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S, =A< 7 (BEFHEBRZ) ®BA (REL A7V —FAHEFE

 20mg RO 100mg) RURAT R Y v (BEFEHEZ) BH BE4L
XA bV —F EEEE 20ng X OFE 100mg) 22oWT ., FE/NHERL IR XX R
HREEICH L TERTIBOBEEELZFRL~BIR4D LB REE
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EHA RFAVCONTEBEENS X5 BENOERMBER ORI
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1. IZL¥IC

EEROHDH - REMOHRED T HITIL, R TEEICE S EEARERS KD
BB, &BIC, IEORERMOESIC LY | HAREER R L OEFORFHRERE
r[%uuz"ﬁ( I XNAPT, INOOEEMZEICHNERBE] u—ﬁﬁtj—'é LR D
n%%af;of:rw REFE R BOEE & WEDEATTE 2016 (K 28 426 A. 2 A MIERE)
_kwfﬁ\E%%E%m#@ﬁﬁ@%ﬁk%@%lé_kkéhfw o _

FRERRFERRIT. REERACRSM 17 7 A VABREDOERR LB 5 MR
RBILBHD, ORH, BPERCREMICET 5 ERAHIEET 5 E TOM,
WHEREOBRELHB BT Z I LRPHINIBFIIRLTHERT S L L b, BIE
mﬁ%ﬁbt%’Z%&ﬁm%k6:&ﬁﬂ%&—ﬁ@%#%%t#@ﬁ%%?ﬁﬁ
THZLREETH 2,

LIz oT, BHAL RTA L Clk, BRBEEOC nir_%anrmac%%%m
REy RAIC S % | HT@E%mwﬁﬁ&ﬁ%%ﬁ@TéﬁﬁmBM%&%#\%z
FROEESEEE T,

R KHA BT A iE, MSATEE N E K5 RS A S &EHI&AH$
BRERIEE A, — B A B ARBRRARES, HEHREFIEENEA A AHEEER
— A EIE A B ARRERZSOW Db L ER Lz,

ML R BERR 47T — R ARSE 20 mg. A7V — R AHEHIE 100 mg (—R4E -
=R <T (BEFERL))
HELRAPEINE - UIRRBERMEST « FEFE DI/ R .
HELRBRERORE  BE. RARII=RL<T GBETE®RZ) LT, 1 B 3mgke
' (8 % 2 BREIBRRCREHIET 5,
8% R R ¥ E NFRLTEKRSH




2. AEIORKE. 1EFRBKE , _
F 7Y =R RIEFHE 20 mg/100 mg (kA : =AW= 7 (RiaFHMZ), DT K
Bl EWnd) ik, INBFERTEMRRESHL AT Ly 724 ATV XMLV = 7 —
X 2747 (BMS) 1) 233 L7zt b PD-1 (Programmed cell death-1) T BE b
B IgG4 £/ 7 0 —FAHETH B, '

PD-113, AL LY > 38k (T #Ka, B ,%mﬂa&w‘f%:?/wﬁ—”r Hiln) ROVE
BERAMEIZ R T D CD28 7 7 X U — (T MR DIEME L 2 MBIRYICIE L RIS 24
FH) KBRTIRAFTH D, PD-1 ZAFETHMICRET S PD-1 Y ¥ F (PD-LI
RUPD-L2) LA L. U L SIS 7 A 2R LT ) v SBROTE MR E %

AIZAEH LT3, PD-1 U H Y PR RN B b DRk A4 72 BEREAEBRIC R E,
LTHD, BARAERE SR L EEAEICE TS PD-L1 ORER L IFEOLT
M & ORICADHEBEBRRYH D Z B3 ;E S TWVWD (Cancer 2010; 116: 1757-66),
%7z, B RANERE CIRREE T MIRNEAET 54 v ¥ —7 = u Y H v~ (IFN-y)
2L o T PD-Ll DRAXFE SN, BB LIESERKICHIT 5 PD-L1 ORE LHfHE O

AEFHBLOMCEDCHBEERR D L OWEBH D (Sci Transl Med 2012: 28:
127ra37), & BIZ, PD-L1 ZHI R I 720 AR, FURESEA CDS Bt T il
OHIREEFEZ B I &5, HLPD-L1 A TPD-1 & PD-L1 L DS EAET S L
Z OIS EEESEE TS 2 L BRENTVS, BOZ L5 5 PD-IPD-1 U # M
B3, A AR LR SRR T fﬁﬂ@mfawllzﬁ%’&@ﬁ?‘é%}%‘@ SELTEZD
nTwns,

AHL, EERBROKERD O PD-1 OFIASMES (PD-1 U 7> FREATE) ITREA L.
PD-1 £ PD-1 ) H¥ FLOEEEAE TS Z LIk v BAFURSRNZ T MROEHE
LR OB AR T 2 AIREEEEZERT 2 Z L TR REREDRZ 77 Z
LRI TS, :

IHHDOMRNG, ARNIBMEEICK T 2 RIBREICRVEDI O L MIFI N,
FE/NHERR Five BB & et B & LR Z R L, A, REMRUAFESHERE S
niz,

AR OEFIFICES < BEORERISIC L 2BHERS R H bbh, BEXIIETEIC
ELWERERD D, AFOBRETRORERICIE, BEOBEL STV, BENE
D HIEEAITIE, BB L EFRITE U SRM02 Mm% L R o ER & L OE
ARENBW ATV, BEORERISIC L 3REARRDN 3258101, BIBRE RV
ELFIOBREEDBEZNBEFT O LERD B,



3. BRIKBUE :
GIRARBEZR AT - B OIE/INRRIGE (EIPLBiF ROERTE LR © B#"Hﬂﬁ
%ﬁotf&%%ﬁ%wmﬁ%ﬁ?

[FzhiE]

(R¥E_LFrE)
OEMNE IFERR (ONO-4538-05 ;ﬁ%ﬁ)
75 FFRE ST LRRIERE AT MR IIB #1/IVEI U iﬁ%ﬁ@ﬁqij:&%
8% (ECOG Performance Status 0 X T* 1) 35 flZ#RIZ, AH| 3 mg/kg % 2 BHFMT
A L, SEFHMEER THAEHE (RECIST H4 FI 42 L1 RICESS ik
B LD CR XX PR) 1 25.7% (O5%IEMKMH : 142~42.1%) Thole, 2B, F
Al _nxﬂ':’btl%ﬁ@i%%fﬁaoto '

Qs FE MARRER (CA209017' ) (N EnglJ Med 2015; 373: 123-35)

75 FF R ETCEREEEE T 2 0BRREER B B/ IVH B O R T RS
g% (ECOG Performance Status 0 &ON1) 272 il (AFIBF 13561, FeF XL 137
Bl) BHBIT, FEFXEARRBE LTAR 3 mykg % 2 BRI TARBE X,
TESEEE Th 52T (R [95%E X E]) i3, AKIBET 9.23[7.:33~13.27]
A, FEZFEABT 601 [513~733] PATHY, AFNL FEFFETx LK
BHEMICEBRIER £ L (N — R 0.59 [96.85% (S KM : 0.43~0.81], p=0.0002

(@5 log-rank B 7E])

1.095

0.9

- Probability of Survival
o e 8 o o
- w o ~ b

[~2
154

0.2

LR ]

0.0

———————y —p——e prm——r ¥
o 3 6 9 12 15 18 21 24
Overall Survival (Months) .
Number of Subjects at Risk .
Nivolumab 3 mgfkg ) ’
135 113 BB 69 52 31 15 H 0
Docetaxel
137 103 68 45 30 14 7 2 o
e N b 3 mokg (events : 86/135), median and 95% €1 : 9.23 {7.33, 13.27)
“#++ Pocetaxel (events 1 113/137), median and 95% CI: 601 (5.13. 7.33)

0S O EfRIT D Kaplan-Meier ghir (BIEBLESNI-EH)
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(ER¥ R
OEWNE T H#EHAE (ONO-4538-06 HER)
75 FF AR S CERERE A T YR RER B B/ IVEIIZEROERTE LR
2B (ECOG Performance Status 0 XUt 1) 76 Bl &5 8IZ, AFK| 3 mgke % 2 BEERR
TREAHE L2, ETEFMIER ThHE%FE (RECIST U1 K7 A 11 ARIZESL H
- RHEIFIZL D CR XX PR) 13X 19.7% (95%EHEXM : 12.3~30.0%) ThHhotz, 2B,
ERNCERE L7 BME 9.0% Th o 7, | ‘

@ENEMARER (CA209057 3888) (N Engl ] Med 2015; 373: 1627-39)

I F TR ST LEREEEE T S YRR RIB B/ IV I EROER T LR
&84 (ECOG Performance Status 0 TR 1) 582 5l (AKIBE 292 i, N &3 EAE 290
) ERRIC, FEZFZFEALERRE LTHRA 3 mgke 2 2 BREIBR CARHELRE,
FEMMEE THHLAFEHM (FRE [95%EEXM]) X, AFBET 12.19 [9.66~
14.98] A, FEZXEALEET 936 [8.05~10.68] ¥ATHY, AKFX REFZ*FkNL
ot LS I B B RERE 27 Lz (N F— R 0.73[95.92% S8 K :0.59~0.89] .

p=0.0015 [/&%! log-rank BR7E]) . ' |

1.0

Probability of Survival
o e © o o
w B n o ~

o
A

£l DVE-TE

e
L

0.0

H N T N 7 N N T ] " ¥ * T i N N T * T

1] 3 ) ‘9 12 15 18 21 24 27

Overall Survival (Months)

Number of Subjects at Risk
Nivolumab'3 mg/kg

282 232 194 169 146 123 62 32 9 0 .
Docetaxel

280 244 194 150 111 a8 34 10 5 [}
%= Nivolumab 3 mg/Kg (events : 190/292), median and 95% CI: 12.19 (9.66, 14.98)
~@ Docetaxel (events : 223/290), median and 95% Ct ; 9.36 (8.05, 10.68)

OS> I ERAT O Kaplan-Meier th#s (E{EALIN7-£H)



(BEER)
PD-L1RBERIAB OB MER V2t -
WESMETFERER (CA2000173488 & (RCA209057388) 1T AN BN-BED S b, B
BHERIT R\ TPD-L1 R RFL L 2 BB 5 2514 (LT [PD-LIFRE L1 5,)
BT ABRBRE LN HOBEOT —FITESX, PD-Ll%ﬁ—f—BU _J’“?TB’J VR
BT AR UL &@F%i%T@kkUT%otc

BEMEIZE LT, %IL&FTi HﬂJ@%ﬁ¢ 2% B h?&#f»ﬁ&mﬁ

L CAFIFE COSHIER T 2 ERMMBERD bivi,
#E$L&FT¢PDU%%+#W%%@%A %t5%twﬁ& fﬁ%wﬁ%f

2B, RFEBE, FHRTLERMEL bIC, PD-LIOERRIC LT, FADKEHET 0
77 ANVIERERTH o7,

1.0F 1.0 e\\
0.9 os{ "\
0.8 0.8
- 0.7 - 0.7
2 5
g 0.6 2 06
@ @
. -
505 o 265
2 T 2
z R . . =
‘% 04 T . 2 o4
£ L ey g
& . T, &
03 B 03
. Lot
0.2 0.2
0.1 04
0.0 2.0
= T v T oo v T o - T T T T T T T T
[} 3 6 9 12 15 i8 21 24 27 ] . 3 6 a 12 15 18 21 24 27
Overalt Survival (Months) ) Overall Survival (Months}
Number of Subjects at Risk Number of Subjects at Risk
Nivolumab 3 mgrkg . Nivolumah 3 mgfkg
108 82 70 60 48 39 26 17 4 o 123 a8 86 7 73 &5 7 13 5 0
Docelaxal : . Docelaxel . .
101 87 6 s3 38 30 13 5 2 0. 123 102 80 61 24 36 1 4 3 0
e Nivolumab 3 mgfkg {events : 77/108), median and 95% C1: 10.41 {7.29, 14.26) ” """ Nivotumab 3 mg/kg {events : 68/123), median and 95% CI : 17,15 {12.09, 20.63)
-+ Docetaxel (events : 751101). median and 95% C1: 16.09 (7.36, 71.93). " Docelaxel (events ; 93/123), median and 85% C1: 9.00 7.10, 10.55)
Hazard Ratio fumab 3 mgrkg over Di and 95% C} : 0.59 {0.43, 0.82)

Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 955 CI : 0.80 (0.66. 1.24)

CA209057 BBk D PD-L1 ZEIHBAITD OS @q’ﬂﬂﬁiﬁﬂ) Kaplan-Meier Hi#3
(ER : PD-L1<1%DBERH. AR : PD-L121%DBELMH)



[Zetk]

(B¥ELEEE)
OENEIAERER (ONO-4538-058%)
FEHERKP5%E EOBIER

Grade 42 Grade Grade 3-4 Grade 5

BIfEMREB : FHH O BAR FE  RER FEH  EEAR

(MedDRA IZ X % SOC-PT 2%8) EH (%) B (%) B (%)
X REK 35 35 35

XS 24 (68.6) 2 ( 5.7) 0 (0.0)

R ABEERIUEERUORE
teRm
RAEHEIRRE

‘&@75%51/17}5;
m¢7v75°/z-zmﬂe+—ﬁi§7m

'gﬁﬁ&mﬁ"

WRK N R NL

#IBE

37 2

BREBIKES 2 ( 57)
BRI HEE SN/ TEERLIT, MedDRAver 17.1J2 IV THAE X /-,

GradelXCTCAE (Common Terminology Criteria for Adverse Events)

72k, MEMERER 2 6] (5.7%)
TV NU—EEHS) 36 (8.6%) .
36 (8.6%) . BIBHEAEREE 141 (2.9%)

JERSRERRIEGRRE . STALHE, BMRERE) |

E3EES
=1

v4 B AEERRICOGHRIZHE U 5,
KBS - BEOTH 2 61 (5.7%)
JFHiaE k&:i2ﬁ]67%f\
N %%Bb
(2.9%) K Finfusion reaction 1% 2 B (5.7%) TR 621/710
T EAHRERE

7,

FRAETIRE, Rk - BAIER, 5L S BARCLHRITZRBO bhzsoTz,

. PhREE (%
FR M R T
RS RE B AS)
EEOREE
1@ﬁﬁﬁ\%ﬁ‘iﬁ

X141
F (K



QUESVEMAERABR (CA2090177858%) (N Engl J Med 2015; 373: 123-35)

FEBHR 5%LL EORIER
Grade £ Grade Grade 3-4 Grade 5
ElfERER B  RER | BE  RBRE | BH REE
(MedDRA 1Z & % SOC-PT 4348) B (%) EE (%) EE (%)
XIREK 131 131 13}
o 76 (58.0) 9 ( 6.9 0 0.0)

EH» LG SN HEERAIL, MedDRA ver 17.1I2BAWTHARE L.
GradelXCTCAE (Common Terminology Criteria for Adverse Events) v4IZHEL 3,

. KB - EEDOTH 1151 (84%)
X4 (3.1%) .

X468 3.1%) .

ek, MEMMEE 66 (4.6%)

Vo NU—REERES) 13 1] (9.9%)

X 56 (3.8%) . BiREEE

Bl (0.8%) .

. FPREREE
(RMERMEERERS)
&U‘ infusion reaction i% 1 il (0.8%) TR bhlz, Fix, EEUD&EF‘E

. FREEE (X
RN e
EIEREE 1

= (HEREIRERRE. 2RO, EREEY%) . "FE&WE EE, BIBHERESE.
BUBEIRIS. BESE. BN - %_Hﬁym S EIBEREVLHRITFRD Dotz
@lfﬁ:FJ:BZr ) .
OENSB IR (ONO-4538- o&ﬁt%ﬁ) ,
REER5%EOBHER
Grade 4 Grade Grade 3-4 Grade 5
BlfEREAE B REE=R BH . ORI BE A REX
(MedDRA 2 £ 5 SOC-PT \iﬁ) 5 (%) EE (%) ER (%)

RBER

£




RIS A (26 |
RRBIURTEGRS LD

ZOEERE 6 ( 79 1 ( 13)

5 1 (14.5)

PR EBRES 4 ( 53)

ER»OHME SN HEER4SIE, MedDRA ver 17.02 AW THRLE L 72,
GradelZCTCAE (Common Terminology Criteria for Adverse Events) v4 B AXFEFRICOGRRIZHE L 2.

2%, MEEMERBAE (53%) . KBE - EEOTRISH (6.6%) . FHRERE (#7
Vo NU—EEHS) 1015J (13.2%) . FFHSREREEIXSH (6.6%) . Eﬁvtﬂﬁﬁﬁ%aba
1061 (132%) . BIBHERERERIF (13%) . BiEEE (RETHELEAS) 414{570
(5.3%) K Ulinfusion reactioni i31ﬂ (3.9%) TRDOLNZ, -, BEEOREEE (K
JEASIRARAERRE, S, BREES) . TEARERSE, 1BERR,. BR, BE
FriESIRE. MK - %ZEH% . S EERBELHRIIBD bR d o7z, ~

OWESMEIARAER (CA209057 #ER) (N EnglJ Med 2015; 373: 1627-39)

RBEN %L EOBYER
Grade 4 Grade Grade 3-4 Grade 5
BIfERER | BB OREE I RIER ZEH  REOE
(MedDRA IZ & 5 SOC-PT 4335) i (%) =25 (%) B (%)
RER 287 287 287

£ v | 199 (69.3) 30 (10.5) 0 (Q.O)

AR '
ﬂaﬂi}i&%ﬁﬁﬁ'ﬂ"

:

16

j&mmoﬁﬁﬂmﬁ% o 160
EOEESE : 24
BE 27 1 ( 0.3)

B LH|ESNEEEFRAL, MedDRA ver 17112 AV THHE X 12,
GradeiZCTCAE (Common Terminology Criteria for. Adverse Events) v4lZ¥#TU 3,

B, MEMMRE 106 (3.5%) . KGK - EEOTH 2261 (7.7%) . #EES (¥
Z v e NU—ERREE) 26 81 (9.1%) | FFHEREREEIT 15 61 (52%) . FRIRERRERE
X276 (94%) . BHEESE (REEFMEEBERS) T 76 24%) . K - BERE%K
11 (0.3%) XU infusion reaction /X 8 ] (2.8%) TR bz, . Efﬂ:@&}gﬁa
E (REHERERE, 2WAK., EREES) . TEMERERE, BISHERESE,
RUBEIRA . B Eﬁfﬁﬁﬁ 5L BEREOCLHRITRD bnghote,



4. HERITOWVWT :
AL LTHERBBERE (SFFRE) SBRELhTWEZ L0 b, YERAELHEY)
CEBTE MR THILER DD, £OLT, RRORENHELRBE LW - 5E
L. X OEEIZX DE‘%&EI ERZHBA LIRS T A Z EBNERTZD, LTD
DO~@DFT TR =T xR b\'dﬁﬂ%‘?‘éf\%'(&;é

@ HERRIzHOWT

@1 FEO 1) ~ ) OVThhICHYTIERTHBIL,

(1) EAESBREIEET 595 ASREEIL AR GRERFR S A BRI R,
Hudgk 03 A RS R HEHL R BR flﬂiﬁﬁ#ua’)ﬁf”l‘%?‘;k) (Frk 28 45 10 A 1 ARER
427 HEER)

C(2) FEHRERBT (FRU28 4 9 A 1 PR @ 84 FEER) |

(3) FEFRMBNIBET D0ABERELERN (BARRESIEEMRE. PABREE
BhwkE, BABRESEHERLR L) ‘

(4) S EALFBEELRE L, S bSREMmE 1 XTSRS REINE 2 O HvE
AR BEHEITo TV AR (ERR27E7 R 1 BREFER @ 2538 i) .

(5) MEMEEFLFEEMEOKEREEMRIBHEITS TODHR (F 27 £ 7
ﬂlﬁﬂ#ﬁ 1284 fig%) S :

®-2 HfﬁFUMB"%“ﬁ?ﬁ&U“E' 1’Efﬁ§§ﬁﬂ#@ﬁﬁf 2o TR & BRRE FOER (‘Fi“z@'
WL :Eﬁéﬂ‘%’o EEM) 23, uAu/&ﬂODZF%'J BT AREOEEEF L L TRESN
TW3BZ &, ‘
*

o EMGRFRGR2EOMHFEZKT LIRS SEHJ:O)W/\//‘S‘%O)EGEHEH{IX%
STWBIZ YL, 3b, 2HE LT, BAERYRERE L Ltﬁﬁ%ﬁﬁﬂir%@bmlg%
o TWAIZ &, ‘

. EERITIREE 2 EOTEFHE ST L5814 B0 FOBREREELTVS =
Y. b, 34EL R, FBORAEYERIEL S ERERF OBRKIHE 21T~ T
WBZ &, '

@ BENOEEREREROEHIZONT |
EERBERETRICHETSELENRBESN, BECENOOBMED., A2 - 24
MR E RO ER CEMSICT 5 HRRE, AEERNRE LLEAOBREE
%, SERESHIITONSEHHPES>THEZ L,

10




® BIERA~OXIRIZ2NT

@-1 HERRHHlic B4 5 B |

BEMERR B O EE R BIERNRAE L-EIT, 24 BEZRESO T, SER s
EEBRICBWT, BRLEZBERIS L TAREERE O CT £0BWER DENIZME
RBEORERENY A PIB LN, BHICHRTERAERESTWSZ L,

®-2 ERMREEICLIAFEERAICET 5BH
BABRCEDLLFMNRIBR XELZE T IEREFEFBERT=4) 7%
BORERORAY V== T 2TVWERE LR ZILE TE 5 F — AERKH S EH
ST &, 2B, BEERIZOVWT, BABE L ZORRICTHFICAMES LT
5Tk,

@-3 BIfER OBMFRSIZBIL T ,

BIVER (RIEMIEBRICM L, EEMEAE, DL, Bk, EEGRMEE. KBk,
EEOTA, | BBERR. AFgeEiE, PRIMSERE, SRkE, BEE (BR2-
RAEMENEEREET) . BIBES, Mk, BEEOKEREE, #IRMLERE, infusion
reaction, FREEHEM /MR LB (ITP) MBE DHRBERIG. I RS, DHEE (b
FEAE) - Bk - DEESAMUES) . WMAERME) 1 LT, YHER ULERER
WEI OB MM &3 2 B & B L GBUEROBIORRICE L CHRER OB L2
BNBEMHICHDZ L), BEHITENRLENTE 2EHRE-STNE I L, '
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5. RERNBLRDBE _ :
[ZeH] :
@ T£;&%?5%%_waiﬁﬂwﬁﬁﬁmukéhfwé b, ﬁ#%ﬁ
bRnwz &,
o ARSI LIBBEEDBEEROH 5 HBE

@ BERTOFTMICE VT FRICEY T 5 BHEITOVTHE, FROBRSIHR SR
B3, OTRECRINE R 2 WBAICRY . BEEICAAEZERTIZL2EETE S,
o FIEMEMRBOEH GIBHEDH 5 BE
o JAEEBRHRE CHRER TR béﬁﬁﬁoﬁﬁiwﬁ%ﬁﬁﬁﬁ%mﬁiﬁx
' SO REME DS N D BE
« BHERFEEREABDOEH. LBt %&HL<1§%&@§E%F?$®%&@@

