HAEFEEIL 0626 5 1 5
A Ff 5 4 6 A 26 H

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

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

NRAT Y Xv7 (BETHEELZ) 8505 mEERHEET A R4
v (R MERERR ISR B IR Y oS DFERL KON e i FH #E
HA RTA v (FHARS R V8 E) O—EHtFIcH>WT

R 15 I BGH & S8 D FEAR ST #2016 (AL 284 6 H 2 A BIEERE) I8\ T,
I EIR S O O i b HEEZ XD Z ENEVIAENT- L 2RI T,
B =S & BB R BE IR T B 7= D ISRl HHEE D A K74 v & 1E
Tz LTVET,

Sk, NAaT v X+ GREFHELZ) UK (R5E4 - A b—F s
T 100mg) (22T, RS MM JCHEIEAR B Mifa U o Nl L CfE 3 2B
HEFEZIRO B kEERHEET A N7 L LTV ELEDHE LD
T, TOHHICH > TEL ATA RTA OV THEEIND LY, &EFND
EEREAR R M O R 29~ 2 J8 k& BV L £ 47,

T, RAaT v X7 GEETHBZ) BA] (BOE4 - A ML— & fifies
7 100mg) % A AR 2 U RISk L TR T D B0 EFHEIZ OV T,
(RAa7n ) X~7 (BioT#Hz) WHIOREERHEET A F7 42 (FEH
) OFER M, O i HEE T A R Z A > GE/ANiaiE, ErERaE, &
RUX U UNE, R R, EHEE~ A 7 a7 T4 MARZEME (MST-High)
AT D EEE K ORENS « B, B, SR, A, s, e
JEA NS B O S B T AR E (TMB-High) 287 2 EE) O—EEIZ D\



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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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 %,

- FEMER 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,

- MEMREEOS I UIBEED H 5 BE




- M B g AR A CRIE R 2380 2 BE K ONEE D
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 & % B (& i SRl R A IS 4 B <)

CREEORRGE XIS R AT 5 RE

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

- Mo G 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

- BOAREREOEIE, TR ZRE L < IX3E
PED B CAEIRE OB D & 5 BE

- BB REE & MBI 2 S5de) Db DA
#

- FERZ DG TR E &2 A3 5 R

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




xEFEHAHEET A R T A v
Nh7r Y X=7 (BinFEBZ)
(R7%4 : ¥4 P—F EFE#IEL00 mg)
~ R MERERR AR BB U N iE~

SFN546 A
A F @

B 1




B &

1. IIU®IC

2. ARAFIOFE, TERBET

3. EERAE

4, FEFXIZoOWT

5. BEXGERLEHE

6. HTHIZEEL THET & HIH

P2
P3
P4
P9
P11
P12



1. XC®IC

EHEGLOBFIE - BEMEOFHERO =D, U SCEFICTE Wl B AR S
Do DI, IEFEORFEMOMESRZT LV | FURESL L2 & OB 70 Frdil Ve r = 3K 5
WAGREINDH T, 2D DERNZ BV E R BEIIRMET 5 2 L RARBOMEE 7> TH
D . BHRTBOE R L OO FEARTT#2016 (CERR284E6 H2 A BIEEE) 128\ T H ., HHmEK
EOMEH ORELHEEEZ XD = & & EhTn b,

BrE BT EIR L, KHEERL SN T 0 7 7 A VISBEEDESK N L B SN2 5 2
EMBHD, T, BIMEROLEMICET A ERD ST 2 F TOR, YHEKLO
BEZMSZT D ENMFSNDBREICH LTHEMAT S & L bic, BIERANIEH LB
MBIkt E & D LN AEe — EOEM A TR THER T A D ENEETH D,

L7z o T, KHA FT A4 Tl BARBEEPLINETITHE LN TV D EFIETFR « B
W RN EES & LU O EIR G O i 72 2 T 2 8L D B e 20k 3 2 5 RO
BEREHEERT,

¥, RITA RTA 0%, MSATBOENEIE SRR O, AR ENEAN B ARERR
JEE S — AR B AREERNRHE S M O AR B AR S O o b & B L
77

KGR DEIEM - A P — X AREEI00mg (—#k4  RAT e Y AT (&
%))

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

MG LRAMEROAE « %, AR, ~A7nr U Xv7 (@ FHlz) LT 1
[F1200 mg % 33 F e X 13 151400 mg % 638 f [E R T3055 23T T
RIEEET 2,

B & B 78 ¥k #  MSDIRAE £




2. AEIDORK, 1ERBF

XA hL— & piEHEI00mg (—i%4 - a7 n ) X~7 (Eia#Haz). DIF HH) &
W9, ) X, PD-1 (programmed cell death-1) & ZD YV 7 KT HPD-L1 X UPD-L2 & DA %
EHELET S, b MbigGet /) 7 a—F PR TH 5,

PD- 1% & 13 T e 6o 28 BE AR 705 B DB 2 72 DS S AUVFIB 2N R 3 % 32 2 S s )40 2 A
v F T, PD-1IE, BERZDREBICE W CTEERITHIROMEREICRR L, B ORENGE S
oA E X TIm R 2R S BOSZF 3%, T70bb, PD-UXY W REFETHZ LTk
DHURSZRRIC L D 7T VnEE AICHIE T 22K TH S, PD-LIOIEFMKEKIZBIT 5
RHITDOTNTH LN, 2L OBAHIE TIITHROME 22 21FLEBREICEHR LTV D,
DS AMRIZ 351 APD-L1O @B, BMweE, P, A, DREE . FE/ KR s
R EDEA R NATTHRARK T TH Y | RWEFE L OMBEMENHE STV D,

FEELD 5 v DEFIRA) T 1% & PD-L1REBLOFARANED & . PD-1 & PD-L1 ORI I LIEIG; D ez B
WECIBWCHEE/ARFEZE S Z EAVRIBESNTREY , i BNARBOER & LTRSS
T3,

AAIX, PD-1EPD-LINUPD-L20D0 U > ROFESELET S Z L1k v, EEK RS
W OB R RS EVET Y VS BR A TR L S, PSS SeE 2 FEE (L3 2 2 & CThiulE
BN R A FIET D,

