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1. XTI

A DA - LEVEDFEROT-OIZIE, BT SCEFITEE S W E 22 235K
bNd, b2, IWFEORFHEINOMEAI LV | HURESRS 72 & OFF R 728 B E
FREZMDVKR SN 21T, 2 b OEE &2 BICHERBE RS 5 2 L 3RO
P L 720 TR Y RERTIBOEE & RO AR TR 2016 (R 28 45 6 A 2 H RFEIRE)
(CBNWTH, FHMERLFEOHFHORE(HEZNS Z L LahTnD,

BIRE BT ER G, BB EOZ M7 e 7 7 A OV ISBEAF DO EHE S & B B N R
RLZENDD, ZOI2D, AR O ZEMEIZET D EMA+0ERT 5 £ TOR,
YHEEMOBEEZBZT L ZENIFSNLBEITH LTHERT L & L bIZ, BE
MR LT BRI E RS2 & D 2 L MR 72— D S 2 i 7 SR AR RS T
THZLENEETH D,

LIeRo T KTA RTA4 Tk, BIFEEESLZNE TITHE L TV D EFEZ -
PR RN EES & 0 LUT OB O S 7 ] 2 HEHE 9~ 2 8L b b B 8 B %
RO EHEHE T,

B RATA KT A 3 MSATEIE NE S dn BRI S A4RHERTE AR
BRI E S —RAEMTEN A ARRRRNBHE =, FREFEERITREIE A A AHlRE 2 O
—IRAEMEN ARG 22 OO b R LT,

KR LD EIS XA FL—F SIEEE 20 mg, A hL—Z S ERE 100 mg (—
Wt s NaTvn ) X~7 (GBI L))

RGERDMEXTE © PD-L1 Bt EOUIFRARGE A HELT - PR DFE/INHE R At

MBERDHEROCHE @, AR, a7 el X~v7 (EaHlfkz) LT 1
[6] 200mg % 3 M RHIFE T 30 232N T CAEEET 5,

35 IR 5¢ ¥ & MSD RSt




2. KEIOFE. (ERET

XA FM—F R EHE 20 mg XN 100 mg (—fixd  RAT R ) X7 (Bin
Z). U TARHF) &9 ,) 1X. PD-1 (programmed cell death-1) &ZD YU > K TH
% PD-L1 }, O'PD-L2 & Dft A ZEBEHET S v MbigGe £/ 7 u—F AHIETH 5,

PD-1 FRE8 1T T MR S B AR 2> D kL 2 72 D12 2 AR 23 R 9= 2 3270 S s il 4
AA wF T, PD-1 1, EFEZRREBICI WD TEER T MifaoMinLmic BB L, B %
P I s % B o AN LB STl R 72 50 SO & 95, 370 H, PD-1 (XU W FEiE
ATHZ LK VHFRZRIRCE D v 7P VBEZ AICHIET 2% 8K CTh 5, PD-LI
DIEFFIC BT 28BUT DTN TH LN L OB AMBTIX THlROB X 2Mmzx 5
I EBBENCRBLL TV D, BAMIIICET D PD-L1 OFEFIIL, BHIIE, W,
A . SRELE, FE/ NI ATE 72 & OB x Ze AT TR ARK 7 TH Y | fRWAAFE
& OB HE STV D,

DN A DEFIRI T4 & PD-L1 B OFEIMEA S PD-1 & PD-L1 O EE X IEEE D
TP AR C BV CEHE AR E 2 ) Z EAURB I TEY iR ARROERN L L
THIfFSnTW5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U T2 ROFEREREST S Z Llck v,
W NBREE T O B A S EME T U 7 SER A TEME L & & HUE S a0 & FE M L
52 L TGN R AT D,

AANDVEIBE 2555 <18 DOREERISIZ X HRWEM %N & biotu, BEXIIFETIC
EDLWREMND 5 5, AANORGH R OEEGRIZIT, BEOBIEL T5IATV, BE DR
D BTG EITIE, FEH L F RIS T RPN 22 ik & BB 2 RO PRl & i L Cl
BI7REERRZ I ATV IR OSEROGIZ K D EWER S b 2 581213, BIE R E RV
RO GFEDWY) IRALE 24T 9 R D D,



3. BER AR
PD-L1 B DUIBRANGE 72 AT « TR O FE/ NI fitifes D AAGRIRF IZ G AN 21T o 72 E 72 B Rk
BRORAEE T,

(0]
OEFRILFZF MAHRE (KEYNOTE-024 ##)
{EFIERIEIE D 72 [ EGFR B 1n -4 B2 M ALK @l &8 1kt & O PD-L1 5% (PD-L1
ZREE USRS 5 5 EIE (LLF TTPS] &0 9,) =50%)  DYIRRRE/R ST -
B O/ Nt BE (305 B, HAAN 40 Bl &Te) Zxf8i2, AFHI 200 mg 3 i [
kR 5 OF MR VLMD, 77 FFRH % 5 OEER by wE (LUF Tsoc) &
WO, xR E LTRGET S NT, 7ol BN TREEITRR O b GEIs, &
BT 2 R TR D3R H IR W EDORRR L E LT 5 B TIL, RIEILARE O i
P CHEEET RO b D £ TRAIOR G 2/k 95 Z L3 AlHe & iz, F
TH BT A IR (LUT TPFSY &9 ) . BIREHIE B 124 HIH (BLF ToS)
EVND,) IR, AFNTT T F A A ST s L i LT, PFS, KR0S (R
M) A EBICHER LT,

koo u =AU & L CRBEIRGEAGE STV D PD-LI THC 22C3 pharmDx [ =] % WV CH

Han,

90 - "\ — AM200mg QIW
80 | k 757 MATS OIS

FERETR (%)

10 - N

e t—

0 3 6 9 12 15 18
at risk¥ HIBEATFE”[A]

AAI200mg Q3W 154 104 89 44 22 3
TIFTRAESOFERE 151 99 70 18 9 1 0

—

HR) 1 D PRS O S i F AT IE O Kaplan-Meier i 5 (PD-L1E P (=50%) o A HEM])



100
90
80 | T
70 Mgy
o~ R |
£ 60" Wy,
ﬁ 50 e -
ﬂ'l 40
30 |
20 | —— #ma0mg QW
10 - ISFFRAESOIL SRS
0 0 3 6 9 12 15 18 21
at risk#% R A]
ZAAEI200mg Q3W 154 136 121 82 39 11 2 0
TSF RSO EEE 151 123 106 64 34 7 1 0

OSD HIFIfEHTIRF O Kaplan-Meier i (PD-L15ME (=250%) O BEHERM)