HEBRE

*  ECOG Performance Status 3-4ED

[F5hE] ,
O TROBHEICBWTAADOHIESBRIES LTV D, o
« TIFTREAESTHRIEEL AT SRR B M/ VHXUIRED R
¥ bR EBE
. 77?%&%%5Um%%&E%ﬁTéﬂﬁT%&mBﬁWW@Xiﬁ%@#
R ERRERE
AN %E$L&Tﬁ£mmam%£iXimx ABETBEBREICBVTIE,
A & LCEGFRF 1 % 33 ¥ F—PHER XUIALKF 1 % 2 % F—PREFD
RRBEETHBE, '

@ TRICKYTSBEICHT 5 RADRERUERIEI OV TIL, RADH LN
X INTELT, Kﬁ@&%ﬁ%k&&&w
o (LEBEEREROBE,
e iEmMELEREE,
o MOTEREEA & OB, a

@& ECOG @ Performance Status (PS) *

" Score EE

0 | <R EHTED. BAMLFALAEEEIHIRZRIITLS,

PIERICE LV EENIRIR S N5 A3, HITHRET, BAERE > TOERIIMTI Z LB TED,
Bl BOWRE, EBEE

| BATREECESOHOEY O Z &3~ THREEAMERIZTE RV, HHD 50%E Eidy FATEIT,

BONEBDOEDED DI L LpTERY, APO S0%UAEEZRy FOKFFTRIT,

EENIRVER B )

£ELBTRV, BOOFDOEY DI LidEL TERY, B2y FP/FTRIT.
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@ MEZRENVA F74 v (BAREFESRMm) I8V T ECOG Performance Status 0~1
@D =75 %L k. X% ECOG Performance Status 2 9 0 B#F Ti%, 8 3 #HAHE
# (FEZFENE) OHABRENERINTIY, 75 F 0RO BHERET
BWEDER SN 2WTr—2R3b 5, ZOBRE. 77 FFREBIORITERN2 LY
%3 HRFBREA COBREREEZETRFICEBV UL, A0k E2ERTE 5,

@ AFNFFABEMERRICBNC, RELEERUIERFELEEOWTHOBREICE
WTH FEZZEABICH L TEBESRIEEN TS, 2L, ERFELEED
BETIE, PD-LIBRBICL YV AIEOHEMBERDZ LB RRINDERLEDL
NTVWBZend, ERFLEBOBEICKVCHPD-LIRRELRER L LK
ROBGFEDOHEBETEHZ ENEE LY,
® PD-LIERENI%RBTHSZ & VPR INIERFELEEREICBOTL,

BRI, e 2eVEORK DS ORBIEESH OB S 2EET S, &
o ~RAiavul)RXwT (BETHEERZ) Oar=F gl (854 : PD-L1IHC
22C3 pharmDx X =] ) IC X VPD-LIRHREZHER L -ERFELREORE T
BT, AFIDOBHE (§i554 : PD-L1 IHC 28-8 pharmDx (£ =] ) KX 5
RESRERB AT U TOXBRE 2B ECAROREDOTEE R TE B,

CERE) /
+ Andreas H Scheell et al. : Mod Pathol. 2016; 29: 1165-72

Fred R. Hirsch et al. : J Thorac. Oncol. 2016; 10.1016/j.jtho.2016.11.2228
Marianne J. Ratcliffe et al. : Poster presented at the American Association for
Cancer Research (AACR) Annual Meeting 2016; New Orleans, LA, USA; April
116-20,2016 ’

B L, hOREREEFOREICOVT, BB, BERSCHY TSI Lo, BEREMEY 2
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6. BEZELTHEETREHH
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ﬁ@t CHBERFERETDICEBRLTILERTD I L,

@

TBRBIAIC Y D, BENRTORECH SR VERIEY BB L, AE2S

ThoRETHI L, ‘ , |
@ FERFEEBREIZEVTIL, PD-L1 BEEBHLHR L2 L TERAOREF B 2R 5

T EBEE LV, PD-LI REARBHER TE 2VERICIE, AAOEA 0BT %8

ENCHINT L ETRET B, |
@ EREWERAO=XT AL MIOWT

FMEEMRERD ObND Z LB3H DD T, FRDOREITHI- > Tid, BKRIE
W (PR REE, K, RRE) ORRUIE X BREORESE, BiEz+5o
AT 2 &, El, Jé% WIS CCHES CT, MiE~—V—S0RELERT S

- N k

AFN DB EIXEE D infusion reaction &Cﬁif%%ﬂ#ﬁl‘f‘ﬁa\fiﬁm@'@% DU
BE2ITo T L CRIET D Z &, £72.2 BB EABEOAF|#H 5 FFIZ infusion reaction
BHEPNDZLbHBDT, FEBREFROARBRERKTHRIZ AL ZNATA

VEBIET 3%, BEORELFSICEET B2 L, 723, infusion reaction &

R L EHEICE, 2 TOBERERPELICEET 2 TRE 2 +oRE
THIE,
FORBRSREREE N B Db 5 Z L 235 5 DT, AR OR5FEHTR 58I
HIT BRI IR IRSAEIRZE (TSH, HERE T3, 58 T4 S0ORE) #EHT 5
Z &,

AFIOREITEY, @W@ﬁfﬁﬁ’tl?é&%i%hé%k&%%&f%

B obPNAZERDD, RENREDLNEHEITIT. RRLEFRISLE
%W%&ﬂ&&ﬁ%%%OEﬁk@%bfﬁ@&%%%%%ﬁw BE DS
Itz L ABEAREDLN AT, AFRIOEREIIPIE, ROBIBREER
w%ymmﬁﬁg%%ﬁfa L. 2B, BIBRERAEYOREIC LY EIE
FDYERBD bNBVHEICIT, BIBREANVE v LA ORBEAHH OB
bEETS, o

BERTH, 0RO ARB L THLENERRRERT A2 e 08b 57D
AFI OB EHTHICHEWEHORRICHHICEET 5,

| BUEERR (BIE 1 BUBSRB 2 ET) Bdbbh, BRFEES, F 7Y F—v 2
CEDZLBHBZOT, 0B, Bl BHEOERORRLOEMRD LRI+

C REBTAIL., | BEREAEDNBAICERERRIE L, £ XY 8

HOBEEDOEDRLBEEITI Z &

® AFOEERABRICBNT, RERBENS OBE. ZhUMBiL, BEHENS 1 FR
X3 EBERT Z L ICEMEDFRE T - T2 & 2B E 1L, AFIREDIXER
RIZBBRE CHROMREZITO Z &,
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< FeZFELRBERERIBE>
BEAREHIEOH 5 BE
BREL BB LTV 5 BE

REEE LBMEDREDN S BE

A A BB DB ERED & 5 B
LR SUTHEIR L OV 5 TR D 5 B

< FESFELVPEEREGLLRDIBE>
BRI OH 2 BE

PVE AR SUITRRAEE D & 5 BFE
HFRECHZBE '
BREEOHDBE

BEOH DBE

IR D FREE D H D BE

< FEeFZXFELVOEKRREIER>

BB

YavlER - TFT4 5%~

BE, Fre, FgEES

AMERE

RIBEMERT 2, BIBRAEE

LR

TR E NREEERE (DIC)

BERIL, BBHM, EOEkBE, KB

LVLTR '

SRR AR B S R

SMERES

FEERERERRERRE (Stevens - Johnson EEREE) . HEMRKELE (Lyell SEMERE) . SN
DFRFT—F, BiKE, BE - SREE

DFFIEZE, FARMRERE

RRYURE

AR A NE O RES A WEBERE (SIADH) ~
BEERNDAREORMER, MER, RKEHPRESE, MEONRABESEORHEEEBEE. Radiation
Recall B35
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1. XIL»IiC
| ERSOHHE - REAEORROL DI, FHITESFICES BT REARD
BB, & biz. FEORERMOESIC LU . FHKEER 2 & OREH7 50
FEELNEBENIPT, ZhbDEERZEICHERBEICERMT 5 2 L B8RED
BAEL 2o TR EEMBOER & WEOEAS #2016 (FAL 28 46 A 2 A BRRE)
ICBWTYH, EFNERRSOFERAOREIMEEZRD Z L& Sh T3,
FORIERFERRIT, BRIERARL ST 07 7 A VBEHEOERMR L B 51 R
RABZENBD, DD, HIERCREMICET SRS +0EHET 5T TORM,
WHEKROBELMZTIT 5 LA FENSBECH L TERTS & &bz, BlfE
AR LR pER R L 22 amﬂ B 72— DB % W72 T E AR T
THZLNEETHS,
L7z oT, AL FFA4 Tl %%&W%’ﬂif:@%hfwéEiﬁim
Bl R S & uTwcﬁmwﬁﬁ@ﬁm%mﬁﬁéﬁEwazgagw 2z

FROBEBREZTRT,

B, AL FTA4 0L, mjﬁﬁ&AE%mEﬁﬁﬁﬁéﬁﬁ DISFERFEA B AR
BRARIER Y —ALEIEA R ARKARER R OAREMIEA B AR ERFR 0%
@%kﬁﬁbto '

KL R AERS A7V — R ARRE 20 mg, A 7P — R ARERFE 100 mg (—H%4 :
=R<r (BEFEHRZ))

HEL RIS - RGN 2B R ANE

LR ABERVAE | <{LPRERGEORIGYIR T2 BB AERE DEA >
BE, RARR=RA V<7 BaFHEEz) LT, 1 B 3mgkg
(hE) % 2 BREBGCARSETS,
< LFREFRR ORI ARREHBRAERE DBRE>
BE. BAKIZ=RA~T (BETE#RZ) & LT, 1 H 3mgkg
(AE) % 2 BRIRRIUL 1 E 2mgkg (BE) % 3 BERMECTA

. ?ﬁ%“&‘a— 6 =]
BERTES

NI TR At




2. BANOE. 1ERBF

A7 — R REFE 20 mg KT 100 mg (—f4 : =A< 7 (BT, LT,
(AF)) 1%, NEESTERRESH L AF Ly 725 BT IVA IV v T —X R
747 (BMS) #t) 23BAF L7zt b PD-1 (Programmed cell death-1) {Z5%3 5 & M 1gG4
) I u—FAHETHB, |
. PD-1id, ML N8R (THERR. BHRROTF2510% 7 —THR) K0E
BRMIAICREET 5 CD28 77 I V) — (T MR OEMAL 2 HBIAICTE & AICHIET 55
FB) BT AZAETH S, PD-1 ITARERMIZICREET 5 PD-1 Y > K (PD-LL
ROPD-L2) LA L. VUV SERICHEIES 7 F N B GEELTY L SBROTER LIRS
RAICTREEI L TV, PD-1 )4y FIZFURR MBS b b Ok~ 72 IEEHRRRICREL
LTRY, BEMEAERENLUER LZEREMEMICIITS PD-L1 OFBALIFEOLESF
M & ORICADOHBEREFRRH 5 Z L BHE I T3 (Cancer 2010; 116: 1757-66)
ik;%@%ﬁﬁ%%ﬁ@ﬁ%@ﬁTmmﬁﬁiﬁéﬁV&—71uyﬁyvGmw)

;ofanm%ﬁﬁ%ﬁéh BB L7 @Bz 1) 5 PD-L1 ORBELFRD

AT HIR & DRI E@ﬁ%@ﬁm&ék@ﬁm%&é (Sci Transl Med 2012: 28:
127ra37), X 52, PD-L1 ZMAIFKHR S BN AMRIL,. HERERN CDS Bt T Ml
@%m%%%@%ﬁ%éﬁéﬁjﬁmnmﬁWfPnlaana@%é%m%fék'
- ZFOMREBEFRENSEIET S Z EBAREINTWVWS, DT &5 5 PD-1/PD-1 U F ¥ KR
BRIT. S AR ASTURASRAO72 T AN b OBRS 2 BT SFO DL LTEXD
nTna, '