ARANDOVE BRI HA B DREFISIC X DEWERMENH o, HEXIIETIZED
AREMED & Do AFI DG T /O 5RIZIE, BE OB Z o210, BREDPHEO LN
BrenlZid, FEBL L 7o RITIS U7 B 20 sk & RBR 2 5 IR & digfs U Ciilabl e il 22 W 4
TV BEORESISC K DEWEM NSO 5E12I1E, BT EE R VE CFIORGE DT
G2 AVE 21T 5 MRS D



3. ERIRHGE
B ST VR M 0 JRE MERERR ] B AT U o 2~ D A GREF IR &2 17 o 72 B 72 IR
REBRORAEZ T,

(G 2htE]
OEWNE 1 B (KEYNOTE-A337E#)
PRI T A ME O JF IR ISR BRI U o SIERE ™D (7T61) %812, AHI200 mg
3WEIFERE (BLF TQ3W) &9, ) BEOFEMEKR O ZEMES Sz,
THEEHMEEE TH HENR [LETIWG criteria (2007) (233 < el @12 K 5 522285
(CR) XIEEm25%h (PR) OEIG] 1L, 1D LBV Thots,

D (1) BFELSMEBEEICHERENRD b BE, (i) BFRENHHRBER60
HUAPNIZCRHT L < FPRAFF LR T2 B, 303 (i) B Z0E Ml B AR SRk <
bHo%E. U LR Z 52T, B L UREL ORI LB

#1 FAMERE (KEYNOTE-A33ER)

741

7e278%) (CR) 1 (14.3)

il #5375 (PR) 2 (28.6)
(%) ZE (SD) 1 (143)
#17 (PD) 3 (42.9)

Fh=%= (CR+PR) (%) 429
(95%f #5 X [H]) (9.9, 81.6)




@/ AR (KEYNOTE-17073%5#%)
P ST TR ME O SRS VERERR ] PR R Bl AL U o S BEBE D (5341]) Zxtgic, AAl
200 mg Q3WHEH- DA ZN M Je OV M DR STz,
jz%éﬂ?ﬁﬁlﬁ HToH 5K [KETIWG criteria (2007) (ZFE-5 < @l K 5 5222150
(CR) XIIH453Z8%h (PR) OHEIG] 1X, 2D LBV ThoTe,

H2) (i) AFREMEBMRBESZICHEENRO b EE. (i) BFEE MBI E
60 H ANIZCRE L IZPROE LN o T B, Xk (m) EESEHIES V2 I NS

Th o546, 2L EORNRRZ T, 0 L UXEEOTRRZ IR Lo B
# 2 BAHMRE (KEYNOTE-17035R)
5345l
5E48728%) (CR) 10 (18.9)
il %Kia:if*b (PR) 14 (26.4)
(%) ZiE (SD) 5 (9.4)
#17 (PD) 13 (24.5)
AN RE 11 (20.8)
=% (CR+PR) (%) 453
(95%(EHE X 1)) (31.6, 59.6)




[z 2]
OEMNH 138 (KEYNOTE-A3375#)
HEFGIITBR R TT7H] (100.0%) 1258 S, BIERIXS/7H] (71.4%) (28D Hiiz,
BIERIIE3ID LBV THoT=,
#3 Bt (KEYNOTE-A33RER) (LMt saE)

#EBIRSFE (SOC: System Organ Class) FEASEE ﬁjj?ﬁ/(ﬁ?zj):
(PT: Preferred Term) ! "7 51

(MedDRA/J ver.25.0) 4= Grade Grade 3-4 Grade 5
2RIEM 5 (71.4) 2 (28.6) 0
MR LY > RbEE

FEEELT T ERISAME 1 (14.3) 1 (14.3) 0

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

GEE 1 (14.3) 0 0
MR as . MERIs K OMiEhmRE

Rk 1 (14.3) 0 0
FEIE 8 X O T Rk b

FIBE 1 (14.3) 0 0
—fk - 2EEER L OGO RRE

FEEN 2 (28.6) 0 0
AR IR AT

TSI T I R IURT =5 — N 2 (28.6)

TANGRUET I ) b T A7 =7 —BHN 2 (28.6) 0

72¥, FFESRERE 26T (28.6%) TR ab%zmto FTo. FEMENZE, thE'%-/J HEK
HED TR, EHEERET RMEMEEBR, REREERE) . NowEE (MEAKRE

FR IR RERR S . RIRRRERR ) | ’*”#ﬁﬁ&f\ 293: IMER. K - *ﬁrﬁiﬂbr‘%&lﬁstﬁ\ e *EP;&
EE (X7 - NUEBERSE) . BEOREEE (PmEthR B RARIE, R RARE
EEE. ZIBALEE, FREIES) . WMk - Bk, EAEMEGE, Ok, HE 2 ElEE
(G M i MR TSR BER . IR L, FRIFERES . MEPERIERESE) | EAEDOFH K, MmEK
BERJEMERE, infusion reaction & ONERZ LR D B VIR o 7=, AREIVE 28 BRI 13 B i g 5
(B A R 2 51) 2B UEINRE =T,



@/ AR (KEYNOTE-17073%5#%)
HEFERITHABR IR TS0/5341] (94.3%) 12580 Hv, BIERIF30/5341 (56.6%) 1Z#8H B
7oo FEBLEDNS% L EORWERIZRAD L0 Th oz,
K4 FBHEEN WL EOEWER (KEYNOTE-1703R8) (RZEMMEiraREN)

SRERIKSIHE (SOC: System Organ Class) @fé;/(j;{i

JEAFE (PT: Preferred Term) " 53 e
(MedDRA/J ver.25.0) 4> Grade Grade 3-4 Grade 5
ERIVEH] 30 (56.6) 12 (22.6) 0
Mg LY v RREE

i BRI 10 (18.9) 7 (13.2) 0
PN 3 IR

FRR IR R T 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

7k, NTHEREREE 4B (7.5%) . WowlsE (MEAEEiRS . RS E . BB
REREEE) 1356 (9.4%) RUWRRIEE (T « NL—HEGERES) 136 (1.9%) TR ST,
Flo, BEMEMEE, KIBK - /NEK - EEOTH, BHGERE (RMEREMER A, KRBk
REFRE) . VRIBEIRIA, S & MRS, Wik - BRURARE, Bk, BEORERE (hHEME
PR ESU R . R R REIEIIE R, SZIALEE, FEREIESE) . MMk - BEEAK . EIEM /)
SiE, D2, BEERIMIEREE (Ml MR SRR, T L, FREFERE, Bk
BRAESE) . EHEDOH K, MERERIEMEEE,. infusion reaction 2 ONERZITRRD LR o T2, AR
TERZBURIUIBSEHES: (BIRREERE 2 50) 2B OEFERE~T,