OQEFEIEFR 1 /MAHRER (KEYNOTE-010 #5#)
75 FF UK B G e FRIERET 2 A9 % PD-L1 B (TPS=1%) ? O UIFRAGE 22 AT -
BROIE N EE RS (1,033 6], BHAAN I flxate) ZX5RIC, AHK 2 mgkg 3
R 5 & OV 10 mg/kg 3 BRI EE G OF IR OVZeMEn, e ek
(LLF TDOC) &v9,) ZxtlE L TRE Sz, Zeds. BN CHREETRD
ST ET BT 2 R TIEIR DS F8 O B IR W EDORRR I ZE LT 5 BE TIL,
WK EILARE O AL CHREEBET AR O b d £ TAF O Gkt e & S vz, FE
FFAHTE H 1% OS KON PFS & &31, AANL DOC L H#z LT, OS Z A EICHER Lz,
*] : EGFR #1574 BIGME UE ALK @& BB T EOBE Tk, 77 78R 2 STk EIc L 5
BRI A, N ZFH EGFR BAEVEM T ALK FHEMER 24T 2 HUEMEIRERC & 2 1B
AT D BENEHAN DN,
*2 : PD-L1 IHC 22C3 pharmDx [# =] O#RfEF v A2 AV THRE SN,



100 =
90 - \ ——— Z# 2 mg/kg Q3W
80 #710mg/kg Q3W
70 — FegFti
£ 60
## 50 -
ﬁ 40 ] " \Hu o emn v
30
20 RN
101
0 5 10 15 20 25
at risk# 7N L]
FH& 2mg/kg Q3W 344 259 115 49 12 0
FHI10mg/kg Q3W 346 255 124 56 6 0
FEIFEIL 343 212 79 33 1 0

OS D EAFENTRED Kaplan-Meier #if2 (PD-L1 B5tE (=21%) OBHEER)

[Zz421E]
(D BEIE R 25 MAH SR (KEYNOTE-024 75#R)
HEFELIIARAIRE 148/154 ] (96.1%) K TN SOC # 145/150 1] (96.7%) IZ788 B,
IRERHE & OREBRNGE CERWVAFERIL., £E 113/154 i (73.4%) KW
135/150 f51 (90.0%) (238 Hiviz, WITIDOOEETHRILRN 5%, EORIWEAIX FED
LB ThoT,

WFALDORETIEBLERD 5%LL EORITER (2o G 4E )

soc B (%)
PT AHIRE SOC B
(MedDRA ver.19.0) 15445 150451
4 Grade Grade 304 E 4 Grade Grade 324 E
2EIEH 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
Mg LY o _RREE
2 fL 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
H BRI E 1 (0.6) 0 8 (5.3) 2 (1.3)
I R ERIS i 1 (0.6) 0 34 (22.7) 20 (13.3)
/N A iE 0 0 17 (11.3) 8 (5.3)
Py s e 5
R b RE U 11 (7.1) 0 0
AR A RE AR T E 12 (7.8) 0 1 0.7) 0
B
(G 6 (3.9) 0 17 (11.3) 0
T 22 (14.3) 6 (3.9) 20 (13.3) 2 (1.3)
L 15 9.7) 0 65 (43.3) 3 (2.0
RS 4 (2.6) 0 18 (12.0) 2 (1.3)
M - 4 (2.6) 1 (0.6) 30 (20.0) 1 0.7)



—f% - BHFEE I KO GHALOIREE

e 5 (3.2) 1 (0.6) 11 (7.3) 2 (1.3)
9 57 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
P IR 1 (0.6) 0 9 (6.0) 0

FEER 16 (10.4) 0 8 (5.3) 0
R AR AT

TI=vT 2/ b 10 (6.5) 0 7 4.7 0
FGUAT = T—F

Hm

T ARG X BT 8 (5.2) 2 (1.3) 5 (3.3) 0
)T AT =

Z —E

mhrvr7F=y 3 1.9) 0 15 (10.0) 1 0.7)
0

I HRERER D 0 0 20 (13.3) 6 (4.0
i/ R 0 0 18 (12.0) 9 (6.0)
1 BRI 1 (0.6) 0 16 (10.7) 3 (2.0)
R L OveskhEE

BAREOR 14 “.1) 0 39 (26.0) 4 2.7
(R VAV PN} 1 (0.6) 0 9 (6.0) 0

hiEE
B R L O A LRk

RAim 13 (8.4) 0 4 2.7 0
PR RIEE

SR 1 (0.6) 0 15 (10.0) 0

TR = 2 — ¢ 2 (1.3) 0 9 (6.0) 1 0.7)
9’—»__
MR as . MElds X OEhm ks

il ¢ 8 (5.2) 4 (2.6) 1 0.7) 1 0.7
&R KOV T AR &

B 0 0 12 (8.0) 0

B2 e L 8 (5.2) 0 1 0.7) 0

% 9 FEE 12 (7.8) 0 3 (2.0) 0

595 11 (7.1) 1 (0.6) 3 (2.0) 0

7edks. ARFIEECRIEMEMZEEIT 9 B (5.8%) . KIGK - BEO FHIIL 8 # (52%) .
PRREE (7« NLU—EBREE) 1T 261 (1.3%) . FHEEEREE X 22 ] (14.3%)
R RE R I 21 1] (13.6%) . FEEAHEREREE X 161 (0.6%) . 1 ZBERIAEIE 1 41
(0.6%) . BEEREREE (RMIEMEMEERE) X161 (0.6%) . BERITZ 16 (0.6%) |
% « REBUHRMAEIEIZ 1 1] (0.6%) K O infusion reaction 1% 5 i (3.2%) TiRs H L7z,
T, BEORERE (REMHBEIMEGREEE, AR, FRXRIES) | BIEHERE,
HIEA I IE, MK - BEEK, 58 R ML VLHRITBO otz

OIE BEIE[F 2 /M FHEER  (KEYNOTE-010 #5#%)

HEFELIT 2 mgkg Q3W FE 331/339 1] (97.6%) . 10 mg/kg Q3W & 330/343 1] (96.2%)
J O DOC #£ 297/309 i (96.1%) 1278 B, {RBRIKE L ORI REBEMERNGE T RWEE
FRIL, TNEI 215339 B (63.4%) . 226/343 Bl (65.9%) TN 251/309 i (81.2%)
IR BTz, WTNDORETIELERD 5% UL EORIWERIZTED LB TH o7,



WP ORETHRILRD 5% LORIWER (LT S4EH)

socC BilEx (%)

PT 2 mg/kg Q3W Hf 10 mg/kg Q3W & DOC #f

(MedDRA ver.18.0) 33943 34343 3094
4 Grade Grade3Ll 4 Grade Grade3lll: 4 Grade Grade3ll L

2EIEA 215 (63.4) 43 (127) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
Mgk KOV > RbEE

2 1fl 10 29 3 (09 14 @1) 1 (03) 40 (129 5 (1.6

B FR BRI 1 (0.3) 0 1 (0.3) 0 44 (142) 38 (123)
R A

FPR IR REAR T 25 (7.4) 0 23 (6.7) 0 1 (0.3) 0
B

T 24 (7.1) 2 (0.6) 22 (64) 0 56 (18.1) 7 (2.3)

L 37 (109) 1 (03) 31 (9.0) 2 (0.6) 45 (146) 1 (0.3)

A% 13 (3.8) 0 7 20 1 (03) 43 (139 3 (1.0)