AKIE, EERBROMERH S PD-1 OHBSMES (PD-1 U F FREAFER) 1A L.
PD-1 &£ PD-1 YW FEDFEREHEET S Z LI2d 0 BRAFRFENZ T MROHEHE
LR O AT T B MR E EEE L8R T 2 Z & TR RUEREDIRE R T2
LBAMR I T3,

FEIDOERBFICESBEOHRERINC L 2BERERH b b, EEXIIFETIC
E5HH ﬁh%é AROBREFRUBRERITIL, BEOBRZ TV, BEIR
o j:%ﬁbt$%Lmbtﬁﬁm&ﬂ%kﬁ%%ﬁOE%&@%bfﬁ
E728ERI M%ﬁw{@ﬁwﬁrﬁm L BEMERR DN B BAICIT. BIBRE R
EUHIDOREEDFERNBEZIT O LENDH D,



3. ERREK :
RIGEIRREE R B R ABOARBRICTE 21T - 2 ERBRABORE LT T,

[Fzhit] .
OEME IR (ONO-4538-02 3BR)
FANADY (BT, [DIICH 1o & BLSREmE L H ¥ 5 RS R I/ IV X
X OB B AEBE (ECOG Performance Status 0 & TN 1) 35 il & 56t I AH 2 mg/kg
% 3 WM CARHE L, SEFHBER CHEEPHE (RECIST A4 FF4 > 11
RRICE-S < ¥ EIZ X B CR i PR) 1 22.9% (90%(EHXM : 13.4~362%) TH
ST, 2P, BRNCRE LZBEIX 12.5% Th o 72,

QEWNE D HRE (ONO-4538-08 #HER)
LERERBEOBIBURARELZIY/VHXIERXROBHEGAEBSE (ECOG
Performance Status 0 &2 U} 1) 24 ] & X8I AHl 3 mg/kg % 2 YRR CATESE L,
EEVIRER TH 5EZE (RECIST HA F7A 2 L1 RICES FREEICE D CR
SUE PR) 1E 29.2% (90%(EHEKI : 16.7~45.9%) Tihot, 23, FRNCRE LK.
EiX 6.0%TH-oTz,

QU EMAERER  (CA209066 BR)

©vraf U AREY A VARG TFENSERZ Bl (BT, [BRAFD) V600 BED
WMERBRERISEORGIRFEZNIY/ VAR IBEROBELEAESRE (ECOG
Performance Status 0 2OV 1) 418 ] (AFIBE 210 4], DTIC & 208 #l) % xt£iZ, DTIC
AL UCARH 3 mgkg % 2 BRIFIRGCAREE L & & OBMER Ot 215
L7z, EEFER Th oA (PRIE [95%SMKMA]) 13, AFIBEL NE [NE
~NE] # A, DTIC BT 10.84 [9.33~12.09] # A T&H V. AAX DTIC 2%t LikaHE
HUZABRIER 278 LT (AN N 042 [99.79% 88X : 0.25~0.73], p<0.0001 [J&
B log-rank BRTE]) . ‘



—&— FER
- welyer FFNAS LB

<
7F 0.5
®

0 3 6 e 12 15 18
at risk$  EHFERA)

AFE 210 185 150 . 105 45 B 0

FhISGLE 208 177 123 82 22 3 0

OS ? Kaplan-Meier Bif#

@UFSMEMARRER (CA209037 RBR) ¥
A h=T (BisFEBZ) X BRAF FREHI %2 Uﬂs%}ﬁ(ﬂﬁ%ﬁ‘?‘éﬁﬁ‘@ﬁ**
BE2 I/ IVEI X HE RO EM B AERFE (ECOG Performance Status 0 & Tt 1) 405 5 (A
KIBE 272 B, ALFHE (DTIC XUIANRT TF o &7 ) 25w e OffR) B 133
Bl) ZRBIT, (LFRIEZRIRE LTAR 3 mgkeg & 2 BRMMCTRBEELZLED
AR L EMERFS L, TERMBER TH5E%FE (RECIST A FZ7 1~ 11
JRICES BFRHEICE D CR Xk PR) 13, AHINRE SNIZRAD 120 FIAARATR
SEML Sh, RERET31.7% (95%EEXM : 23.5~40.8%) Tholz, 2B, FilC
BOROREIIREL QN Rhol, b9 —2OXEFMHEE Th 2 24EGFHME (hh
i [95%fSHKR]) 12DV T 182 DA <> b (BELD) I < HRIARAT 29T - 75 R
AFIBEL 1547 [12.39~NE] # A, {LEFERT 13.67 [11.50~NE] # A TH Y . &H|
LRI LR ERICEBRER Z R I o7z (A — R 0.93 [95%EHERX
B : 0.68~1.26], p=0.6299 LB log-rank 1), |

[Z2tE]
OEANFE THFREBR (ONO0-4538-02 ER)
BEELITLH (100%) KB b, AR L ORREHENTETE RVEEEEI 3035
B (85.7%) 123D Bm‘_o FEHERD 5% LOBERIXITRD LB Thotz,



ZEBEN 5%LA EDORIER

BENRZE B (%)
C EAE 35 4
(MedDRA/J ver.16.0) 4 Grade Grade 3 UL b

QEM’FFE

ALT H8/m 4 (11.
AST 88/ ' 5 (14.3) (5.7
7L I B 2 (5.7) ]
o CK #4m 5 (14.3) 3 (8.6)
A7 L7 F= 88 2 (5.7 0
M7 o EEEm 2 (57) 0
I LDH #87/0 5 (14.3) 1 (29)
. TSH 4 3 (86) 0
M TSH & 7 (20.0) 0
CRP /M 5 (14.3) 1 (29)
SFRAEREHEN 4 (11.4) 0
v-GTP 3870 4 (11.4) 4 (11.4)
BT R oFEBHE 2 (57) 0
~ETr EUEd 3 (8.6) 1 (29)
Y L ERERY 5 (14.3) 129
T HER B . 2 (5.7) 1 (29)
MEATERT 2 (5.7 0
/MR 2 (57 1 (29)
R EREBD 2 (5.7) 1 (29)
A i BRI 6 (17.1) 0
EBE T3 #8m 2 (5.7) 0
WERE T3 B 8 (22.9) 0
Wk T4 WD 6 (17.1) 0
WEBE T4 30 2 (57 0
Y v FH M 3 (86) . 0
A ALP 0 5 (14.3) 1 (29)
AR E BN 3 (8:6) 0
iR~ —3Em 2 (5.7) 0
b 2 (57) 0
Y—TrrFrTaT A M 4 (11.4) 0
2 0

HEM B RTS
[ .
BBeaRRD 4 (11.4)

FR-E-E-E-X




eB. FIEMERMES 1B (29%) . K%k - BEOTH 161 (2.9%) | #RkEE
Bl (11.4%) | FFAREREE S 61 (14.3%) | BHEEE 26 5.7%) . FRBHSIEES
Bl (22.9%) . BIBEEF 1 6] 29%) . EECKEREE 16 2.9%) RS ESEK 1
il (2.9%) TRO LTz, Fi, TEAEHEERES, infusion reaction, 1 BIFERFE, FERK.
EEMBEIE, WK - BEIER, UK. Bk, TR, BEHRATE & 05t /MR
DHSRBIRIIER D b hro Tz,

OEMNFE IR (ONO-4538-08 35k)
BEERIT 2224 B (91.7%) TRDbh., BREL OREBEENTETERVEEE
813 1824 B (75.0%) KB BTz, FRER 5%ULORHERIITROLBY TH-
77 |

SEBLE 5% L OBWER

BREBXSE BIEE (%)
HARE : 24 B
(MedDRA/J ver.18.0) £ Grade Grade 3 Bk
2EIER ‘ 18 (75.0) 2 (8.3)
‘6 (2500

5 (208) ,
: © 5 (208) 0
BER RIS S : ' 2 (8.3) 0

¥, KMgs - BEOTR 261 (83%) . AFRAEREE | 41 (42%) . FEMHAER
16 (4.2%) RURRIRHAERE 761 (202%) TR® b, ki, BEHMRE,
MREE (F7 2 N EEHE) | BRERE (RATHEEERS) | BIREE,
~ infusion reaction, 1 BFERK, EEOKEEE (REMRIVERN. SHALK., HXE
BE) | B, EREGEE, M - BRI, SO0, DRk, Bk, FFR. B
PR RARAE K UMt i/ IMRIBA YESRBER I35 8 b /e d o e, ) :

OWESEMAERABR (CA209066 RER)

HEBSITAERE 192206 B (93.2%). DTIC Bf 194/205 B (94.6%) (T8 b, 58k
L ORBBBRATETE RVAETELITIARIERE 153/206 B (74.3%) . DTIC B 155/205
B (75.6%) ICBDBNE, WTERHORTREEN %M EOBERITTRO LB
THoir, '



WP OB THRERENR 5%IULDRIER

= FIER (%)
%gfggﬁﬁ AR DTIC 8
3 206 41 205 %
(MedDRA/S ver.17.0) £ Grade Grade 3 2L E £ Grade Grade 3 EA L
£BIfER 24 (11.7) 155 (75}.§) 36 ‘( .6)
) mwr 0 21 (102)

S SHRESECEETORE

S i 21 (10.2) - -
B 41 (19.9)

33 (16:0)
34 (16.5) S0

s (13)

2 (1.0)

1 (o.§)

25
32
85

25

10 49)

ey ’?ﬁ: i "

EREE
B
HLBE 13 (6.3) 0 4 (2.0) 0
FRBEMERG 3 (1.5) 0 11 (5.4) 0
% O EERE 35 (17.0) 1 (0.5) 11 (5.4) 0
B 31 (15.0) 1 (0.5) 6 (2.9) 0
SEERR 22 (10.7) 0 1 (0.5) 0

728, AFIBEICIS W CHREMEMRE 3 61 (1.5%) .

KIF%K - EEDOTH 6 ] (2.9%) .

E(FT v NU—EREESE) 28 41 (13.6%)
. FEEEERESE 4 6 (1.9%) .

PR
EFEE 4 6 (1.9%)

. FPBRERE

ET76 (3.4%) . B
IR REREE 13 B (6.3%) .

infusion reaction 15 % (7'3%)
BROSESELR 14 (05%) T
% - BEIER. LR, BHiR

1 BUBERRNS 1 1 (0.5%) .

HEDREL

EE 3 6] (1.5%)

wub%ﬂf;o F72. E'%Em\ HH* Er% 737“— i1
« ISR, DR RARIE F UM B e /AR IR SR B | EEcL

LN hoT,

@ESMVETIMAB (CA209037 RBR) 2

B = AR 265/268 ] (98.9%)

ﬂ:%ﬁ{ﬁﬁ 98/102 1 (96 1%) i

2D b,

BRI ORREBEFENRETETERVWEEESIIARERN 199268 F (74.3%).

= s

85/102 %l (83.3%)

IZFRD Mbto WTNNOBETRIAER S%ULOBIERIITERD

LBV ThoT,
' WA OB TRERY 5%, EORIYER
. FIE (%)
BER R TER e
%ﬁggDRA/J ver.17.1) 268 102
} o 4 Grade Grade 3 B4 E 4= Grade Grade 3 2L E
2RIER 199 (74.3) 33 (12 3) 85 35 (34.3)
MBS LR VREE - . -
Hin 18 (6.7) 3 (1 1) 24 (23.5) 5 (4.9)



. 2) WeberJ.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037

Bk (%)

%gzggﬁﬁ AR {LERRIERE
= 26800 - 102 i
(MedDRA/] ver.17.1) 4 Grade Grade 3 AL £ Grade Grade 3 Ak
A BRI E “ 1 (0.4) (U 8 (7.8) 2 (2.0)
W PRk E 0 0 20 (19.6) 16 (15.7)

/IR
mawEE
_ FRBSAEIE T

L0 12018 669

4.7)

16 (15.7)
39 (38.2)
21 (20.6) .