(it - HE)

KA O RS BIEE T A AR L2y L2 b— a2 k0, AFI200 mgh QIW,
400 mgZ6 AN (LLF TQ6W) &9, ) XIX10 mgkg (KE) Z2EMMN (LLF
[QAW I £ 5, ) THE LEBoARAOMIETEENRT SN, ZO/KE, AHA
400 mg% Q6W THE G L 7= BE D AAI D TEHARAEIT 517 5 FHIMIE FIE (LT [Cagss) 10
9o ) X, AHI200 mgEQIW TG LR D Cayess LT 2 & PRI (FF) o F1-.
AF400 mgZQOEW TH L L7=BROAKI D & #IRAEIC I 1T D e M HHE (BLTF T Craxss!
LV, ) 1 AHIR00 mgEQ3W THEE: LIZBRO Coness & Mol L Tl 2754 & TRIS U= %
DO, BAARNBEICBOCEFMENHER SN TV D HTE - HETH 544110 mgkg ((AH)
QW THEG: LT PR Cnos & B L TR 2 35 & PRIS AL (FR) o S BIT, HbER
(R & 5T RICARAI400 mgZ QW T 5 L7-1E/M 45 1 4038k (KEYNOTE-5553t5) L ¥
B 5 ERIEIC IS < SMBIE 85 A—21E, © 2 2 b—a VLD TR L@ <
FA—F LFRILT (FH) . MA T, BEROBIE BT 5 BRI S X | AH O
BB AT R e L OBEERET 2 BE RIS E T VB S L, AFHI200 mgz
Q3W iZ400 mgx Q6W T 5 L7 BROBR T B & A7 50 ST 22 2t & OBSE#EIC OV TR &
NIAER, LR - AREOR TEIER O% A P2 I A2 & Tl S hus,

K5 FHDOEYEEN T A —F

Vs - B Chmax Cavg Chnin Chmaxss Cavgss Cninss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL)
200 mg Q3W! (58.55?'519.7) (27.27?38.1) (17211 8.3) (91.972,'34.1) (49.?3(,)?1 0) (30.35(,)'3? 1.4)
400 mg QOW! (12;??24) (32%5?27) (10;?f08) (14é?§49) (SOi?ZIS) (19@?309)
4%25%%;“7 U3;2%§64) NA (151324) NA NA NA
10 mg/kg Q2W! (21@?223) (14;?145) (11;}?21) (423?233) (2727382) (19;?300)

T:n=2993, 100 RO I 2 L—3a 2RV EH SR EEIEO P RE (2.5%45, 97.5% ) .
Crnax © FIEIFE -7 O fe i MG HREE . Cave : RIEIFG-14 OFEJMIEHIREE . Coin © MR G (YA 212
BeEAT) OFRARMAT TR, Conaxss © EFIRREIZIST D B MIETIREE . Cavess © EFIRAEIZIIT D F M
TETIRE. Cuins © EFIRBIZ I 5 B i35 i AT

I 156 BIDBATFIIE (95%(EHXH)

§ 1 41 BIDKATFIIE (95%(EHHX[H)

NA : %% L



4, FEFRIZTHOWT

I Y X 7 EHEE (RMP) (D& ARAIDEEIE L MRS B~ W /1 23 &
Htiek T o T, AFNOEGNHEYREEZ2ZW - fFFE L, AFOELIZ XY BEELEIEM
ZRBL LTRSS T 5 2 &g lod . LT OO~@D 3T & 7o 3 hiak i 3\ Tl
AT 2o&Ths,

O HRIZOWT

O-1 T (1) ~ 5) ODWTHMNTEYTHMHTHD I &,

(1) EAFBRENRET 503 AFCEEIL RS (ERE IR A RCE LSRR, H
IS AR EERL AR BE . MU A TSI e L)

(2) FrEFEHERRT

(3) FLEMIRAENEET D BN ABEEERBE (DA BEEER TR, 23 AR /)
B, DS ARSREEERHEES R 72 &)

(4) IMRACFIRIERZFRE U, SRS ARSI SIS RIS L 2 2 R O it
FRILYEI AR D SR HH 21T > T D itk

(5) PUEMERRE AL & BN O sk AR 5 M 21T - T D fitiak

D-2  JFIEMERERE A RIBHIAG U DAL SR A K OVEIE I SEBLRE O RIS I 443 72 0
ik & REBR A FFOBERT (TROWTNNMIEE T DERM) 25, Uik ORANCE T o167
DEEE L L TRESNLTND Z &,

*

o [EAIRFFISR2FEDMIWHE ZE T LI BIZSELL LD ATERDERIRHHE 217> T
WHZ L, 96, 28U ET, NASEYREE EL LEERIER EOHEZ 1T > TV
52 &,

o EMGIFERSER2EDONINHE ZE T LR ICTAFEU EORRBERZ A L TnD 2 &,
OB MELLRIE, G MAREIEIELE O 23 A S RE 2 3 DR IR IR OFHME 217> T
W5k,

@ BENOEEMFEREFRDOMEHIZOWNT

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. &
DR NIATON D ERHIDRE S TWD Z L,

ilty



® BIER~DHRITOWNT
@-1 fERRAEHIC B 5 B

WV PE MR RS O B AR BIVER SR AE LT-BRIC, 24BFRI2IRIRHI O T, ik ) 3H
EERRRIZ IV T, FEL L2 BIERICIE U CARBEE B K O\CTSE O RIE A ORI 240 B 70 A
DOFERDZY HHIZE G I, B HBITKIN AT REZ2RHI N EE > TWnWA Z &,

@2 BERUEFEICLI2EEFTSNICETIEM

DA D D M e i M OB 2 A 3 2 BRI EE NENEHT =4V v 7 %5
DIEEROAY V== T H{TWEIRE LM EZ ILH TE 2 F — LERIKGI DS ST
WHZ E, 2B, BHEHIZOWT, BARBE EZOFBICH SIS TS 2k,

@-3 BIVEA OZMroR B LT

BIVEA (RVEMEMZERIZN A, KBE - /DMEK - BEO TR, BUEFE - A4 - e
PR - fFo - AEALMENRAE 28 ERRREIRE ORI MEMER K. RERIKERE) . NomwbEE