Mg - 12 (3.5) 0 13 (38 1 (03) 24 (7.8) 2 (0.6
—f - EEEER X OG0k

I RE 20 (59 1 (03) 19 (55 2 (0.6) 35 (113) 6 (1.9

9 57 46 (13.6) 4 (1.2) 49 (143) 6 (1.7) 76 (246) 11 (3.6

AR PET 5 (15 0 4 (1.2 0 21 (6.8) 0

FEEN 10 (29 1 (03 14 @D 0 17 (55 1 (03)
AR AR AT

I HER B D 0 0 2 (0.6) 0 24 (71.8) 19 (6.1)

M i R 0 0 3 (0.9) 0 16 (52) 10 (3.2)
Rk L OvseakhEE

BAIE 46 (13.6) 3 (09) 33 (9.6) 1 (03) 49 (159 3 (1.0)
B R B L OFE A Rk

ESIEiNn 13 (3.8) 0 19 (55 2 (06) 18 (5.8) 0

5 P 9 (2.7 0 10 (2.9 0 29 (9.4) 0
PR E

S 4 (1.2) 0 7 (2.0 0 16  (5.2) 0

R = 2 —m RF— 2 (0.6) 0 3 (0.9 0 28 (9.1) 1 (0.3)

BEECTE 3 (0.9) 0 3 (0.9) 0 17 (5.5) 0
&R X OV T AR &

R E 3 (0.9 0 2 (0.6) 0 101 (32.7) 2 (0.6)

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

it 29 8.6) 1 (03) 44 (128) 1 (03) 14 (4.5 0

723, 2 mg/kg Q3W #E KL TN 10 mg/kg Q3W #ECTEILE A, M MEMZE BRI 15 61 (4.4%)
KON 1461 (4.1%) . KIG% - BEO FFIE S F (1.5%) L2861 (0.6%) . EHEDFK
JE R E (R FEREIRARAE ERE, ZIALEE, FARIEIESE) 1 141 (0.3%) OV 1 f1 (0.3%)
MRRBEE (X7 2 « NU—JEEREE) 13 2 6] (0.6%) K&O3 fil (0.9%) . AFHEREREE
1323 5] (6.8%) K Tr 22 il (6.4%) . RIS RERR 13 32 151 (9.4%) K& T 35 #1l (10.2%) .
TEABEEEREEL 161 (03%) KOV B (0.3%) . BIEHEEEREE X 261 (0.6%) KUV
B (0.3%) . 1 BRI 161 (0.3%) KON2 61 (0.6%) . BHHEGEREE (JRAIE MEME
LA 1T 46 (1.2%) KO0 B, BERIZ 1B (0.3%) MO0 B, fhge - RO mliz
JEIX 1 B (0.3%) M ONO0 f, infusion reaction (% 2 5 (0.6%) K OY6 B (1.7%) TiEH
bilz, Filo, BEIEMENIE, MK - BEIEK, 5 IR L COLHRITERD Hivieiro
776



4. FigRlZ 2O\ T

KRB E U CHERBGERE (2FFHE) 2o Tnbd Z b, YikfE 2 wEy)
IZHECE DX CHOIMENDH D, T O LT, AFNOEG- N0 72 85 220 - 55 E
L. AFOEGIZ L0 EHEZRRBIEHZRBL LIBRICHICT 5 Z E BB, LLTO
O~@DFT _XCEMITHEICBWTHERTAXXTH S,

O MEFRIZHOWT

O-1 T2 (1) ~ (5) @ma‘%m WM T Dtk THDH L,

(1) JEAETERENEET 203 A2 FOE LIRS (B E T RS A2 E L SRR
HIB S A2 S EEHL SR P ﬂﬁijw PIERBE7R L) CFRk 28 42 10 H 1 HIRER -
427 fia%)

Q)%E%%%ﬁ(ﬁﬁm&mﬂlaﬁﬁzmmﬂ>

(3) HBEAFERFNFENFEET D0 AR (DS AR EWRPL, 23 Al
W IEBE, 3 AR HERE B e &)

4) I RALFREIEREFRE L, SRR 1 USSR LB 2 Ofigk L7
AR DR AT > TV D fiex (I&zﬂ?rﬁlaﬁﬁ.2$8m

(5) PUEMEREG AL & BN R O ek FAEITAR D 21T > TV D ek (ERK 27 4 7
A 1 HIRFA : 1284 figx

-2 fiiigE OALZRIE S ORIVE BRSO XTS5 7 ik & REBR Z Fg O ERT (F&R D
WFINZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnbHZ L,

*®

o [ERIGFFIUE 2 FEOPMINHE 286 T L7122 SAELL EO D AVTEHR O ERIRMHE 217
STWAHIZ L, 595, 24 RiT, BAEYFREZ L LEBRRIESGZONHE 21T
TpoTWAZ L,

o [ERGTFRSE 2HFEOVMHEZ K T L2 RIZ4FELU EOBKRRBREZHE L TWVWD
Lo 9B, 3AELDL IR, il 00 A SRR B S T MR R S OB IRHE 217 > T
WahZ L,

@ BENOEFRMFHREEOMRHIZONT

RIS TG B B E T D BMEA N E S b, SRR S offFmE 0, Ak - wa
5 Z‘?Q%E’J fﬁ%‘éﬁ@ﬂﬁ@&(}l:ﬁﬂﬁ%% AT D IE IR AEFRNBE LG EOWMEHE
B, FERERITIT OISR > TS Z &,




® BWER~ORHRIZHOWT

@-1 Jitigk Az BE 3 2 Hit

WV MERR B D B AR RIEA R A LT-BRIC, 24 BRRIZZIRIEHIO T, Mg 3
EHEER RISV T, FEL L ZBIERICE U CABRE L L O CT O FBIWEF ORI 03
IRREORER N Y AL, BHHICRHGATRER AR N E S Tnd Z Lk,

@-2 EFRNEEHIC L DA EFSNCICET 5 B

AR 0 D MR e ik L O e 2 A T 2 IR IEFEPEWERA =4V 7%
GOTTIROARA TV —=0 7 2TV EIRIE & FHZ LA TE 5 F— L EFREH] 35
ENTWDZ &, B, BIHAHEIZOWT, BDABRE EZOFRICHSIZEmEShTn
HZ L,

-3 RHWEHOZMxIIZ B LT

BIEA (RIEMEEEIIN A, KIBK - HEO TH, F#ERE ., BEiEE (R
MR %) . WOWRES (TEAHEERE . FIRIRERERE . BIBMERES) . 13
FERIG . 58 DM, fhdk - BESCRARIE , EJe . B D RS (R R Rb AR SE e |
ZIALEE, $AKIEIESE) . infusion reaction, MK « BlMBISc, EAEMN ME /)0, FPRREE (%
T2 N U—JEGEREEE) | DFRREE) 1T LT, YRk ek S EoUT B R B o B P A
B 5 ERMEEE L (BIEHOBZRCXINICE L TRE L O ELZ T 65810 H
HT L) | EBICHETRAENTE RGN ES TNDE &,

10



5. BEXG LR DEE

[ aEic B4 2% F]

O TFRICELTIEZICOVTIEIAROEENERE SN TWDEZ b, F5 51T
Dlpnz b,
o KAIORS IR LI BEUE DBEEIED & 2 B3
o ISR L CW A ATREME D B B R