769
41 (40.2)

et

ALT 8/
AST /M
FREREE D
/R

_ ; o 17 (16.7)
WRERE LU EREE '
Ba e ’
FAm
ErRE
K== — w2 F—

13127

10 (9.8)
10 (9.8)

28 (27.5) 0

51 (19.0) 2 (2.0) 0

323 34 (12.7) . 1 (0.4) 5 (4.9) 0
R EBRES 16 (6.0) 0 2 2.0 0
SEEAR 24 (9.0) 0 0 0

R d, AHIBECRB W CRIEMAES 8 6 (3.0%) . KiB% - BEDTH 44 (1.5%) .
MRREE 33 B (12.3%) . FPHEAEREEE 22 0 (82%) . BHSEEEE (RMEREMEB%
%) 56 (1.9%) . FIRIREEERESE 23 61 (8.6%) . BIERE2E 1 45 (0.4%) . infusion reaction
1061 (3.7%) . BEOCKEES 141 (04%) . B 2460 (0.7%) ROEE 5% 3 Hl
(1.1%) TROLNE, Eie, TEAHEREE, | BERR, BEHEIE, Bk - B
Bige, D%, B, FF4. RERESRAREE R Ot i/ MR A SR BER 1358 b 72
L RoY e :

1) Robert C.etal. : N.Engl.JMed., 372 :320, 2015 (CA209066 &%)
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4. ﬁﬁﬁkob\’(‘
RAM L LCHAREHEE (2AHE) SRELNTNSZ Enb, YRRELE
%wfgam RCHBUENRD D, D ET, KAFIOREIE R BE L BN - 55E
L. AFIOBREIC X 0 EERBWER 258 L BIcRteT 5 2 L S0NERED, BT
 D~@OTRTEBETHRICB O THERAT S & Th 5,

O mWRIZOWNT

@1 Fio (1) ~ (5) OVTRNTHEYTIHMRTHDZ &,

(1) BEFBRENEET 55 ABRREHILUARES EEFRS A BREEILIRL.
iSRS A RO ML AR . MBS A BROREE AR YY) (TR 28 4E 10 B 1 BRRA
427 Hig®) |

() FHEHERPE (FR28F9H 1 BRR : 84 Migk)

(3) BEFRMESEET DA BRERR (A BRESIRER Be. BADIRERE
Wb, B ABRESHEERR 7 &)

4) AR EFIEE L RE L, SRAEFREME 1 X ;’c%;lém%fﬁ{fm%i 2 DhEskEUE
AR D EHZITo TWHHER (FRK 274 7 B 1 B @ 2538 HEsR)

) MEMEBEAOASFEBEMEOKREEIZRIEHZITo TV SiEsR (FRK 27 F 7
B 1 BREA : 1284 fEER :

@-2 %ﬁ%@@@&%ﬁ&&@@ﬁ%%ﬁﬁ@ﬁﬁ’+ﬁ&ﬂ%£ﬁ&éﬁogﬁ
(FROWTNMNIZERE T DIERM) 23, YZ2BEAOARRICETIHRFEORLEELLT
BESNTWBI L,

&

o [ERTGRFFEE &2$@?ﬂﬁﬁﬁ4ﬁ7&"f&T L7-1&1z 5$uh®ﬁ=b{é‘ﬁ®ﬁﬁf E=1T
S2TWHZE, Ib, ZEHJ::]: BAEDEREE £ & L-BRIEEZOIMEE T
RoTWVWB I L,

o [EMGRFFIRGHE 2ECTIFHMEL KT LRI 5 EU LD R EBHEEREZ R ORI

BEBREELTVWHI &

@ BENOERMBFREROMEHIZONT

EELEREBIIRETIEMEENEE SN, BESCENSOFRED, Ao - 2
MWERPMFROBEER CEMZII T 5 HFRIZMHR. AEFRNRE LZBEAOREE
B, ERESHITONIGHINE-THD L,
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@-1 BUERRRR ORI BT 5 B

MEMAR RS OEERBIERARA Lz, 24 RAIBHRENO T, YR
ESRRNC I T, BERLEEIERICE UTAREER U CT £0BER OERIIC L E
RREOKENY B RICE bR, B SIS - TNS T &,

@-2 ERUBFEIC L 5AFFSHINICET5ES

BABRICED BN ZMBE KR E T 5EREEERBIERAE=2 ) 7%
BOEEROAY Y —=2 R TOERE LR E IH TE 5 F— L EREH DR
ENTVBZ L, 28, BHEEAEIZOVT, BABRE L FOFKRICTHFICAMERTY
5L, |

@-3 BIEROBECMCE LT | |

BIVER (RIEMARBICME ., BEGENE. LH%. BK. BOHRARE. KBk,
BEEOTH, | BBERR., FIMEREE, RRBUSERE, mREE. BRE (Bfe.
RMEMEMBERLZET) ., BIBREE, M, EEOKRERE, #IRMAEZERSE., infusion
reaction, FEEVENL /MR ESRBER (ITP) . SBEOMERIG. EHRIBEME, DigEE
(LS - BAR - DEMEHIMGES) . WOMRNS) o3t LT, YR Lk
ERMB O BRI 2 A5 EAD L8 L BUEROBIRIGICE L CIRER OXiE S
FILNAEMICHE L), EHICEYRAERTE BANESTVE Y,
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5. BERELRDAE

[Zeit]

@ TRIEESTIEHEOVT izliﬁ*JODJQ—’?#mu LIhTnaz v, 52T

RN L, 7
. ZFﬁ'JUDEJiJv\b:;Q‘ UBBUE DEEERED & 2 BF

©) %%%@ﬂﬁ’%wa£:§é¢éﬁﬁgowfi:&ﬁ@&%ﬂ%%éﬂ&w

. MMOWBFBRBED RVBEICRY . HECAREZERTSZ k%%ﬁf%é
. ﬁﬁﬁ%ﬁ%@AﬁXiﬁﬁ®%6$%
e MEERRE CRIEEZ RO 5 BHE R OE B O REHRIIR I Yt it 2
E ORISR H DN B B 7
. BEREEAOAH. LBMNZE L XERMEO H 2 ABEROBRERD
bHBHBE
e ECOG Performance Status 3-4 0 D BE

[F2hiE]

@ 1I5%1?{£}E0)7‘£1/‘$%‘&U\4B%ﬁ{£hﬁ§®% LBECRBNTAROEHEN RS h

T3,
tkﬁmMﬁ&%%ﬁ%ﬁ#é%%t%wfﬂJmm%%ﬁK;5%%%%@?
Al L&, ‘

@ TRECERYE T 2BE T 2RFORE R CERFEIC OV TR, AAIOFZHIES

ﬁiénka#\Kﬁw&Eﬁ%kﬁgawo
o IR HEBHLFRIE,
o OFEMEEBS & OB,

(E1)  ECOG ® Performance Status (PS)

Score

EH

0

< MEREETE D, BAMLALBEEESHRBRIITLS,

1

AEEIZE LW EBNIBIR & D 0%, iﬁ?ﬁu’( BRERERE - TOERITIT 5 TLEMWTED,
Bl . BVWRE, EHIEE

2

BITAIRETE A OHFOE Y O Z L3 N CHEEMEETTE R, AHO SO%L,LJ:ii/\‘y hFANS
i@:\—a‘o

3

BBonBa0HDRIY D& LMTEARY, APO 50%UEERy RMFFTRIT,

é<ﬁw&w,aﬁwﬁwﬁbozkmé<f%&wo%ét&ykmﬁ%v@i#o
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6. REIRLTHETREEHR
O WEXEFTMZ, BUERFEEE BMREES 2 ERE ;%O%ZIK%'JVD%*&)S’(U@IE{E
RDTDeHBRERE+HICEBE L THLGERTSZ L,

)

®

BRI D, BEXIIZTORRICEMER et 2 +o0tA L, REZH

ThbRETEHZ L,
ERBWEAD=RY AL MZDNT

MR SRS Db s 2 L 35 5D T, AROREICHE-TIE, BRKE
WL EEE, ZHK, BREE) ORRBRUMET X BREOEESE, BEL+54
AT 2, o, BEISCTEE CT, MF~—7—SORELERT D
&,

AFNOBEIIEE D infusion reaction (212 TBRARFIZTO72 0D Tx 5%
E%EfTo7- ETRRAT 5 2 &, £72.2 B B LAEDOAFIE 582 infusion reaction
BHobND L bdHobDT, FHREFROFARZ S THITNAL I A
37%?@]'@'9‘5% BEOKEBE+5ICBEST ST L, 228, infusion reaction %
FEE LB AITE, ETOMBRRWERPBRICEET 5 TREZ T8I

'Té;ko

FIRBRRERERH N5 Z L2 H 5 DT, KH DR EHLAEIR U511/

SPILESGI FARIRMSAEIATE (TSH, Ul T3, Uil T4 SORE) 2EMT 5

e, , :
FHRIDOEEIC LY BEOHRERIGCERT S &%2 b B iR~ REBOHIR
R bbb L ibs, BENEDLNEEAITIE. RRLEERITS U

%ﬁm&ﬂ%aﬁ&%ﬁoE%k@%bfﬁ@&%%%%%ﬁw WE D5
RIS X 2BER R BELN 2 BAI21, ABIOHKREX TP IE, ROBIBEE R
NEVRIOBREZL2EERTD L, 2B, BIBRESVEYOREICLYEIE
RAOWERRBD bNR2WHEITIX, BITRERNVE VU OREG R OBM
LEETDHZ L,

BER T, ﬁﬁﬁ#%@ﬁﬁﬁﬁbf#%@@%#%ﬁ#é kﬂ%ét
AHIOBEKRTHRICHBERORBRIC+HICEET A &,
I@ﬁﬁf(%fl@ﬁ%ﬁ%ab)m%abh\%ﬁrﬁﬁbTVF%VZ
WEAZERHZHOT, OB, Bis, mﬁ%@rﬁw%ﬁ%m%ﬁwiﬁ’+
HEBTBHI L, 1mﬁﬁrﬁﬁbnt TidEEFIEL, A RY B
RoOBEFEOBDRNBEZITI Z &

AR OBBRARIZ BT, 1”;'25!3%!1‘*75% 37 AL, FRUEE, BE5EEHS 1
ERiT o BRI L ICEEOE M 1T TV & #5E 0, AR E DT ELN
CHROMBEITD Z &,
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AR ORI, EREF
ER R RAR
MEERIZDUWNT
BEXR L DEE
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1 RtHic

EREROADE - ZEMHORROTDITIE, TITEFICESOIOEEREMIRD
bbb, b, IEFEORFERMOESIC LY, FAERMZR EOEFRNRFTRERE
FEERNMERBSNEHT, ZNObOERSZEICKLERZBH RIS 5 2 L AIREO
RRERL 2o TR Y REMEBCEE & WEDEAS #2016 CFK 28 456 A 2 A HRIRE)
CRWT Y, EFNERSSOEAORBIHEEZRE 2L L EhTV5
SHREPRFER R, RERARR AT 0 7 7 4 VBSEEOERR LB bR
RBZENRHD, O, APERUCRESHICET 5 HHRE+o%MT 5 % TOM,
LUHEKROBELZRZT 2 EBPRS N BEICH LTEAT S & & bic, ABlfE
FIRSFEE LI BRIC BE RS % & B 2 & S TR AR — B O B % W 7o EE M B T
THILNEETH D, |

Lizi>TC, RHA KTA VT, %%&W% NETIB BN TV BESIEEN -
R RMICESE | UTOERROB#E2HEH %éﬁaﬁ?éﬁ RO HOREREMR, B2
HTRUVEBERZTRT.