(FEEAEEREREE ., HURIRESRERE S, RIBRREREE) | 1RBEIRIE, 5 & DRk, Mk - Bk
RMRSE, WER, BEEORERES (PEIERAEIEIAE, FEREIREERE, 2B,
KIEIE) . infusion reaction, J{7% - Bl HAEANIES)E, MREMER (7 2 « N L—JEE
B . DAk, EHEZR KRS (e OSSR . IR L, ARk, M
TERIERIES) . BHEOBF R, MERERIEMEE, %) 1S3 LT, Haghiag XUTr B =
BIORMMEEZ A3 2 E &EE L (BIEHOZE-CRHSIZE L THRELR O EZ=Z T 6D
FHZHDHZ L) | BEHITHETIRAED TE HIEHIPE->TWD Z &,

10



5. B#EXR L2 DBE
(G 5hitEIc B3 2 H1E]
O TRICEYT 2 EE BV TARAIOFIEN RSN TS
o AZFIEMEHALBAERE ISR b B
o BEEMHMIEBAE60H LINIZCRXIIPRAMSF H LR d o 12 B
o AFEMEMRBHIC NS Th DG, 2ME EORNER A= T, B L <
IXE T ORI LI R

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

(“Z2 4tz B3 % F1H]

O TRICEZYTHIEFICOVWTIAFORENEED L ENTWDHZ b, BE5E2TH7%
WZ &,
o AHNDRSTIT R LIRBUE DBEEIE D & 5 B

@ TBIRATOFMIZ B W T FRISHEE T2 BFIT OV T, AFORGITHIES R0,

L DIEFRERIRE D 2 NGEIIRY | EEICAHIZEHT 22 L 2BETE 5,

o HEMEREOSISUIBHEDO & 5 Bk

o JESEg AR A CTHE R 2R 6 D B M ONE B O RO I it 2% R0 Sk e 1 i
REFEDIINIIENEACIA T B D B

o HOMEEBOADE, TBMZA L IEFERMO B CAaE R B OB
D5 BHE

o ESBAREOH 5 EE (B FE MR 2 k<)

o ORI AT DA

»  ECOG Performance Status 3-4 "V D 4

(ED ECOG @ Performance Status (PS)

Score | EFe

0 | &<MERIEEHTE 5, AL R U HFEENHIRAR AT D,

PRIRBIIZI LU NEENTHIBR S 71528, BMTAMRET, B > TOMERIITI 2N TE D,
AN S

BATRBET A OE OB O Z L3 TR TREEEBEEIT TE 2V, B O 50%LL Eid~Ny A cild 2,

[BHNTESOHDEYDZ L LNTEXRY, HED 50%L FE2Xy RT3,

Alw|ro

ALENT RV, BOOHFOEY O Z Ei3eL TERY, BRIy KRR+ TilId,
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6. WEITBR L THETREFH
O WCEFMA, WERFEHEE RIS 2 GBI IS & K O Rk M OVl IE o

@

®

DI R E B L T D ERT A2 &,

TRIRBRAMRIC N D . BE T Z OFIRICA MR et 2+ L, FEZ# T
NoEETHZ &,

FEREWEH DO~ R Y A MZONT

MEMEMEENS HDOND Z ENHDDT, REDOKGIZHT--> Tk, WIHEIR
(EGdv, PRORRIEE, WNkE) OffER & O X R O FEhas%sE, Big2% 71247
9 &, Fo. LEIDS U THECT, M~ — b —FDOMREZFEmTHZ &,
infusion reaction23 & H I 5 Z L A& 5, infusion reaction3FE D H LA T,
WO 7R E 21T 9 & &b, JERMAEET 2 £ CREDREZ +0ICBlEd 52 L,
FOR IR RE R T . T H AR REFR K ORI REREE RN H b oD Z &R dH DD T,
AH O 5-BRMGET M O 5-#I I E MR N inkgre s A (TSH, ERBET3., iE
BET4, ACTH, =L F Y —VEORIE) ZEMT 52 L,

BIER 25, IFAE, HHEREREE . TR, B{EMERERDH LD Z LR HDHDT,
AHNO$5-BRhART & OB G- I e I e & (AST. ALT. y-GTP, Al-
P, BV B EORE) ZFEMTDHI L,
SENBEREOEERREENRH HONDLZ LN HLOT, EMIMICIROZE DR
MAfERT 52 &, £72, IROBENEO NG, EONICEFEERE 2=
CTHOROBEERET L L,

AENOFREAZ LY | WEOREERISITERT 5 &E 2 b kR4 RRECHEN H 5
PNDLZENDDH, BENRDLNGEITIE, BB L-FERITS U HMa e m
ik & RRER A RO R Al & U CEU) BRI ATV WEORIERICIZ X D EIE
DD D5EIIE, AFIORETH IR, R ORIERERVE CRlORG%EE
BRETDHZ L, 2B, BIBKEARNVE L ORGEIZEYRIERHOUEGEDNRD by
BralZld, BB AR VE DA OSEIRFIOBEMbLEEST 52 &,

BEA& T, BORMN SN ARGE L T OEIWERNRET D Z ERH 5720, ARAl|
DEE TRICHRIER ORI+ FIEET D2 &,

VRBEPR I (BPEIRBERIF 2 & 1) N Dbiv, PERBEES 7V R—T RZED
ZERHLHLOT, Oig, El, MEHZFOEROIEHCMPEED FRIZ+0EET 5
L, VRN ERDNT-GEICII R EZ R IE L, AR Y CRFIOR 5% DT
OREZIT O 2 &,

AHNOERFABRICBNT, HEREN S 128 2 ICHEMEOFMEZIT> T2 &%
SZ\2, ARG PILEMICEGRE TR OMEEREZITO Z &, FrIOARRBITREE
TN L 2EE L, BERBBI2EE TIISRICE LEER BT 2 L,

12



REEREET A KT 14
NRA7n ) <7 (BlaiE#z)
(B34 : %A FA— & SEETE 100 mg)
~EHHERSF Y N fE~

Y2941 1A (546 AKED)
BA T EE



H &

1. lZLdic P2
2. ARHNORE. (ERBEF P3
3. ERIRAKAE P4
4. JFRIZHOWT P10
5. ®EXRG LB P12
6. HHIZEL THETRXHIRA P13



1. IILBIZ

S O M « RO DT DITIE, B SCEFEICE S W@ IER 23RO Hi
Do HIT, IEFEORFEMOESRIT LV | FUREIES e & OFF 7 BrE BT 35
DK INDHF T, 2O DOEERLZ BEICHLERBFICERMT 2 Z L NBEOMEE 725 T
BY ., BHFMBEEES & QEEOFEART# 2016 (CFRL 28 4 6 A 2 AEEERE) ITHBWTH, H
B EIE S EOMEHOFEEHEEZ XD Z & LSt Tnd,