@ TRFETORI WV T FRLICHE Y T 2 B 2OV T AFIOHFGIHER S L en

B, HOIRFEEIIE DA R WIGEICRY | EEICAKIZENT 22 2B/ TE 5,

o [WEMEMEBEOEGI I ED® 5 EH

o JESE AR CHRER 258 O D BE K OTEBYME D HUR BRI S0 & G i %
FEDMICRIEMELALR B % BE

o HOREREOAH. BN L ITEHMHEO B DR B OB EED
oyaysecy

o EERBAEIE (L a2 5 1) O 5 HH

e ECOG Performance Status 3-4 VD

(H2hMEIC B4 % FH]
O FROBEIZBWTAROEIMEDBIESIL TN D,
o (LFRERE OV EGFR Ein AR, ALK @& 8 s & O PD-LI
Bt (TPS=50%) DYIBRAEREZRMETT « FRFE DIE/INHEE Mt FB
o TITFFRHEGTALTIIERE A AT 5 PD-L1 Btk (TPS=1%) OUIRRREZ:
AT - RO NI B (7238, EGFR B ARG T ALK f@ié
BIGFEEDBE TIE. N1 EGFR F 11 ¥ v % —V L ERI it ALK F
0y —VIEAIORERE AT 5 HBE)
2B, TPSIIRLAT R Y X~7 (B HE#Z) Oz =4 B3 (R4
PD-L1IHC 22C3 pharmDx % =] ) ZHWTHIET S Z &,

@ TRUICZET 2 BB ST D2 AAFN OB G KL O HTIES SV TIE, AFIOAZPEN
WL SN TELT ., AFIDEREGHIR LB,
o IRFRBN LIRS,
o MOPUENERELA & OB,

D BECOG @ Performance Status (PS)

Score TE#

0 | <ML EBTE 5, MLl U HHEAEESHRZ AT D,

PRRNICIR LUWEENIHIR S5 25, BTRIRET, BRSO TOMERIIIT I 2 LN TE D,
Bl BOFE, GEEE

BATARECH D OF ORI O Z 13T N TREEEIMEEILTE 20, BHO 50%LL EidXy FACil =9,

BONTZEHSOHEOEY OZ L LHTERY, BFO 50%L L2~y R+ T,

EES R AR S]

LT RV, BoOHOEY OZ Lidea TERY, BRIy R+ TidI4,

11




@ M2 TA K74 (AN (28T, ECOG Performance Status 0~ 1
WD 75 Ll E, XX ECOG Performance Status 2 Y D HEE T, 4 3 AU
Al (FEZFELVE) OBRFRENHREINTEY, 77 F T RF 0L HHESE X
B SN WnWr—208dH 5, (LFIREREZ AT 2BBIHERT 256, 7
7 FFRFNOFHEEN 72 < & B 3 HARGUEAI A CORREL G 5 E8& 1280
TIX, AFOEBREE2ZETE 5,

12



6. BHICEL CHETREHHE

O RASCEFITN R REREHEE DR 2 BRI D & AR O FrME K OV (E4fE
OO B2 ERE HICEE L CThBEAT D Z &,

IRIEBRARICIENE D | BE X OFEITA MR EtEZ +a L, FE%E5
ThoEETHZ L,

FREWEH O~ R T AL MZDOWNT

)

®

MVEMEE RN S B D 2 ERH DD T, RANDOEKEGIZHT- > T, #IHIE
e (B0, PEULIREE, k) O O X i o 3%, Btz +
FWATH 2 L, Fe, REIDS UTHE CT, Mg~ — 7 —50 Kz Fhid
HZk,

infusion reaction 23 & H L5 Z £ 3% 5, infusion reaction 237D HIVTZHEIC
(X, WOREZIT O & &I, FERAEE T 5 F THREOREBL +01c8l%
THI L,

FORIEREREE N H B d 2 L3 D DT, AR OF 558 bhET K OB 511
HITEWIRC FUR IR RE R A (TSH, %0 T3, 158 T4 SO HIE) % Ehud 5
Z &,

FFHERERSE N B Db D Z & 03 5 DT, AF| O EBIAERT &K O S5-Ik T
EHIRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E L ZEDOHIE) % Elfi
THI L,

SEIBER (R KLY BRERE L) EOERERIREERH 5 s
ZENRBLOT, EMIMICIROREE OAELMEZRE T 52 &, o, IROEFN
RBOLNTHEITIT, HONCERKEEZZZ2 T2 L) BELIEET HZ &,
AFNOFEGIZ X0 | MBE ORISR T 5 &35 2 BN DR~ 7R BN HE
DHLDONDZ EnbD, BRENBDOLNEEEICIE, BELEFERIIS U
B 70 ik & R BR A B O R AT &l U CEUIZRE R A 1TV BE Ok
BOSE £ B EIWER D St 2 5A101E, AFIORIE T Ik, K OEIRRE &
NECROBRGEEEBETLHZ L, oB, BIBRERLVEOEEIZL Y EIE
M OYCEDNFED B2 WA IZIE, B EE A /VE LSOz JhilF o800
LEETDHZ L,

G TH, BN SE D ARB L ThrORIERNEERT L Z N 570,
AR OE G THRIZHRWERHORBUC IR T HZ &,

1 RUBERI (BE | BUBEIR IR 2 & de) b Hbi, BEREMESS 7Y R—v &
IZEDLZENRBHDLDT, Ae, Fl, WEEEOER OB M E O A2+
TEET DI, 1 BBERAS DN G E IR 2RI L, AR )
Hl OB GHEOEY)7REEITO Z &,

AEIOERRIRIZ I T, GG 9 A, THLURET, 5B 1 4H
(33 R GHET Z EIZH MO 21T > TWe 2 & 2B, AFIFG-HITE M

L

BRI ROWEREITH Z L,

13



i HAEE T A K Z A
NaTvrl) A7 (EiaFHEEERZ)
(R5E% : %A | b— & STHHE 20 mg, %A F/b— & S HFE 100 mg)
~ P R~

TRk 2 942 4 (FRk2 941 0 AET)
JE A Gy



ER/N

S o

XL HIZ
AHNOFFE, ERET
i IR AR

JEER 2D T
BHXG L 70 D A

BOICE L TRHET & HIHA

P2
P3
P4
P10
P12
P13



1. ZU®HIC
G OF N - BEMEOMROT-DIZIT, U SIESICES W @ e 2 kK
BND, S5, IHEOREEMOMEAIC L0 | FURESR S 72 & OFH 72 5 B E R
FPEHRLDARIND T T, 2O OERMNZ EIZHNERBFIRMLT 5 2 L BBED
FRRE L 2o TR Y BRFEMBOEE & O AR EE 2016 O 28 456 A 2 H MiERE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORVE AT ER L, KEERASCL ST 0 7 7 A VRBEE O ESRS & B 5 I R
RHZENDD, DD, HEROLZEMEICET HIERSHERET 5 £ TORM,
MHEIRMOREZMLZIT 5 2 EnHIFF SN EBFIC LTERT S & & bic, mIfE
RSB L 7B B 2t 2 & D 2 & N AHE e — 8 O B 2 7= 3 R S BE O
THZEREHEETHD,