2%, Kﬁ4b74/i BT R A T RS SR, AR B
FRERIEFF S, —RRALRIEA B ARARNEES, %E#&ﬂé@&AEﬁ%F?é&U
—Mﬁl&AEﬁﬁ%ﬁ SOWMADD LR LT,

| HBRERDERS : 4 P — X RHEEE 20 mg, A M—F RAREE 100 mg (—
& ReToY) XwT (RETFHABRE))

HBERBPENIHNE : PD-L1 Bt O BIBRTRER2EST - BF O IE/NHIRNTEE
NBRERAAERVAR - BE. BAKIZ, Ra7e ) X<v7 (BEFEHBEZ) L LT, 1
: B 200mg % 3 AR T 30 2R ) CREFET D,

& IR & ¥ & MSD k&t




2. AAIDOKE. 1ERKF

XA MV—F RiE8E20mg KUV 100 mg (—i4 1 RAaT7 ) X7 (BT
Z). BATF TR &V 5,) iE. PD-1 (programmed cell death-1) & FD Y H> KTh
% PD-L1 RU'PD-L2 & OfESZEBEMET S, b Mt IgG4 £ /) 7 u—FAHETH B,

PD-1 2B 1T T MM R B RS > D3k 5 7= 012 B ARRRE S FI 4 5 £ A2 508 H14E
AA v F T, PD-11d, BEDREBIZBONTEEER THROMBRERICEIRL, HERA
BERL B U A MNEXIIBRI R AERSEHI#T 5, $72bb, PD-1 XV v FER
BTAZ LV REZSRECILZ L S I NVEEZAICHIET 22/ ETH S, PD-LI

ERMBICRT 2 RRTDTHTH D2, S ORAMBETII T MIROBIE 2125
IEEBRNCHER LTV D, BAMIRICEIT 2 PD-L1 OREHIL, BHIRE. KigE.
FFHRRRER, JPEE. FE/INBAR AR fxa@%fz BBPATFERRERFTHY, EWAEFER
E OB EEINLTVWA,

BEOBA DK% & PD-L1 B OB L, PD-1 & PD-L1 O iﬂiro)
R ERIC B W TEERERZER S Z L RBENTEY, %?tf;wu{ﬁf?m@ﬂ’w L
THIRF S TW3,

AFZ, PD-1 & PD-L1 XN PD-L2 O Y A F‘@FA%Bﬂiﬁ“é ik, EE
WUNRE R OEBERS ROMIRESET V //\ﬂz%fﬁrﬂtéﬁ PUEE A & IR
5 L THIEBENE S RET S,

ABNDERBFICESSBEDCHRBERGIZL 2BWERER S bbb, EEXIIELIC
E5WH ti#ébé AR OBEFROHRERITIT, BEOBREL THITTV. RESR
B BRI BT, TR L RIS U PR ik & RBR 2 15O EAT & L O3
@J?‘i%ﬂ'ﬁ’}l&ﬁ%ﬁb\ BEORERGIC X 2BWEAREDN 256111, BIBRER/V
EUVRIOREFEDOEYRVBZIT O LENH D,



3. BRRRUSE |
PD-L1 (Bt 00 SIRRR R/ HEAT - 56 O3k /MBI O K GRIF I 34l 21T - 7o 72 ER AR
BROBRMERT . |

[ zhiE]

OERILFRFEMAERER (KEYNOTE-024 A5)

{EAEIE D 72\ EGFR RIS TS RIaME, ALK & B G FIRIER U PD-L1 Bt (PD-L1

B RR LB 5D 5EA LT [TPSI &1 5,) 250%) “OEIRAFERET -
BEROKEIRESRE (05 B, BAA40FIEET) ZXRIC. AH 200 mg 3 B

BRSO MERUREMEN, 77 F 8K L E0EERLERE (UT soc) &

Wo,) EXRL LTRSS, 2B, BETE CREETIRD bhIHEIT, &

BT 2R IERAEED bR VWEDRERIICEE LTV A BE T, IREILEOE#

A CTHRBETHRD b ETAFORE 2T 5 2 L A3 FIRE & Shvic, EERVl

B T EEEATIR (ULF TPFS) 9 ,). BIREEGE B IZ24FH (LT los)

L 3,) &N, RENELT T FT RS ST bERIE L B LT, PFS, RUOS (F

BIfEAT) 2B RBICER LT,

* o aLslnA VB Y L TRISRFEAR SN TS PD-L1 IHC 22C3 pharmDx [# =] W Tk

Eihi,
100
90 ] T . — A0 GIW
80 - X e 7IPFUBESTILENS
&£ 701
# 60 -
£ 50
40
# 30 1
20 ] ' i m% | Sp—
04 A
0 3 6 - - 12 15 18
- . v
at risk® | BIEEEEREA]
AF200mg Q3W 154 104 - 89 ‘ 44 22 - 3 1
FEFFERESGFEE 151 99 70 18 9 1 0

FhullFE 1T & B PFSOBAEMENT Br D Kaplan-Meier ti#i (PD-L1BEHE (=50%) bﬁ%‘ﬁlﬂi)



100
90 -
80
70 7

£ 60" e,

§§{_ 50 ] %-&{%%MN("‘“%M‘

£ a0
30
20 T — Amz00mg Q3w

10 oo rsrrmmeaciems

0 —-— SO —— — -
0 3 6 9 12 15 18 21

at risk# EFERA]

FA200mg Q3W 154 136 121 82 39 11 2 O
ISP EMRRCl®E 151 123 106 64 34 7 1

_ OSD HEIEITEED Kaplan-Meier it (PD-L1B54%: (gso%) Y-t 5--15i))

<

@E RS I /IAER%: (KEYNOTE- 010 FRER)
7T F TR E ST LFRIERE" 289 5 PD-L1 BBk (TPS=1%) ™ @@JIS%T ﬁafx:{én-
BROFMIEEDE (1,336, BARANFlZET) ZXRIT, & 2 mgkg 3B
IR 5 &N 10 mg/kg 3 BRIFRE S OBMER NEEMEDN, NEZ B KNY
(BT rDOCJ EWVWD,) BRBLE L TR SR, 2B, EEHMETRABETIRD
LIIZBEIT REBET 2R TIER 58D b R WE D RKREIICEZE L’Cb\élﬁ%‘f
ﬁtﬁl&ﬁ%@@@ﬁﬁifﬁ%@ﬁ#ﬁ W HN5E CAROR GG TTREL Shiz, TE
- FHMBERE X OS RUNPFS & &, AFNIDOC LB LT, 0S 2 A BICER LTz,
*1:EGFR BT EEBMEXIT ALK A BEFBEOBE CTIE, 77 F T RAZELFREIZLD
BRI Z, ZhZh EGFR BLEMEMAXIT ALK FEER 289 2 BHEERIC & 5 16RE
RETBBREMEBANLIE, )
*2 : PD-L1 IHC 22C3 pharmDx [# =] OREX v b%ﬁﬁvu\ﬂﬁﬁéhto



100
90 s 38 3 mgihg QIW
30: ‘ s ATR1OMEIRE QW
70 — PeFPRb
& 60- -
Esm Ny W HB
{401 s " R
301 '
20 el
?0”-
O ~Hrermm T ———————————————-—
. 0 5 10 15 20 25
at risk#} EFEmR]
7 2mg/kg Q3W 344 259 115 49 12 0
*#10mg/kg Q3W 346 - 255 124 56 6 0
FEIFEIL 343 212 79 33 1 0

0S DRMMHTRED Kaplan-Meier Hifit (PD-L1HHE (21%) O BEKHE)

[Z 2]
OE BRI [R5 MABER (KEYNOTE-024 3U8%)
BERRIIAAIRE 148/154 ] (96.1%) K T* SOC & 145/150 #1 (96.7%) (2580 B,
BREL ORRBERATETERWVWAEERIT. T 113/154 §i (73.4%) KO
135/150 f5l (90.0%) IZRD SNz, WTNOPOFETREER S%U\J:G)E' ERIXTRD
EBYTHoT,

b\‘?’h?)=@i¥'@§ﬁ$bx 5% EDBIHER (iéﬁﬁﬁﬁﬁﬁﬁﬁﬂ)

soC : _ . B (%)
PT ' AHIRE SOC B
(MedDRA ver.19.0) 15441 15041
£ Grade Grade 324k 4 Grade Grade 32 k-
2EIER 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
MEB LY UiREE . _
1 8 . (5.2) 3 (1.9) 66 (44.0) 29 19.3)
AMERBE 1 (0.6) 0 - 8 (5.3) 2 1.3)
T BRI HE 1 ' (0.6) 0 34 (22.7) 20 (13.3)
MR EE ' 0 .0 17 (11.3) 8 (53)
P IEEE : : ' -
FOR B RETLEEE 11 (7.1) 0 _ 0 0
© o FURIRHEERIK T AE 12 (7.8) 0 1 ©.7) 0
BBEE ' : e
B 6 (3.9) 0 17 (11.3) 0
FHI 22 (143) 6 (3.9) 20 (13.3) 2 1.3)
B 15 9.7 0 65 43.3) 3 (2.0)
A% 4 (2.6) 0 18 (12.0) 2. 1.3)



IR 4 2.6) 1 (0.6) 30 (20.0) 1 0.7)
- AHFEER LUBR G ORE

& E 5 (3.2) 1 (0.6) 11 (7.3) 2 (1.3)
% 16 (10.4) 2 1.3) 43 (28.7) 5 (3.3)
ERUE 1 . (0.6) .0 9 (6.0) 0

B - 16 (10.4) 0 8 (5.3) 0

BRRRE ‘ . : : :

TZ=r73I/7 b 10 (6.5) 0 v 7 @7 - 0

4 AT = F—¥

¥ )

T ARG X BT 8 .2 2 (1.3) 5 (3.3) - 0

) RFVRT =

5 —¥ 1M

mer7v7F=r 3 (1.9) 0 15 (10.0) 1 0.7)
#m ‘

RSO 0 0 20 (13.3) 6 4.0)
i/ NREESD 0 0 18 (12.0) 9 (6.0)
B i BkEus 1 (0.6) 0 16 (10.7) 3 (2.0)
Rt L OREEE _ :

BAREGR 14 ©.1) 0 39 (26.0) 4 @.7
el SV VN i} 1 (0.6) 0 9 (6.0) 0

fE _ :
BERERIOESARESE s

o) 13 (8.4 0 4 2.7 0
HRREE L ,

RREEE 1 (0.6) 0 15 (10.0) 0
FhtE= 2 —m R 2 1.3) 0 9 (6.0) 1 0.7
Fe
FEIR 2R, MoZBE L OMtRIEE

Pl 2% 8 (5.2) 4 2.6) 1 0.7) 1 0.7)
ERB LR THREES :

BRERE ' 0 0 12 (8.0) 0
RIEE R 8 (5.2) 0 1 0.7 0
5 12 (7.8) .0 3 (2.0) 0

25 11 (7.1 1 {0.6) 3 2.0) 0

2B, AFIFECHEMEMEEIL 9 61 (5.8%) . KIB&K - EEOTHIX 8 B (5.2%) .
PRRREE (T v - NU—ERBSE) 132461 (1.3%) . FFsEEEE 22 61 (14.3%) |
R REREEIL 21 ] (13.6%) . TEEHEEEEIT 16 (0.6%) . 1 BIFERFEIL 14
(0.6%) . BHEEE (RAMEMESEBTLS) 131610 0.6%) . BT 1461 (0.6%) |
54 - BESUSRMREE L 1 51 (0.6%) & UX infusion reaction it 5 41 (3.2%) T:®H bivie,
e, EEORBREE (BREHRIVERRE. 2R, BEXRES) | BIBHMERS.
EREMENE, Bk - B, B8O BARVLBRIRD bRAMoTE,