PR RS IE S T, I ERR R AN T 0 7 7 A AR DES T EH SN R S
ZEWHD, ZOD, AMERNZENEIZET D RN %M T 5 E TOM, HiEK
D BE AR ZIT D2 ENMRSN DB ICR L THRAT 2 & bz, BWERANRE LT
BRICHLE ekt Z & D 2 LN A[ReR — E DB 2 7o T B CHERH T2 2 L NEET
H D,

LTl T, BKIA R4 Tl BARBBERES N E TITHE LA TV D EFIEFR - #7%
LR EED & | DUF OB 35 D feii 706 2 HERE S 2 8L D B2 3 B 2 T RO
BEREHZRT,

B, RIA T A %, MSEATBOE NEIES ERESR O, A HE N B ARERIR
fE e . — AR ENE N B AREERANFHE S K O EEN B ARMIR SO0 b &AL
L7,

WL 7 B EIE © XA bV—F SR 100mg (—#%4 : RaT7 e ) XA~ (EisT
FHHEZ))

KR ERDREIE : BRUTEIGYEO AR X ) 3l

MELRHFEROHE: WH | RAICIE, XA 7 e ) A<v7 (Bl Z) & LT, 1\ 200 mg
Z 3 BRI SOE 1 18] 400 mg % 6 BN T 30 22T Tl g
HT 5,

#l3& Wk 78 % # 0 MSD Rkt




2. AANOKK, 1ERBERF

XA MV—F miEEE 100mg (—fx4 - A7) X7 (Ba i z) . BLT TARH]
W9 ,) 1%, PD-1 (programmed cell death-1) & %DV Jj K Tdh 5 PD-L1 XU PD-L2 & D
A EERET S, & MEIgG4 €/ 7 a—FLHURTH 5,

PD-1 1T T M50 B R REAE s D kAL 5 72 D12 28 AR A3 - 5 =72 e e il & 1
v FC, PD-1 1%, f@EE/RIEICRB W CIEMER T MEOMIEREICRBE L, HORENKIGE
BB SUTIR R 2 0 SOS Z T 5, 77206, PD-1 XV T REFETLHZ L1
TV HURZHERIC L D v 7 FnZE e AICHIET 22 B8 Th 5, PD-L1 O EFHKIZISIT
HZHEBUIDTNTHEMB, < OB TIE THIROM X 2402 51F C@mEICEH LT
Do MAMIBIZIS T D PD-L1 OmEBLE, B, Belstm, s, DB, FE/ e
it 7o & OBx e A TTIHRARK T THY . RWAFRE OMEMERRE STV D,

IO A DRI T4 & PD-L1 FEEBLOFEEAMEN S . PD-1 & PD-L1 O#REE X EEE D iz
BB RV CEHEBEREE ZH D Z EAURB SN TE Y | BN ARROER & U ClfifEs
nTW5b,

AFNX, PD-1 & PD-L1 LONPD-L2 Diij U > ROFEEZET D Z L2k, /N
BR B ORISR ARG ENE T U o\ BRZ1E M L S8, PG 2 ISt +5 2 & T
YU R 2 54 T 5,

KB OVEMBEFIZ A BEORERISIZ L HRIERER & b b, BEEXIIETIZED
AREEDR D D, AR OGP R OEGRITIE, BEOBEL T5IATV, BENBO b
Sralid, BE LI HRITS U R RO 2 ik & Rk 2 FF O R Al & il U T bl 2 ih 72k
ATV, WBEORERNC L DEWER SN 2561213, @8I REAVE CFIOKRGHED
W) 7R ALE 2 AT O MR D D,



3. BRREE

PRI AT EEEME D LR O % o U VB O GRS FEAI 21T o 72 3 2 R 3R BR 0 il i

EIRT,

(A 2hiE]

OEBEFE FEIFERER (KEYNOTE-087

aER)

I UTEEME D IR D% o U L oERE 210 ., BARAN 10 flZ2ETe) OLLTD 3
DO aAR— MR, AAI200 mg 3 BHEFFE CLT TQ3W] &WwWoH, ) &EOHEIEK

O ZEMEN R Sz,

- B G ISR T 2 12

(ZAR—H1)

TLoYFx o~ RRF ALK BIEEES T BE

- HFEMEABAEIEEIC TH Y, 02T L oYX v ~T R RNF UL DIEEEZT

7-BE (2h—1F2)

- A ZE M AR T 1% (2

LT x IS RRNF AL HIEE (—RIBEXT

BRALFEEDO— B L TOT Ly YR ~wT RRF UKL ARHEEITES 720

BT TR WEE (ak—§ 3)

728, EMRRHN CTHEBET R DNIIGAIT, FEEITZ2 R TIERATRD DI WED
ERIRPIIZZEE L T2 B Tl IRIBICARE O BRI CHRBEI TR O it D F TRA O
Hafkeid 5 Z LR S SvTe, FEFHMIEE CTh 5 RF%E (HET IWG criteria (2007)
WZEESSHIVHIEIZ L 258482820 (CR) XTSRS (PR) OFIE) IR 1DOLEBV TH

STz, ek, FRNIHRE SN2 BUERZRIT,

# 1 BERERE (KEYNOTE-087 #ER)

WO ar—rH 20% Th o7,

ak— k1 = N N) amR— kK3

(69 ) (81 ) (60 )
7ee7%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
% #r78%) (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)

BN 3 (43) 2 (2.5) 0

#Z5h%& (CR+PR) (%) 72.5 65.4 66.7

(95%CI) (60.4, 82.5) (54.0,75.7) (53.3,78.3)

CI : fSHEIXH



QEFEHL[F A ISR (KEYNOTE-204 5:U5k)

B Z 18 M AP M T2 I . T H ZaE B OB IS & 72 D 1 LY R
VUL DAL SRR 2 A 5 BRI ST EHAPE O T AR P U LR EEREE 304 1] (B AN
16 Bz ETe) Zxt8Z, KAl 200 mg QAW HH-DOH MR NLRMEN, 7L oYX ~T
N RF 2 1.8 mgkg Q3W L2 xR & LTl s vz, FEEFGE B 13 B FiE m st ia
% ST [FIFE S MR DO RR T — & K OVEiG 7 — ¥ % & o R U 774 (LU T TPFS )
EWVVD ) L TR & S A, 5 2 IR OFE R, AFIET Loy o~T7 X
RF o e LT, PFS A EICIER Lz (R2 KUK 1) .