LTeRoT, KAA RTA 2Tl BIFRERLC I E TIZE LTV A EFIEFR -
BHE RN S & | LT O ER GO il 72 5 2 HEE T 2 8L b B e gk &%
TR O EEHE R~ T,

I, ARITA BT A A%, MSIATBOE N EIE N ERER SR, A FEABAR
BRI 7o . — A EE N B ARBRIR NEHE S K OA A FIE N B AR ER 2 O W)
Db EAER LT,

RG L 7 HERN - ¥ A b —FSEHTE 20 mg. ¥4 F—ZSEHTE 100 mg (—
W4 - a7 vl X~ (Gl R L))

KR EBDEIRE - ARG OIRAR B 7 AN B A E

REERDMEROHE @, AKX, a7 r ) X~7 (GBiaiz) LT, 1
[l 2mg/kg (AREE) % 3 MR T 30 /AT CTRillfsiEd %,

o3& IR 58 ¥ #F : MSD Bt




2. KRANIOFHE. 1ERET

XA hL—F s ERFE 20 mg XN 100 mg (—i%4 : AT v U X~ (GRS
Z). AR TARHK &vv9,) 1%, PD-1 (programmed cell death-1) £ ZD VU H > K TH
% PD-L1 L O'PD-L2 & Of A EHAET 5. 8 MbigGs £/ 7 0 —F AFULTH 5,

PD-1 f&H& 1T T HA 0 BEARBSEAE 2> & 8 D 72 O3 AR AN FI A 9 2 T2 7 s e il i
AA »F T, PD-1 1%, BEFEZRREIZEODTEER T MlaoMRmIEE L, 3%
P2 B % B Lo AR B ST Rl 72 (0 RS & I 2, 3705, PD-1 13V T REfs
AT HILICEVPURZERIZL D V7T VBEZEEAICHET 225K TH 5, PD-LI
DEFHEMICIB T H2RIUTDLT N THLIN . Z< ONAMBTIE T MROME 282 5
I EBBENCRBLL TV D, BAMIIEICET D PD-L1 OFEFIIL, BHIIE, W,
JEAEE . IRELE . FE/NIRaRTE S O 2 2R AU TTHRARK T TH Y | RWVEFE L
OFEBIMEDHE STV D,

BEO N A DGR T# & PD-L1 FEOFEINED S PD-1 & PD-L1 O ITELS O
T AR BV CHE 2B E 2 ) Z EAURBINTEY i BNAIRBEOEN L L
THIFfF STV 5,

AFANE, PD-1 & PD-L1 X ONPD-L2 Ofi U > RO EREST 52 &2k v, g
W NBREE T D B A IS EME T U 7 SER A TE ML & & HUE S % & FE M L
52 & THIERG R 2T D,

ANV =5 < SBIE DRI & 5 BIER S &b, TR LS
EDFREMEN H D, AAIOEGH RO GHITIT, BEHEOBIEZ H0IXATV, BFH DR
i BAVIE B T L 65 L= RIS U7 B 2 K0k & R FE LRI & St L i
B2 8RR 24T\ IR EE DR RS K D BITER DN b A2 56121, BIRKRE RV
B HIOB BE DR LB %17 5 LER B B,



3. FEIR R
RGO BRASHE 72 M HL A0 B D KGRI (BTG 247 o 72 E 72 BRI R BR O il & 7 1,

(B 2]

OEMNE [ b fHRER (KEYNOTE-041 #5%)

{EFRERED 72N UFIA B Y Av T (BETHEEL) CLF eV AT E0n),)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE 2o i AR B 42 4]
(B NIRRT R 37 B) 28T, AK 2 mgke 3 EMMME (LLF TQ3W) L1»9,)
B G- OB V22D S 17z, 7B, BGEE TR EBET AR S D= HEIZ,
PRBHETT 2 /R JHER D358 8 B IR W DEFIRIIC R E L T 5 A T, IR BILARE O E
GRHE CRABEITARD DD £ TAAIO B G225 = LN ATRE & &z, HERT
MHIE B CTd 5 N [RECIST H A KT A > 1.1 BUZHES < i iz L 5 524:28%h (CR)
XITESYZER) (PR)] X, 24% (95%(EHEXE - 12~41) Th 7=,

@iEHE TAHRER (KEYNOTE-002 5-5#%)

A BV AT K DIREELY AT D2RIG VIR AR RE 72 B BAME B 2 21z, AH 2
mg/kg Q3W 5} TY 10 mg/kg Q3W 5% 5-D A% e VRN ALFRiE (X vy
V. TEYOI R, IVKRTTFU XTIV EXRVIINR T TF o +R37 ) 2%
T, LUF TICC B LW 9H,) X E L CTRETENZ, 7ok, BEEHN TR AEET
IR HITZHAIC, BT 2 /R TIER SR BN R W ED R EE LTV 5 A
H CIEL RIEILAE O g EHG TREEITFED 5D £ TAKDER G Zfkid 5 Z &2
AIRE & Si7o, EEFHIE BIX AN (0S) K OMESEAFHIM (PFS) & 4.,
AFNILFHEE L LT, PFS 2 A HICER LT,

100
90 ] —— 3 2mg/kg Q3W
80 N ——— Z#10mg/kg QW
70 sk
& 60
ﬁ 50 §
# 40 -
30 §
20 ]
10 y
0 [P VG RTSS N ATH TR NTL VET0 FoT STy OU SVGT VS RTN RGN SR AL VRNV VE3 GO REIONST SNENTY FATE MU WESHS T ORsR ARG RO SO PR ame bR 1o by R dnsn TR RIR SYIE ERNITSIR TAT IS SEOO B3 TR ATY FATR AR NG 683,
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk® SR (B
## 2mg/kg Q3W 180 131 95 70 61 11 0
##10mg/kg Q3W 181 138 99 79 67 12 0
e 179 115 80 60 48 9 0

0OS @ Kaplan-Meier Hi##
4



R (A]

at risk#

A& 2mg/kg Q3W 180 153 74 53 26 9 4
FAFI10mg/kg Q3W 181 158 82 55 39 15 5
{LSHeE 179 128 43 22 15 4 2

PFS @ Kaplan-Meier [

Q@ FEIFRER (KEYNOTE-006 #5R)

AT AT TICLAIBEREO 2N IA BT AT EEERN 1 LI AL FE T
PRI 2 A9 DIRIRUIBRASRE 70 B A B R 2 5 5. ANA] 10 mgkg Q3W &5 K Y
10 mg/kg 2 AR (LLF TQ2W) W9 ,) BEOFEIWER L2, A B A+
ThEXRE UTREI SN, Zeds, BN CRBMEITHNRD DI SGAIC, HREET
R IR TR BV WEDERIRIIICZEE LT 5 B Tl K IBILLRE o BN <
PRIBHETTNRO B D £ TARAOIR G Ak T 5 2 L AR & STz, FERHGEE X
SAEFHM (LR ToS) W) ) KOEHEAGHIF (BLF [PFS) &\ )H,) &St
AFNIA Y AT LHEZ LT, OS X OVPFS #H EICHER L7



at risk#

##10mg/kg QW 279 266 248 233 219 212
##10mg/kg Q3W 277 266 251

AEULRT

at risk#

FA10mg/kg Q2W 279
FA10mg/kg Q3W 277

AEULRT

100 -
90 1
80
70 7
& 60
B 50
{40
30
20
10

——— ZP10mg/kg QW
##10mg/kg Q3W
—_— AEULTT

M (A]

