T 2 BT ON T, AAIOFGITHERE S 1172005,

L DIRFEBIE D IR WIGEICIR Y | HEICAHIZFEHT L2 L 2EBETE D,

o [EMEMZERBEOEI XIIBHEDH 5 B

o JE G RR AL TRV RS 2 78 8 25 FBAE M ONE B 0D Jil S A il 2 I YL ME T 28 55 D fiti 12
RIEWZALD B B D B

o ACMEEROAIE, UMM ZE L ITFHMEO B CAREREOBEEROH 5 A
*

o lEaRBAERE D B 2 B GEMEr MR mE 2 R <)

o FERORREN IR A AT L HRE

» ECOG Performance Status 3-4 "=V o &

1) ECOG @ Performance Status (PS)

Score | EFE

0 < - EBTE 5, FWEIL R U HHEAESHIRZ <ATA D,

PRREIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
Bl BOFE, FHEE

BATARETHA QT DRI O Z L3 S TAEELEMERIZTE 20, HH O 50%LL id~y FATil 29,

RENTZHOSOHOEY OZ L LNTERY, BHFO50%LL L%~y Rk Cila 29,

Alw|IN

E<EHT RV, ALGOHFOEIY DO Z LT TERY, BRIy R FTiHId,
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6. BMEICEL THEETREFE

N SCGEREITIN A, BOEIRSESEE D TRt 3 2 ERME 12 3D & ARH 0 Rtk K Ol i
DI DI LB ERZ TCHME L ThOHERT 52 &,

TRIRBARICIENL S, B UL ZE OFIEITA MR OERMELZ 0@ L, REEHST
NoEGTHT L,

FEREWERH O~ R T A MZDWNT

@

@

WEMEMIREN D S b Z LN D DT, AR OF G H 7= - T, wIHER (&
Glav, PEURIRIEE, ) ORERR M O X SR A O M, Bl A2 3127 2
Lo Fio. MBS CUTHIE CT, MiG~— I —50OMRELZFEMTHZ &,
infusion reaction 3% H I D Z ENdH D, infusion reaction 23588 H IV AT,
WE) R ALE ZAT 5 & &bl IERNEE T 5 £ CREDOIREZ +oIcBET 52 &,
FOR IS BERR S . T RAEEREE X CRIBRERER S D bNDS Z ERHHDT,
AFHN D e 5-BRIART M OB G-I 13 @ IR N WS RE RS (TSH., bl T3, b
T4, ACTH. Ifitf oY —VEDflE) 2FEhid 52 L,

BIEIF ¢ IFAR 4, FRERERE 2%, B LMEIRER DR H L b Z EBHDHD T,
ARFN DB 5-BRIART M OB 5- I i3 @ im0 I g RE A (AST, ALT, y-GTP, Al-
P, BV LEVEHORE) ZFETHI L,

SEIER (MEREOILEBRRERZGT) SORERERREERNH DAL Z &
B HDT, EMMICIRORFEOFEAHRT LI L, £/, IROEFEDRHD LN
AL, HONICEREMZZZ2 T2 L BB LHRETHZ &,
AFNOEHIZ XY BEORERISIZER T % &5 2 b b Ekx R EBROHEN H
SONDIENH D, BENED LNHAITIE, BB L FRIS C-HEM 72
TR & RRBR A RO AT & U CGEYIZREREWT A1 T V) B ORE OGN X D E
TER D SN D511, AAIORIESUIH IR, K OEIR R E R VE CAlD B 5%
BEETAHZ L, B, BIBRERVE OG5 L 0 BWEHOWENRTD S
WERIZIE, BB RE AR DS O IHIFR OB G EET 5 Z &,
WERTH, ZEBNSHEIARB L COORERANEIRT L Z 085D, A
KD EA& T HICHEWERORBICHSICEET L Z &,

1 RIS (BIE 1 BUHE IR 2 & de) b Db, HERBEMES 7Y R—Y RCE
HZENHDHOT, OV, B, MEHEOGER ORI O EFC+0iEET
HZ L, VEBERIEN DN GE i3G5 2R L, AR VBFIOR 55D
HE R ALE AT S 2 &

AFNOEERZREBRIZIBW T, BERBENS 12 B2 ICHMEOF M Z T T\ Z & &
ZET, AFIBGFITEM BN CE R E CHHROMREITH Z &,
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