# 2 Ak (KEYNOTE-204 RER)

AH 200 mg Q3W e 112/77
(151 1) (153 WJ)/
HRoefiE (A ] 13.2 8.3
(95%CI) (10.9, 19.4) (5.7, 8.8)
PFS*!*2 NP — KRS 0.65
(95%CI) (0.48, 0.88) -
PfE (Frfal) ™ 0.0027

Cl: EHEXM. *1: 82 PO T —% 20201 H 16 B v 47, *2 : %ET IWG criteria
(2007) (ZHES ST YHEIE, *3 1 BRI Cox bl — FET ML BT LY F o ~T X RNF
YEDWE, ¥4 J@RIa T oy BE, AEAKEE () 0.0043

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



[Ze 4]

OEBEILFEFIFEER (KEYNOTE-087 55#)

B EFGITHERRIL T 202/210 il (96.2%) (258D B, RBITEAIL 144/210 41 (68.6%)
IZRD BTz, BRI 5% EORWERIZER 3D LEBY THh-o 7=,

# 3 RHEEN 5% L0EER (KEYNOTE-087 3RB) (RAMMITxIREM)
B (%)

ZEERIRSE (SOC: System Organ

Class) J:AGE (PT: Preferred Term) Ei?ﬁ)%ﬁg
(MedDRA/J ver.20.1) 4= Grade Grade 3-4 Grade 5

PFEIEH 144 (68.6) 23 (11.0) 0
Mg LY o _REE

A ER TR 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 (7.1) 2 (1.0) 0

G 12 (5.7) 0 0
— % - EFEER X OGO

95 19 9.0) 1 (0.5) 0

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

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

Ik 12 (5.7 1 (0.5) 0
KR X OV T HARRRE

W5 16 (7.6) 0 0

7ok, PEMERTEEIT 6 il (2.9%) . KRIBK - HEO RT3 F (1.4%) . #PEFEE (¢
T v NU—SEERESE) X161 (0.5%) . HFHRERE T IE 8 5] (3.8%) . HRAREERERE X 29
B (13.8%) . s « FREUEARIEIL 2 ] (1.0%) . infusionreaction X 17 1 (8.1%) . 5 &
IFEZRIE 2 B (1.0%) MOVHZRIE 1B (0.5%) TRO BT, o, BEEOREREE (K
JEREMEARIE e, ZTALBE, FERIEIES) | TEAEERTE . RIS MRS, 1 AR,
ERSREREE RN RIEMB RS | Bk, BEEMEIE, MK - BRI, o rE i/ Mo
D VESREESR | VAP M OVIR BEERIE IR B 720> o 7=, ARRIWEF 38 BLIR I 13 B 352 (i
IR 25T 28 0EERER~T,



OIEBEILF ISR (KEYNOTE-204 55k)

B EFGITARKIREE 145148 11 (98.0%) KL VT L oY ¥~ R RF B 143/152 41 (94.1%)
IR BV, BWERIEZ, £ Eh 110/148 B (74.3%) KON 117/152 65 (77.0%) (2589 HiL
7o WTNNORETREEN 5% LORWERIZER 4D LB THHoT-,

£ 4 DWTNLORETRIERN 50l EORIEA (KEYNOTE-204 3BY) (2L eSEq)

Z8H IR 5% (SOC: System Organ LSS

Class) AR TRy T RXRKFURE
JEARZE (PT: Preferred Term) 148 1 152 {4
(MedDRA ver.22.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RIEH 110 (743) 29  (19.6) 1 0.7y 117 (77.0) 38 (25.0) 0
MEE LY > GREEE
I BRI IE 5 (3.4) 3 (2.0) 0 15 99 11 (12 0
R e
R s R T AE 8 (5.4) 0 0 0 0 0
FR I AR T E 23 (15.5) 0 0 2 (1.3) 0 0
e
(B 3 (2.0 0 0 8 (5.3) 0 0
T 14 (9.5 2 (1.4) 0 7 (4.6) 0 0
L 6 (41 0 0 20 (13.2) 0 0
M - 6 (41 1 (0.7) 0 15 9.9) 0 0
—f% - REEE B L OB 5EB
DIRRE
957 13 (88) 0 0 16 (10.5)
FEEN 19 (12.8) 1 0.7) 0 9 (5.9)
B, R L OMLE A JHE
TEAZPE D B 5 (3.4) 0 0 12 (7.9 3 (2.0) 0
PR AR A
I EREGR D 3 (2.0 1 (0.7) 0 10 6.6) 1  (4.6) 0
PR TR PR
K= 2 — X F— 3 (2.0 1 0.7) 0 28 (18.4) 5 (3.3) 0
SEIRIE 2 (1.4) 0 0 10 (6.6) 2 (1.3) 0
R = 2 — /R — 3 (2.0) 0 0 20 (132) 2 (1.3) 0
Mg, MERIS K OVERREE =
Jitifige e 12 (8.1) 6 4.1) 0 1 0.7) 1 0.7 0
FERE R X Oz TR Rkbe
O FEIE 16 (10.8) 0 0 8 (5.3) 0 0
W% 8 (5.4) 0 0 7 (4.6) 0 0

7B, FEMEMERIZ IS 6] (101%) . KIBK - /MR - EEO FFIL 3 F] (2.0%) . #f
BfEE (X7« NU—JERRES) 1 X361 (2.0%) . BUEAFHK « FFARE « AFHEREREE « AT -
EALPENRAE 220 12 B (8.1%) . HRIAEEEFEE 1 25 ] (16.9%) . FIEHEEEREE X 1 #
(0.7%) . BrgrekE (RMEFEMER R, RERIRERDE) 12 #] (1.4%) . FERIZ 1 4
(0.7%) . i - BEBCHREAE L 1 61 (0.7%) | B¢ - BEERIZ 1 6] (0.7%) . 5 & 9 IREK
1B (0.7%) . OrdeiE 2 1 (1.4%) . infusionreaction 1% 6 1 (4.1%) M OVEEEE 7¢ ifn. ik