QEPEILRE I/MARER (KEYNOTE-010 3XER)

HEESRIT 2 mgkg Q3W B¥ 331/339 I (97.6%) . 10 mg/kg Q3W Ef 330/343 i (96.2%)
B DOC B 297/309 1 (96.1%) 1T L., HREL DEREBRNTETERVEE
BRIX, FNEhR 215339 Bl (63.4%) . 226/343 B (65.9%) KX 251/309 4 (81.2%)
CED SN, WENAOBECERRER SUULOBWERIITRO LB ThoTz,



WRRAORTRERR 5% EORIER (EaMMENRER)

SOC , BiER (%)
PT 2 mg/kg Q3W B © 10 mg/kg Q3W #f DOC %
(MedDRA ver.18.0) 3394 : 34341 30941 .
4 Grade Grade3blE & Grade Grade3lltE £ Grade Grade3llk
2BIER 215 (63.4) 43 (12.7) 226 (659) 55 (16.0) 251 (81.2) 109 (35.3)
MREB LI O U RREE . ,
=Nl 10 (29 3 (09 14 @) 1 (03) 40 (129 35 (1.6
i BRI E 1 (0.3) 0 - 1 (0.3) 0 44 (142) 38 (12.3)
ARWEE e ‘ L :
BIR R A RR R T 25 (1.4 0 23 (6.7) 0 1 (0.3) 0
BhHEE : L f . : o
TH 24 (1) 2 (0.6) 22 (6.4) 0 56 (18.1) 7 (2.3)
B 37 (109) 1 (0.3) 31 (9.0) 2 (0.6) 45 (146) 1 (0.3)
DA% 13 (3.8 0 7 (200 1 (03) 43 (139 3 (L.0)
Mg n: - 12 (3.5 0 13 (38 1 (03) 24 (78) 2 (0.6)
— i« RHERER L OB ESHALORE ~ ‘ ' : »
&’ FIE 20 (5.9) 1 (0.3) 19 (535 2 (0.6) 35 (11.3) 6 (1.9
% C 46 (136) 4 - (1.2) 49 (143) 6 (1.7) 76 (246) 11 (3.6)
AR ‘ 5 (1.5 0 4 (1.2) 0 21 (6.8) 0
FE 10 29 1 (03) 14 (4.1) . 0 17 (55 1 (03)
FRIRIRES : L , o ; v
FF R EREE A 0 0 2 06 0 24 (7.8) 19 (6.1)
A M BRE0R 0 0 3 (0.9) 0. 16 (52) 10 (3.2)
R L OREBEE : : & .
BAAR 46 (136) 3 (0.9 33 (96) 1. (03) 49 (159 3 (L0)
HERRR LU AHEES R S
R 13 (3.8) 0 19 (55 2 (06 18 (58 0
Ak 9 @n 0 10 (2.9 0 29 (9.4) 0
R REE . T _» N ‘ ‘
HRREAEE 4 (1.2 0 7 (2.0) 0 . 16 (52 0
FHE= 2 —rF— 2 (0.6) 0 3 (0.9) 0 28 (9.1) 1 (0:3)
SRR ‘ 3 (0.9 0 3 (0.9) 0 17 (5.5) 0
BREE L OB T fkEE N E - ; ,
PBtEEAE ‘ 3 (0.9 0 2 (0.6) 0 101 (32.7) 2 (0.6)
= P 25 (14) 0 32 (9.3) 0 5 (16 1 (0.3)
5 29 86) 1. (03) 44 (128) 1 (0.3) 14 (4.5 0

7233, 2 mg/kg Q3W B UF 10 mg/kg QW BTN L, MEMEMRAIL 1561 (4.4%)
B4 6] (4.1%) . KB - BEOTHILS B (1.5%) RO246] (0.6%) . BEEOK
JEREE (ERIRIREMGR ., AR, ERERS) 1316 (03%) RO 14 (03%) .
REE (F5 2 - AL—EGRE) 13246 0.6%) KO3 H (09%) . FrkkhemE
1 23 41 (6.8%) BT 22 # (6.4%) | FURIRISBEREEE 1L 32 4] (9.4%) FTf 35 4 (10.2%)
TRAEMEEREIZ 16 (03%) EO14] (03%) . BIBEERESIX 26 (0.6%) RO
Bl (03%) . 1 BUERIZ 161 (03%) BRU240 (0.6%) . BHEREE (REETHRENXE
BARE) (X4 (1.2%) KO0 Bl BEZIE 161 (0.3%) RUNO B, Bh% - BRALRLAE
JEIX 141 (0.3%) KUC0HI, infusion reaction %2 (0.6%) KUr6 6l (1.7%) TFB®
bivi, £7z, BEEMFEE, MK - HEE, SLIBERRCLHRITBO MR-
77



4, HERRIZOWNWT

AREME LTHERRERE (26FR%) BEELR VWA I b, YA 2 EY
WWEBTE IR THEIVERD D, ZOLT, AFOBRENREN2BELDE - €
L. AF|O®REIZ ibi%t@@%%%ﬁbt% IHRIST DI EBRNERTED, LT
O~@DTRTEMETHRICBWTERTIRETH B,

O® mRIZOWT

D1 TED (1) ~ (5) ODWTFNNCHEETIMRTHDZ L,

(1) EABBRESEET 58 ADREEILSRRS EER RS A DRREELSRE.
HUIRAS A ROIOEEHLRARE, MRS ARERRE R L) (FERR 2848 10 A 1 BRRR :
427 M%)

(2) FFEWRE Fh($ﬁm¢9ﬁlﬁﬁ£ 84 HEERk) -

(3) FWEFRMENEET I0VADREERE (BADZ %@%hﬁf& AR
Rk, BABREEHERE R L)

4) S ERACERIEELZREBEL ., SRIFRIENR 1 OIS SRACFRIEME 2 Ok LY
AR BB ETT> COBIERR (FRL274 7 H 1 BREA : 2538 M) (

(5) MEMEBANSEENEOHREEIRDBHEIT> TV AR (FR 27 £ 7
A1 BRFA : 1284 HEs%) : ‘

©-2 FEOLFRIER OBIERRBEREE ORI+ 2 & BRREZ R/ SE (TR
WFIVRNZEEE T D ERT) 23, %pxn/ﬁﬂﬂ)zliﬁﬂ E@‘ﬁ‘é‘?ﬁ‘ﬁ@”ﬁﬁ_%& LTEEsh
TWBZ &,

kS

. [:Bﬂiﬁﬁﬁ S 2 E@mﬂéﬂﬁﬂk’i’%T L7212 S FE LA E DB ATEEDEERIHME 21T
o TWVWAZE, b, 2FEMU B, BNAERMEEE L LBRIEEZOTHERT
TpoTWnWAZ &,

o EENRFTIEE 2EOVIITHEZRT LR 4$ut@ﬁfmﬁ§ﬁ%ﬁbfb\6_ ~
Yo b, 3ELEIE, WO AEYRE S DIRRESRE OBRIHE 21T > T
WwWaH Tk,

@ BREADOEXRMFEREROMEFITONT

EXRLEREHIIHETIECE MBS h, HESENSOBBRED, AU - B4
HEEFHBROFAR VEMEICHT 5 HHRZE, AEFRNRE L ZBEOREE
%, SERECHIATONSEHINE-STNWEZ L,




® BWERA~OREIZ2NT
@-1 HERR B3 5 B
MEMRRBREOERRBERABRAE LT, 24 HREBREH O T, YRR X
EHERRRIC BT, BB L AERICE U CARERR O CT $0aIEA OB L E
RBREORERPEBPCH/ LN, ELICHEATRERAHPE> TN Z L, |

®-2 EREFHRICLIFEESRANGICETIERS
BABRICEDLZBEMARMEBEOEEEZ2E T 2REREENEERE=4) v 7%
EOREROAI ) —= v TEITOERE L BHREIEF TE 2 F— 2 EEEHIBEH
ENTWBZ &, 28, BREESICOVWT, BARE L ZORKRICHFICAMIN T
AZ &, : ’

@-3 BlIfEROREOHBITE LT

BIVE (RIEMIRERICMN L, KBk - BED TA. FriRERRE ., BHERE (REE
BEMEBRE), NOWEE (TEEEERES. PRIBEERES. BIB#RERS) . 153
R, S8 0Bk, Wigk - REHRLARIE, sk, BEEOKREME (B HIRARIE (R,
ZFALBE, RMASE). infusion reaction, %k - B, EEMHENE, HEESE (¥
S5y NU—ERES) . DA% IR LT, YHERIDEREREEOEMM
BT HERM & EE L GBIEROBERMRICE L THRERVXEZZIT N A E&MHICH
B2r) . HbICHEDRABNTE ZEHNESTNE L,

10



5. REFRLRDBE
[Zett]

O TRIEZETIBECOVWTIAFORENRERLE IR TNEZ b, BEZ(T

PIRNWZ L,
« ABIORSICR LRBIEDBERED H 5 BE
o EEITIRL TWAREMR D H B BE

@ ROV T TRICEE T2 BF IOV, AR OB EITHE I 20

2, MOBRRBREN2VEAICRY , HECAHZERT 22 L 2 BETE 5,

o FHHEMMREDOEHUIBEEDH 5 BE

o MEHBERRE CHMEREED 5 BE R OIEENME O MU R ARG i 4
LD REMBIBH LD BE _ ,

o BORABRBOAG. IBMARE L IXERED B DRBERBOBERD
HBHBE '

e ECOG Performance Status 3-4 &V DB #H

[FahtE] ‘
O TROBEIIBWIAKOENERKRIES LTS, «
o LEFIEEORV, EGFR BMETEREME, ALK BE#EFRIER D PD-LL
BBE (TPS=50%) DHIFRARRERAET - BROIE/INARFEBE ,
o I IFFERAEELERIEREEZH T 5 PD-L1 B (TPS=1%) OEIERTRRE:
T « BROFE/NIRMERE (728, EGFR B TEEBMHE T ALK @ié
BLFBEOBE TIX, £NFN EGFR 71 ¥ % —FHEFIXIT ALK F
oy F—YRERORERE AT 28%E)
B, TPSIINALATn Y X<7 (BinFi#z) OaryS=F gk (K4 :
PD-L1 IHC 22C3 pharmDx % =] ) ZRAWVWTHIET S Z &, | '

@ TRICHKYT D BEITHTIERORERUOERHFIEICOWTIZ, ABOF RN
I INTEBLT., AROEERSRL RG22,
o RSB RRIE,
o fhoBiEMEEREA & O,

"~ &D BCOG @ Performance Status “(PS)

Score EH

0

MR EHTE 2, BRMEALABEESHRZ2TL 2,

AREIZI LWEBNIHIR S LD 28, BITAET, BIERDE - TOEEIITI 2R TE 3,
Bl BWRE, EBEE '

RONEELSDOHDOEIY DL LMTERY, BHO 50%L L2~y FABFTRIT,

E-IRUS Y | 6]

2B TRV, BOOEOED DI L3 TERY, By FABFFTETT.