238 215 202

278 242 212 188 169 157 1

0OS @ Kaplan-Meier i

177 0
158 71 18 O

17 51 17 0

182 ] ’."' - e e 258 10mg/kg Q2W
80 ] 4 2 10mg/kg Q3W
g 70 - -_ — (PULTT
Bt 60 .,
ﬁ 50 ' .“.*.*.Hn..,\,m .
8 40 ey
& 30- Hyy
20 -_ L'-l
10 -1
0 T IR UMM MBI RN IR TT b
0 2 4 6 8 10 12 14
SNEREFEM (B]
231 147 98 49 7 2 0
235 133 95 53 7 1 1
278 186 88 42 18 2 0 0

PFS ¢ Kaplan-Meier i3



[Ze 2]
OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 41/42 61 (97.6%) IZ3RD b, BRI & ORRBEBENEE TE WA
FLIL, 34/42 1] (81.0%) IZFRWD HALTZ, FEBLED 5%LL EOREWERIZT TERD LBD T
HoT,

£ IEBRD 5% EORIER (a2 H)

B (%)
socC -

PT 2 mg/kg Q3WHE

(MedDRA ver.18.0) 42631
4=Grades Grades 3 UL |

EIEH 34 (81.0) 8 (19.0)
P IR

FOR IR RE AR T 4 9.5) 0 (0.0)
H ke

T 3 (7.1) 0 (0.0)
—f - EEEER L OGN OREE

(=Y 5 (11.9) 0 (0.0)
R R A A

TARTEXUVERT I ) T AT =T —EHIN 3 (7.1) 0 (0.0)

I EREREE N 3 (7.1) 0 (0.0)
FeIE ¥ KOV Tk E

& D FEE 6 (14.3) 0 (0.0)

BEIR B B % 6 (14.3) 0 (0.0)

A BE 3 (7.1) 0 (0.0)

. RVEMENREE 1B (24%) « KIGR - EEO THI2 6 (4.8%) . ITEEREFREE 3
B (7.1%) . FEALHERERD 2 51 (4.8%) . FUIRIREEREREE 6 41 (14.3%) . infusion reaction
161 (24%) ROSE SR 1F] (24%) TROOLN, o, MfEEE (F72 - A
U—IEEREE) | BREREE URAMEMEEERE) | BIREE. | SR, EEO
FRGIEE (BRRIERRIEGRRE, ZI0HLEE, BRIEIESE) | R, Mk - BRUT RIAIE
HEAG S JIE, IR - BERER K VDA RITFE O b o7,

@i/t T ARRER (KEYNOTE-002 #R5R)

HEFERIT. 2 mgkg Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W A¥ 178/179 1 (99.4%)
M OVICC BE 167/171 6 (97.7%) (2588 Bl 1RBRIE & ORRBEFRNGE CE R WA E
FHT, TN 121/178 B (68.0%) . 133/179 i (74.3%) K O% 138/171 #i] (80.7%)
IZERO BT, WTNDORETHRILED 5% EORWERIZ TR LB Tho Tz,



F DT NDORETHEILED 5% LORIEM (e £AEH)

SOC Bitx (%)

PT 2 mg/kg Q3WAE 10 mg/kg Q3WHE ICCEE

(MedDRA ver.18.0) 17841 17941 171451
4=Grades Grades 324 L 4 Grades Grades 3L4 & 4 Grades Grades 324 F

AEIER 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45 (26.3)
MigE LY > REE

Z 5 28 1 (0.6) 7 39 0 0.0) 35 (205 9 (5.3)

i BRI 0 00) 0 (0.0) 0 (00 0 (0.0) 14 (82 6 (3.5)

I HRER R E 1 0.6) 0 (0.0 1 0.6) 0 (0.0) 14 (82 6 (3.5)

i /IR 2 a1y o (0.0) 1 0.6) 1 (0.6) 16 (94 4 (2.3)
P IR

R B R T 9 G 0 (0.0) 13 (73 0 (0.0) 0 0.0 0 (0.0)
H ks

(& 5 28 0 (0.0) 9 (500 0 (0.0) 14 @82 0 (0.0

T 15 @84 0 (0.0) 19  (10.6) 2 (1.1) 14 (82 3 (1.8)

RITIN 8 45 0 (0.0) 16 (89 1 (0.6) 56 (327) 4 (2.3)

Mgk - 2 1y 1 (0.6) 10 (G6) 1 0.6) 26 (152) 4 (2.3)

—f% - BEEEL L OB GEMORE

S 9E 6 (3.4) 1 (0.6) 8 4.5) 1 (0.6) 10 (5.8) 1 (0.6)

97 40 (225 2 (1.1) 52 (29.1) 1 (0.6) 62 (363) 8 4.7)

TEEN 6 B4 0 (0.0) 11 (1) 0 (0.0) 8 @.7) 1 (0.6)
R AR AT

i/ N 0 0.0 0 (0.0) 1 0.6) 0 (0.0) 13 (76) 5 2.9)
B kO EE

RAKIRHE 8 45 0 (0.0) 17 (95 2 (1.1) 26 (152) 0 (0.0)
TS R F6 L O G kL b

B 13 (7.3) 1 (0.6) 12 (6.7) 1 (0.6) 9 (5.3) 1 (0.6)

5 PR 9 G 2 1.1) 7 39 0 (0.0) 10 (5.8 1 (0.6)
PR SR I T

KM= 2 —m R F— 2 1Ly o (0.0) 0 0.0 0 (0.0) 14 (82 2 (1.2)

BT 1 06) 0 (0.0) 2 11y o (0.0) 11 (64) (0.0)
FEE B KO T hiskR= =

JESE 5 28 0 (0.0) 1 0.6) 0 0.0 35 (205) 1 (0.6)

B2 L 9 G100 (0.0 9 5.0 0 (0.0) 2 12 o (0.0)

O FEE 37 (208) 0 0.0y 42 (235 0 (0.0) 6 35 0 (0.0)

2 21 (11.8) 0 (0.0) 18 (101) 0 (0.0) 8 @7n o (0.0)

BEIR IBIRE 5 5 (2.8) 1 (0.6) 10 (5.6 1 0.6) 0 0.0) 0 0.0

S M E B 10 (56) 0 (0.0) 9 (500 0 (0.0) 2 12 0 (0.0)