7



E G INRIR A EREER , FRPER L, AFERE, SERRRIRIES) 133 01 (20%) T
B DIV, E7o, TIEORREES (LR AR IEMARE . KO RSIIRE GERE, STVALHE,
BUGIES) | TFRIGIERE, | ARG, TR, FIEOWR, Mka i
BORERIERD DIV T, ARIERRBRIUIBIESS RRARRE 2 61) &6
IRFE R AT



(M- AE]

AFNOREMEpERRET V2R L7y I 2 b—Ta 2k v, &K 200 mg Z2 Q3W,
400 mg % 6 BHEREIE (LLF TQeW) &9, ) XX 10 mgke ((KHE) % 2 M CLT

(TQ2W | L\ 9, ) THEE LIZBROARAO Mg PR E ARG Sz, ZOkE5, A% 400 mg
Z Q6W THEH LIBEOARAN O EFRBIZEIT 2 EHMEFRE (LT [Caess) £V, )
IE. AHI 200 mg 2 Q3W THE LT2EED Cavess CHLLT D & PHIS N (TFR) . £72. K
#l 400 mg % Q6W THeH L 7-BROARA O EFIRBICIIT 2 e i FIRE (BT [ Crmaxss)
EWVD, ) 1E. AKI 200 mg & Q3W THG- L7ZBRD Cmass & I L CRMEZ /RT & THIS R
b0, AARANBEICBW THURENHER SN TS AL - AR THLAHK) 10 mgkg (1K
) & QQW TG L72FED Cmaxss & B L CTIREZ R T L RIS (TH£) . &bIC,
T HLf i RS A P B IC AR 400 mg B QO6W TG L 71/ S5 IAHERER  (KEYNOTE-555 3
BR) L 0EONFEREICE S EYBRE N T A—F T, VI a2l —va ity FPHlILE
HENRE T A —& LRI L2 (TR) . AT, BEROBEICH T 5 R RIS
x| ARBNOBRE R L AN TR N & OBEARFHT DB RS T T VDS S v, ARA
200 mg Z Q3W XIE 400 mg % Q6W THeH L7-BEOMREE & & A3 XX ek & oBEIC
DWTHRF SR, ERRORE - HEOM CTHIMEL L IR 2RI E T
H =i,

&5 FHORYMEERNT A—F

)EH&‘ . )EHE Chmax Cavg Chmin Cmax,ss Cavg,ss Cmin,ss
- (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 928 504 309
.
200mg Q3WH | (585 507) | (27.7.28.1) | (178,183) | (91.7,941) | (498.51.0) | (305,314)
123 324 106 148 507 203
.
400mg QOW' | (195 124) (32.0,327) | (104,108) | (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.0° 14,98
(F2iIfE) (135.6, NA (144, 15.4) NA NA Na
136.4)
220 144 119 428 279 197
.
10 mg/kg QZWT| (518 993) (143,145) | (117,121) (424, 433) (276,282) | (193,200)

T:0n=2993, 100 BEIDY I = b—3 3 AT L B S B EEHEO P9l (2.5%7,97.5%45) \ Cimax @ 1]
6] 5% 5-5% D e i@ L5 PR, Cave @ FIEIHR 518 O I MIE P IREE . Coin © MIEHE G (VA 20 2 FeHAED @
AR LT FUREE . Cinaxss : EFIRAEICI T 2D Fe i MLVE TIREE . Caveyss 1 EFIRREIZIS 1T D FEIMAE FIREE . Crninss :
TE IR RBIZ 35 1T 2 S AL 17 P i

156 BlORTELIE (95%(EHE<H)

§ : 41 BIDOKATFIIE (95%(EHHX[H)

NA : #%27e L



4. FEERIZOWVWT

ARBSM L U CTHHBRERE (2FFRE) 2o s 2 Enb, YikRi 2 mylic
FEETX LR THLHINERDH D, £O LT, EHEKMY A7 EHGFHE (RMP) [2HES5%, K
F D [ 3R 5 22 R B ARIR B~ D1 IR A b D ftisk Tdh > T, AFNI O G-038 ) 72 B E %2
Wr - F5E L, AFIOEGIC XY BEERRBERZ8E L-BICKHET 5 Z E R0 Ee-o, L
TOO~BDFT R TEHI-TIFICBWTHEATLIRETH D,

@ HEFIZOWVWT

O-1  TFEo (1) ~ (5) OWTINIEYT i THDHZ L,

(1) EAEFEBREIMNGET D0 A HEEERLRPE S (ERE IR A ARSI HEIL SR BT,
M 23 A RSB ML SURRE . HUES AR 7R &)

() FEEHERERRE

(3)  AENFRINEDIEE T DN ARREEERPE (DS ARPEEEIEERbE, S ARIEEE
TIRBE, DA SRR e &)

(4) ANRACFREEEZRE L, A RIEB LFFEEE | IS RIEB LR 2
D fiti s HAEIAR D il H & AT 2 T B fitiak

(5)  BUEMEREEAIAL BN O Rk BRI D B 21T > T B fitiak

-2 HHWER XU Lo EDAL TR K OEIE R F BLE 0O /S 43 72 ik & b &
FFoERT (FEOWTINIZIEYS T D ER) 25, YR OARANCBE T REOEEE L
LTRBEINTWDZ &,

7

o [EAIRFFEUFE 2 FOPHWHE ZE T L72i%IZ 5 FLL LD AR DEFRRNHE 217 -
TWsZ &, 96, 2 LRI, BDAREYREEZ EE LERRGEONHE 217> T
W5k,

o [EAIRFFEUSE 2 EOWINHE ZE T L2 BIC 4 F LU LOBRIKRBRA A L TnD 2 &,
OB, 3D R, EMAREIEG O 23 A SEYRIE 2w LR IR LR OWHE 21T > T
W5k,

@ BENOEEMFEREEDOMEHICOWNT

R BT 2 BT DR E S 4, REEREN O OBFRED ., AR - 242k
SEHFHIE OB B NEME T R, AHEEGNRE LGS OMEER., &
DL AT O D IRHINE > TN D Z &,

10



® BIER~DORIGIZONT
®-1 AR EE 4 2 B

[V MR R O EE R RIEH 3984 L7 BRI, 24 RefIR2RIRHI 0 T | M 5%HhaER I 3EHE
FERRIZ RN T, R LARIERICE U CABEELE O CT ZORIER ORI ML E i o
TR B B, B SIS ATRE R A - T D Z &

@-2 EFRMEFE L DAEERMCICETEMS

DA DR AR L O A AT 2 EREFEDRIER =421 V7 %25
DIEROA TV —= T 2ATWEIRE & A G TE 2 F— LB fH S 41T
WHZ &, B, BHEHNZOWT, BABFE L ZORIEICHFITEAMENTNDZ &,

@-3 BHEADZWrOx N ICE LT

BUWER (MEMEMEEIZINZ, KK - /NMEK - EEO TR, BIENTR - IFA4% - ITHEEE
[ - IFJe - B LMENRAE 2, BpREEREE URMIE MR &, RERIRBRE) | NowEE

(FEEAERERE S, FURIREREREE . BIRREERETE) | 1 BEERAE, SE R, ik - #f
WA ARIE . BER ., B D R ERETE (R ErER EESERAIE . BRI . S TEALEE,
BRIEIESE) | infusion reaction, M# - BEESC. BIEMMEGE, MREE (F7 0 - NL—
FEMRRESE) | DA, R MRS (i MRIB TESRBER . T MR I, ZREFERES |
HEPERIERES) | HEOFR, MERERIEMGEE, M%) 1Tk LT, Yekhiag T ER
HEBADRLME A2 AR & U (RIERH OZR-OoXINICBE L TREL OB A2 T b
HEMIZHHZ L) | BEHITEURMLEDN TE LEGFNESTWND Z &,

i

11



5. EXHB LR HBE

[B2h I RE+ 2 1]

D B 258 M AR S S ME SUIR TS O F36 T EEHE O I AR D% o ) LR E
FIZBWTAFOF NN RSN TN D,

@ TREIZEEY T 2 BEITRT 2 ARKF O 5 ] OFE A FIEIZOW T, RFIOFZINED ST
ENTELT, AFOBE G L2570,
o ALIHRIERIGR DO BE
o fhOHHENERREA] & OOF

[Ze 4t B4 % 3]

O FRICHELTHEEIOWVTIEAFOFE N LR L SN TWDEZ b, FE521Tb2
W &,
o RENIDOFATT T UIBBUE DBEFERE D & 5 B

@ WBHREATOFIIZ IV T TSRS T 2 BEICHOWTIE, A O GIHERE S R0,

il DIRFEBPIE D WG EICIR Y | HEICAHIZFEH T2 L 2ZBETE D,

o [EMEMZERBEOEI XIIBEEDH 5 B

o E R A CRVE R 278 0 D B M ONE BN ME O K BRIt ¢ <o YR it 28 & D fifi 1
RIEMEEACD B B D B

o ACAEREBOEI UIEMRZE L IEZFHRMEO B O REEOBEERED H 5
#

o lEaRBAEIRE D B 2 B (s mE 2 R <)

o OB IIIEEA T HEE

* ECOG Performance Status 3-4 "=V o

1) ECOG ® Performance Status (PS)

Score TE %

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

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

ATARETH QT DRI O Z L3 S TAREELEMMERIZTE 20, O 50%LL Hid~y FATil 29,

RENTZHODOHOEY OZ L LNTERY, BFO 50%L, L&~y R+ Tila 29,

W

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

N SCGEREITIN A, BOEIRGESEE D TRt 3 2 ERME 2 3D & ARH 0 Rtk K Ol i
DI DI ERERZ TCHE L THOERTH 2 &,

TRIRBARICIENL S | B UTZE OFIEITA MR OERMELZ 0@ L, REEST
NoEGTHT L,

FEREWERH O~ R T A MZDOWNT

@

@

MEMERREN S Db Z LN DD T, AAIOHKGIZH T > Tk, WIHIER (B
Glav, PRURIRIEE, k) O O X R A O F %, Bl A2 +3I12iT 2
Lo Fio. MBS UTHE CT, MiG~— I —50OMRELZFEHMTHZ &,
infusion reaction 23&% 51315 Z £33 %, infusion reaction 2338 B ILTZ AT,
WE) R ALE AT 5 & & bl IERNEE T 5 £ CREOIREZ +oIcBET 52 &,
FORIRERERE S . P ERAEERET L ORIBEEEENH DN Z XD LD T,
ARFHN D e 5-BRIART M OB G-I 13 @ WIS N WS RE RS (TSH., b8 T3, b
T4, ACTH, Ifitf a5 —VEDflE) 2FEiid s 2L,

BIEIF ¢ IFAR A, FRERERE 2%, i LMEIRER DR H b Z EBHDHD T,
AFN DB 5-BRIART M OB 5- I i3 @ i I P REM A (AST. ALT, y-GTP, Al-
P, BUAEVEORE) 2FEETH L,

SEIFER MR REMITEERRRZET) FORERREENHLDND Z &
BoHDT, EMMICIRORFEOFEAHRT LI L, £/, IROEFEDIHD LN
e alld, EONCEREREEZZZ2 T o L0 BEAEE T2 L,
AFNOEGIZ LY | WEDORIE SRR T 5 LB 2 b DHkkx R EBORIEN &
HLNDZENH D, BENBOOLNZHEITIE, BEL L2 EHGE U587
G & RRER A RO BEAN & EHE U ClEib) 22 8RR ATV IR EE OE ORI K D E
TER D SN D51, AAIORIESUIH IR, K OFEIR R E R VE Al B %
BEETAHZL, B, BIBRERVE L OEGICL 0 BWEHOWENRTD S
WIGAIZIE, BIB B AT DA OREIHIAIOBMEBET 5 Z &,
WERTH, ZEBNSHEIARB L COORERANEIRT L Z 085D, A
FOFGHKTHRICHBEWER ORI HDICER T2 L,

1 BB RIS (BE 1 BB RIR 2 &) Wb b, BERFEE, b7 v R—v RCE
HZENHDHOT, OV, Bl EHEOGER ORI O EFIC+0iEET
HZ L, VBIBERIEN DN GE 3G 2RI L, AR ) VBFIORG%ED
HE R ALE 21T 2 &

AR ORI IBNT, GG 12 8T L ITHIMEOFMZIT> T2 &%
ZHENT, AFEGTITEHRIC B RE THROMERR 21T 2 &,
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