7255, 2 mg/kg Q3W BE 2 OV 10 mg/kg Q3W BEIZ BN T, TV Ao £ 161 (0.6%
KOV 4 ] (22%) . KK - HEO TH 161 (0.6%) L6 6] (3.4%) . fhfkfESE (¥
T Ve N L—IEEREE) 2 451 (1.1%) Je OF 0 i AFRERERRE T 13 51 (7.3%) X OY 15 1] (8.4%) |
ROPRREREE  (RANE EMER R 16 (0.6%) KOV 6 (0.6%) . FEAHEERE |
B (0.6%) KO3 6] (1.7%) . FRIEEREREE 14 61 (7.9%) & OV 15 5] (8.4%) . infusion
reaction 2 il (1.1%) KO3 6 (1.7%) . BEEOKLGHEE (BEMEIREGREEE. ZIBAL
BE, BRHBIES) 161 (0.6%) KOV1H1 (0.6%) . FER 1H1 (0.6%) KO0 B, EHAER
HESIE 0 BN 1 ] (0.6%) . AMZE - B 0 BTN 1 Bl (0.6%) | IEONTSE D
RKOBIEO2H] (1.1%) TRO LI, £z, BIREE, 1 ABERRE, 52 - UHRE
PRE S VDA RITERD BV o T2,

)



@SB AEFRER (KEYNOTE-006 #5k)

HEFELRIT 10 mgkg Q3W #£264/277 1511 (95.3%) . 10 mg/kg Q2W #f 275/278 11 (98.9%)
SO IPLAE 239/256 5] (93.4%) 1Z388 B L, TRBEE & ORIRBEMRA G E TE WA EHESE
BUE. FREN 202277 61 (72.9%) . 221/278 %Il (79.5%) K O 187/256 5] (73.0%) (2
BOBITZ, WTINORETHILEN 5% EORIERIZTRO LB THoTz,

£ OPROORETRBLEN 5% LORIWER (2N o G E )

SOC
PT

(MedDRA ver.18.0)

B (%)

10 mg/kg Q3WHE 10 mg/kg Q2WHE IPIRE
27741 278451 2564

4=Grades Grades 324 F “4Grades Grades3LL k- 4=Grades Grades 324 E

EIEH 202 (72.9) 28  (10.1) 221 (79.5) 37 (133) 187 (73.0) 51  (19.9)
P WAk
R R B RETTHERE 7 25 0 (0.0) 17 (61 0 (0.0) 6 (23 1 0.4)
R BB REA T iE 21 (76) 0 00 25 (900 1 0.4) 2 0.8 0 (0.0)
HIGEE
JiE 5 (1.8 0 00) 10 (36 0 (00 15 (59 0 (0.0)
PN 8 29 5 (1.8) 4 (14 4 (14 19 (T4 16  (63)
T 40  (144) 3 1.1 47 (169 7 (25 58 (227) 8 (3.1)
A PN Rz 11 4.0 0 00) 20 (72) 0 (0.0) 1 04 0 (0.0)
L 31 112 1 (04) 28 (101) 0 (00) 22 (86 1 0.4)
Mk - 5 1.8 0 (0.0) 10 @6 1 04 14 (5 0 (0.0)
— % - BHIEER L OB GENORE
) E 31 (112) 0 0.0) 32 (115 1 04) 16 (63) 2 0.8)
W7 53 (19.) 1 (04) 58 (209 0 (00) 39 (152) 3 1.2)
BRI AT
TARGEURT I ) T AT 2T —BHI 6 22 1 04 14 (500 0 (0.0 6 (23 2 (0.8)
R L O REE
RAROR 18 65 0 (0.0 17 (61 0 00 20 (7.8 0 (0.0)
FhE S R L O kL b
RAfR 32 (116) 1 04 26 (94) 0 (0.0) 13 6.1 2 (0.8)
777 P JE 6 22 0 (0.0 19 (68 1 0.4) 5 2.0 1 0.4)
FEIE$ KO PRk E
Z O 39 (141 0 00) 40 (144 0 0.0) 65 (254) 1 0.4)
)i 37 (134 0 0.0) 41 (147 0 (00 37 (145 2 0.8)
I FIEE 31 (112) 0 00 25 (900 0 (0.0) 4  (16) 0 (0.0)

723,10 mg/kg Q3W A} TV 10 mg/kg Q2W FEIZ U TEALZ AL, R M 2 4 41 (1.4%)
KON B (04%) . KBS « BEO FHI10 6] (3.6%) KON 13 i (4.7%) . FhRepEE
(F T2« NU—EEREE) 261 (0.7%) KO0 F1, FFHERERESE 14 61 (5.1%) K&UM23
B (8.3%) . EHEREREE (RMEMEMEEXE) 26 (0.7%) KU1 6] (04%) . T
REEREREE 161 (0.4%) KOV 161 (0.4%) . FUIRBEREFETE 28 #1 (10.1%) MK U*33 fi
(11.9%) . RIFEFEE 161 (0.4%) K261 (0.7%) . infusion reaction 7 ] (2.5%) &
O 561 (1.8%) 1 BURESRSP 16511 (0.4%) KONO B, EFED R MR (B R IEARE
B, ZIALBE, FERIEIESE) 0 IR OV 1 ] (0.4%) . BEHR 161 (0.4%) KO8 1 #1] (0.4%)
e - BERUTRRIE 1 61 (0.4%) MOV 0 B, Aegk - BlE%K 0 BT 1 61 (0.4%) |
ICSE IR 3B (1.1%) KOV 1 B (0.4%) TR bITZ, £7o. FEIEMEEM
WD RITED Lo,



4. JERIZOWT
KBS & L THRERE (2FFHE) PNt oiTnd 2 b, Yikiih 2y
IZEMCTE D CTHOIMLEND D, =D LT, RKE OG0 72 BFH &2 2W - K€
L. AFIOEHIC X 0 BEZREWERZ 3B LIZBRICHIGT 2 2 E RN E e, LT
DO~@DT R TEMITHRICB W THERT I XETH D,

O {4 1ANE

O-1 Fio (1) ~ (5) VTIPS T HMEETHDH Z &,

(1) BEAETBREDEET D03 V2 REEEILEIRPE S (BRIE IR S A2 B HEIL Rw P
HUIB S AR B EEBL R T, Hlss AU 7R &) (CERK 28 42 10 A 1 HIREAL
427 fiEF%)

@)%E%%ﬁﬁ(ﬁ&m&@ﬂlaﬁﬁ-mm%

(3) HARENTERENFDGE T D 03 VB ROEEERRT (D3 ARSI HER EIRPT, 03 A2
W IEBE, D3 AR EEHERE T e &)

(4) IRACFIIEE AT %L,%%m%%&m%1Xi%%m%$&m 2 Dt % L E
(AR DR 21T > T Dfiax (R 27 47 A 1 AR - 2538 fiak

(5) #ﬁriﬁéfﬁlﬂﬁﬁﬁm%mm HHMEIAR D M AT > TV D litiax Rk 27 4 7
A1 BEER ;1284 Jiigk

-2 MR ANEO L FHRIE K ORIERFEBURE Ot IS 400 70 5k & B8R 4 KO BE AT
(FROWTINITEEY T DERM) 2, B2 EROARFICET 2 IREOEMLE L LT
FlE SN Tnb 2L,

*

o [ERFFEUSE 2 FEOMIAHE AT LI2%IC 5 ELL L0 ATRIEDEERIHE %
[THoTWABZ L, 96, 2 FEL FiT, BDAEYEEAF L L-BIRIER S OHE
AT > TWVWA I L,

o [ERRFFIAFR 2 EOMHNHME 24 T L7112 5 LA L oo B ENE G2 IR O i
KR AZA LT\ DH T &,

@ BENOEIESEHAE FE ORI DT

EE M ERE P E T 2 LA N EE S, BERAE O OFmE D, Aot - 242
P i%MM$@£@&UE%$:ﬂ#é%ﬁ%ﬁ«ﬁ%%%ﬁ%@bk%ﬁ@ﬁ%%
B, SEREONITONDIRHNE S TV D Z L,

10




@  RBIEHA~DOXRISIZONT

@-1 BIYEHIZEELRE Db ARHN B4 2

FIE MRS OEE R BIMEMAAFA LB, 24 FFRZIRIAHI O T, Y%tk 3T
HHEERIER TN T, FHL L2 EIWERNCIS U T ABRE B O CT S5 O EIWEH OSN3
IRRRAEDORE R BRI D I, EHISH R ATRERIRHI 2 > T o Z &,

@-2 EFEMEEEICL D2 EEFLISICET 5 B4

AR 0 D MR e ik L OB e 2 A T 2 IRIRIEFEPEWER =4V v 7%
GO TIROARA T J—=0 7 2TV EIRIE & 1FHEZ LA TE 5 F— LS D35
ENTWDZ &, B, BIHAHEIZOWT, BDABRE EZOFRICHSIZEmEShTn
HT k.

@-3 BIEHOZWr-CRHIGSIZEE LT

AUWER (FEMEMREEIINZ . RIBZK - EEO T, ITHEREREE, BEREE (RME
BB RE) | WowkEs (FEAEREREE ., RURIMEREREE . BIEMEREREE) | 1
BIBEIRI . 5 E D MRS, Wk - BRRCRIARIE , AR . BEFE O BOMRRTE (B R R RRIE fo
B, ZIPRLBE, B RJIES) | infusion reaction, AM#E - HREEZS, FSEMGMEAE, fiikkE

f

i
HF(FT 2 NUEBRREE) | OFHRE) LT, MRk a ST BRE R RS o B
PPtz A9 5 ERT & U (BITE OZBreHSIcBE L THRER U R 22T b 5 5%k
HcH o2 L) | EHIHEYRLEN TE DEHNE->TND Z &,
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5. EXG L b BE

[Z2 4B 3 % 1]

O TRICEYT HEFIZOWVTIARF OGN L SN THWD Z LD, B %217
bz &,
o KBNS UIEBUE DBEERED & % B
o IR UTIEIR LTV B ATREME D B B BE

@ TRBEATOFHMIZIBWT FRRICEE Y T 2 BF IO W T, AAlOEREITHEIR S vz

D, ADOIRFIEIIE DN R WIGEITIRY | HEICARZEHNT 2L 2BETE D,

o [HEMEMEROEH I EDH 5 BE

o o AR A CRHVE S 2 R8O D A K ONE B 0D FH B i ¢ <0 G 1 it ¢
BEOMICRIEMEZEAN DD EE

o HORERBOAOF SUTEMR A L IEEHRMEO B RO D
o5 EE

o RIFAEIE (E M EH B A 5 Te) O 5 EE

*  ECOG Performance Status 3-4 5V 0 4

(0B 5 F 1]
© ACFIRIEIE D 720 B e CMESFIRIETE D & 2 BEIZB W TAA O AR RSN

TW5,
728, BRAF B FARZAT HBEEITBWTIL, BRAF HEAIC L A21EE L EE
T5Z &,

@ TR Y T DABOBE K OME R T IEIZOW TR, AR OBMERHENL SN TR
7. AFNOBEGXRE B,
o I FIRIE,
o fhOPUEMERELA] & OOFH,

D ECOG @ Performance Status (PS)

g
Score EFR

0 < MR LEBTE 5, BT E [F U HEAESHIIRZR <ATA2 2,

PRRNCE LUVEBNIHIR S 225, BATATRE T, BAESEEE > TOMEKEITIT O LN TE 5,

Vol g mose, s

BATARETH S OH DEIY O Z 23T X THEEEAEEILITE 2\, HF D 50%LL Fi3~> R4t

e

3 RBoNTZESOHEOEY OZ L LHTERY, BFRO 0% EE Xy Rk TilEZd,

4 BT RV, BHOHOEIY O LIFAES TERY, BRIy FRFTHIT,
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6. BHICEEL CHHETREHHE

O IRASCEFITINZ, BEERGEES D IRAET 2 BRSO & ARHF O FeME K OV E 4
RO 7= DI B w2 B L Co bR« 2 L,

TRIEBRAAIC N D | BB LT OFRICA MR Otz -+ L, RE%Z5
ThoEETHZ L,

FREWEH O~ R T AL MZDWNT

@

®

MEMEMRERD LoD Z ENRNH DD T, RFOEKGIZH T2 - Tk, PIHE
K (EIIv, PEVLIAEE, k) OfERE M O X & o 3%, #leia+
FATH 2 b, Fo. MBS UTHE CT. G~ — 7 —E0d 2 Ehiid
5Tk,

infusion reaction 23 & 5415 Z & 23% 5, infusion reaction 2358 LA HE I
X, WEIRAEEIT O & LI, ERDEIET S £ TREDIREL H0Ic 84
T5Z &,

FURIRHEREREE N B DD Z L 30 5 DT, KA 5-BRIGHT & O 5-H1H
o 3E IR ORI sE R A (TSH. e T3, EHE T4 FoMlE) ZEM 5
Zé&,

JFSREREE N b BV D Z &3 5 DT, AFI O 5-FMET R OB G- 1 X
EHIRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E L ZEDOHIE) % Ll
T5HZ &,

SEIFER (IR K MY EBRERE ET) EORERERIREELRH Hbih b
ZENnHLDT, EHMICIROREOFEZHRT 52 L, £z, IROEHE R
RO BT HEITIT, HONCEREEEZZZ2T 0 X BEFELEET L &,
AFNOEGAZ X0 | WEOREFOSTEN T 5 LB X B DER % R EE
DHOLOLNDZERNDD, BRENBDLNTGAEITIE, BB LIZEGIIS U
B R 72 ek & RRBR 2 RE O [ Al & i U Cli bl A BRI W 21TV B o
FOSIT X 2 BWER AN g0 23551 2iE, AFIDORFES T I K OEIE RE R
IWECHIORGEEZBET DI L, B, BIBRERLVE S ORGIZXETE
R OYGEERFRD B WIGEIZIL, B BB A VE LSO gz fill o8 0
bLEET DL,

B TR, BOAR N OH I ARE L CHORIERREBLT A2 Z XD 5720,
AR OBEHETHRIZBRWEMORBBUCH2ITHEET D 2 &,

1 BUBEPR IS (BIE 1 BUBEIRI 2 5 de) b b iodu, FERWMES R 73 R—v &
ICEDZENHLHDOT, g, HEl, WEEFEOFEROFHLCMBEE O LRI+
SEETDHZ L, 1 BEREN DS EICIEEGERIEL, AR
FOFGEDHME) R EZITH Z &,

AR ORI T, &GBE2D 3 » HUA, £nlIgIE, 5GP 1
R 6 WM Z & ATHEIIMEDRHG 21T > TW2 Z &L 2 2B, ARG I EHH
(R OMERZAT D 2 &
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