11

BITRRE TEHAOHEOE Y O Z L 3T R CAEREBERIZTE 2, BHD 50%EL EizXy FACE T,




@ WEZEIA FF4 v (BARFEFAR) 128\ T, ECOG Performance Status 0~1
@D 75 Ll E, XX ECOG Performance Status 2 #V 0 BE Tix, 53 HAHE
A (FEFXELE) OEAREMERSNTEY ., 77 FTRAIOERHEREX
BEWeDERESNRN T =205 5, WERERZATORECERTIHE. 7
7 FFREIORER2< & b8 3 HRYUBAIEAI TOBRELZHF T 2 BE IR
Tk FAIOEEEERTE D, '

12



6. BEIEEL THETFXHIF
@ WASTESICML, BEREE SRS 2 BRI K S & AH 08 R OB ERE
m@t DI LBERERE T HICEB L CHLERT A &,

@

TRRBASAIZ B D $%Xi%®%ﬁuﬁwﬁ&0f@ﬁ%+ﬂﬁﬁb REzH

ThoRETEZ L,
® ERBERO=ZT A MToONT

RMEHMRERD bDID Z L b 50T, AFDORECH T - TiE, MLE
ﬁ(%@ﬂ WER RS, ) ORERE R X BREDERSE., 885+

SATH T &, F, BEIZGLUTHE CT, E~— bV —FD0RELXERT
Tk, ~ :
infusion reaction 23% & :bz}’b 52 k 73> & b, infusion reaction 23588 HNTIHEEIC

T3, EEARLEEIT &L b ERAEET S TREOREL HICBE

THI L, _
FRIHBEREE 28 b B = & 2 5 0T, AR DR 5 BIANTR O 511
PILEHIRIC FORIREREIRE (TSH. 2R T3, Ul T4 FOME) 2Rl 5

Lz,

FFHEIEE D53 & DILB = L 788 5 G A DB 5 BT R O 5 5 R
E%m_ﬁ%&ﬁE(MH_MIyGH>AW VALY VEDHEIE) B EH
THI L,

BEIEL MMERARMIIEERELALED) SOEERREBEERH OIS

_k#béwf FHOCROBREOFELHERT 5L, e, ROREMN
B LNTBAITIE, FEONCERKBEL SR TS BELIEET S L,
ﬁﬁ@&% ;n BECRERIGICERT S LE L b bEL REEOHE
BHOLNBZIENDHD, BENPROONZHEICIE. BRELAEBRIILLUE
B & RBR A FFOER & EE LU CEEZ2ENRZE 21TV, BEORE
RISic & BEIER SR B BAITIE, AFIOKRE T HIE, ROEIREE R
NEVRIDBRESERERT L L, 2B, BBRERLVE L OREIC LY EWE
BOBENED BN ARVBAICIE, @%&Ef»%/uﬂ@ﬁrmﬁﬁ@Lm
bEETBZ L,
BERTH, SR B AEBLTHALEWERARRET S 2 L R A D
AR OB EH TR HEWERORBRICHHICEET B2 L,
| USRS (BUE | BERF ST Abobbh, ERFEMES M7V F—v 2
KELZERHHOT, OB, B, E&%@f%@%ﬁ%m%ﬁwiﬁ’
SEBTA L, | BERAREDNZBACEEREZFIEL, AR V8
HOREEDOENZLEERIT) Z L,

@ AFOWERRBRIZBWT, REFA»G IEB, %nuhi RERMGLD 1 £
13IEH&’—§—‘?*T T ICEEOTEEIT o T\ T L 2 BB, FEIR S PILES

ﬁ{%*ﬁﬁf)‘j)%@mwu ?ﬁ: 5 Z &

13



RS 4

BEERIEEY A KI4Y
RATn Y Xv7 (BEFEHREZ)
UR74 : 4 M —F BE#HE 20 mg, ¥4 PV—F HHEHIE 100 mg)
| ~EERAE~

‘ P2 942 A
- EAEBE



Bk

AN A S e

XU I

AR ORI, (ERBF

B PR AAR

HEERIZ DWW T
BREXNBLRDLBE
BRECELTEET TR

P2
P3
P4
P10
P12
P13



1. 1ZC®IT

EEROEE - ZLMORIRDTDITIE, TR TEEICE SV EE/R A RD
BB, &b, WEOHERINOESIC LV, PHKERR ¥ OEHN 255 IER
FEERBEBSNBHT, InbOERMFRICHERBEICRET 5 2 L 1S HEO
BEL 2o TR Y REMECEE L YEOEAL$ 2016 (ERL 28 45 6 A 2 BMBRTE)
CRNThH, BFHNEERSOERAORBIIEERRZ Z L L ERTVS,

FARE R ER R, BREEASREN T 7 7 A VIBEFOERR EHAL MR
RBEZERD B, 0D, AERURSMICET 2 FERAHSERT 5 T TO/M,
W EESOBERHR ST I L AHHESNIBAFITTLTERTS & & bic, BUE
BARRE LB BERSE L 2 2 L N TR —EDEM & T EREE A
THZELREETH B, ‘

Lo T, BHA 542 TiE, BRBRERLINE TIRELN TV EREZH -
ASMRMICESE | DT OERROREREMZIET 2BANOLEREHE, B2
FROBEEELTT, - |

BB, BAA T4 03, MATBIEAERL ERESRAHE, ABHREARR
FRRIEE S . — B B ABRNBESR OAREREA B AREREL2OHS
DB EERR LT, . ;

B LR DB - ¥ A P — X RIWFE 20 mg, ¥4 bL— & KIEEHE 100mg (— |
B4 ~ATRY XvT (EETEEZ)) | |

HRERDPRTIHE ; ARG R BN R RS o

/BLRAAERORR : BE. KA. RATuY XvT GEEFEMmZ) LT, 1
[l 2mg/kg (AE) % 3 BREIBIRT 30 51T TREEHET 5,

8 R E ¥ F  MSDHRRASHR ,




2. AA OB, ERBF

FA bA—F RIEHE 20 mg K100 mg (—fR4 : o7 n ) X< GE{zFE#
Z). BUF A& £v9,) 1%, PD-1 (programmed cell death-1) & %DV HY FTh
5HMJ&UHM2k®%é%E§m$T5Eﬂ%UgM%/&n—foWT%é

PD-1 #RB&1T T MM E B RMEIE D & kN 5 72 DI S AR SR 5 5 72 e s 4
X%w??ﬁ%Jﬁ‘@%&ﬁ%kkwfﬁﬁ@TNW®ﬁ%§ﬁu%ﬁb\Eaﬁ
BEUR % B e ABLEIIRR R AERL 26T 2, 772bb, PD-1 XY AV FEfE
BB IVRRRERICL D VIV EELZAICHET 228K TH 5, PD-LI
DEFMBICBT DERIZDTHATH I, 2L ORAMETIX THIEOBX 2L 5
FEBRNCRIL TS, BAMIRICEIT S PD-L1 OBFRBL, BHIE, R,
FFABRE, BRELE, JE/ VRIS OA R BATFEARABRRFTHY ., EVEFRY
OHBEERRE SN TNS,

BEOD A DERKRRI T & PD-L1 BHOFMBIMEH S PD-1 & PD-L1 ORKIIEED
R ERICBWTEERREIZE S Z LIRBINTE Y, Filz e BABRRDER L L
TEHFSh T3, ,

AK|iX, PD-1 £ PD-L1 KU'PD-L2 D@V H> ROREEZMAETZZLICXY, BE
wmﬁﬁ¢®ﬁgﬁimwm%*éT)/Aﬁ&@ﬁméﬂ:#EFﬁ&%ﬁEiﬁT
5 kT#EF%%%%ﬁTé

AR DOIERBFCESBEDOREFISC L 2BWERER b bbb, BRI
E5H ﬁﬁ&é AR OBREFRCERERIZIZ, BEOBELZ 2TV, RERR
0 DN HEITIE, BB L BRICIE UM 25058 & BB & FroERT &8 Ll
s il %%ﬁw BEDRERGIT ié@@ﬁ#&bﬂéﬁA i, BIBRE RV
FURIOREEDOEYZNBEEZIT 5 LBV H D,



3. BERIREUE .
RGN RE 72 Bt B4 0D ARG R IR 24T o 72 E R BRIR B DR 2 7R 9

[F2hik] |
OERNE 1b /8588 (KEYNOTE-041 #5k)
EREROROXIEA EY AvT (BEFHRIRL) CUF (M) AT 210),)
BPEERV2 UYAVETOIEREREL A T 5RIBURTELELRAEESE 42 6

(BT SR 37 6) X8I, A& 2 mgke 3 BERMR CIF IQ3w] & 5,)
BEOEDER OVREMEBRE Sz, 28, EEFHME CREBETHRBD DN IBHEIT,
FEBAEST 2 R TIER A58 A2V S OBIRIICEE LTV 2 BE Tk, REUBOE
GG CRBETRRD DN D ETAFNORE 2G5 Z L A TREL shiz, EEFE
MBEE Th AEZE[RECIST HA KT A > L1 RICES < RRHAEIC X 55255 (CR)
IS ES (PR)] 13, 24% (95% SRR : 12~41) ThoTz, s

 OWESMEIHRE (KEYNOTE-002 3BR)

A ¥ heT itk BIREELET SIRIBYDRT e BEBAERE LRI, AH 2
mg/kg Q3W B 5 R T 10 mgkg Q3W 5 DEMER AN, [LERE (F B ANY
V. FESUIR, AIVRTTFU RV EXREARBINVRT ZF o +7 ) F%
v, BT M1CC B L1 5,) ExtBE LTRMSIE, 2B, ERFECREENT
NI b BAIT EBET 2R TERIRED b2V EDORKIICRE LT\ A
01, WELLE O EHEIR CEBETARD b3 £ TAROREZkET 5 2 L 28
AR S, FEFMEEEIZALTHE (0S) RUMEMBATHM (PFS) L Xh.
AFNIPFIE L B LT, PFS 2 ARBICHER L7,

100 -
a0 — A 2mg/kg GBW
80 s ;“.%‘ s 2538 1000 kg GIW
g 60 §
g 50 ]
3 40 -
30 ]
.20 ]
10
0 SULLLLLL | |"'":“"""I""'""""'l" J "‘""I'"""'"""I'"'"'"'""I"“‘r‘ ! | RULELLLLY Rt
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# S )
FH) 2mg/kg QW 180 131 o5 70 61 . 1R C
FA10mg/kg Q3W 181 138 99 79 67 12 c
LSRG 179 115 80 &0 48 9 G

- 0s @ Kaplan-Meier Bi#f
4



——— 37 2mgikg QW
~— ZETOmgikg QIW

] \‘ mm%%w " [t SUT—
0 : . E— . =
| o 2 4 6 8 10 12 14
at risk3% LI (R]

FH2mg/kgQ3W 180 153 74 53 26 9 4
F10mg/kg Q3W 181 158 82 55 39 15 5
{LSEGE 179 128 43 22 15 4 2

PFS ¢ Kaplan-Meier B

@/ EMAHRER (KEYNOTE-006 3UB%) _

A AT L BERBEORVIIA EY AT EEERN 1 LIRX U ETOE
IR BT SRR T AR BB AIERE 2 X RIT, K] 10 mgkg QW RER
10 mg/kg 2 BRI (UTF TQ2w) &\ 3,) BEDEERVVEEMR, A1) 2~
TERNBE LTRN SN, 2B, BRI CORBETSED DL BaIs, KEET
ERTERAED bR VEDBRIICEE LT3 BE Tk, RELEOEEFE T
EBEITHRD DD E TARROERE LTS 2 L R L Shie, TEFHER 1L
SAFHM CAT T0S) & 5,) RUMERSEAGTIR (U [PFS] L\ 5,) L &h,
AFNIA €Y A= T LHEB LT, OS RUPFS 2 BB ICER Lz



A

5 50

307~ pdiOmg/kg QIW
20 ] S XM 10mg/kg QAW
10] — #srvsawr

Qe IRAAALARLE | RS LA IR AALLELAL IRAALLALL | LARLLALL MASEARLEL
0 2 4 6 8 10 12 14 16 18
at risk#% MR ’ _
FEI10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FEomg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AEULTT 278 242 212 188 169 157 117 51 17 ©
OS @ Kaplan-Meier phiR
100
90 i e e e 210G QW
80 ] . e SFH1OPGSIG CIOW
g 70 ] SR ‘ ‘ — AEULTT
B 60
ﬁ 50
B 40
& 30- ey
20 *-«-i
10 -y
Q """"" IRRLRLRRRR IRARRLEARL IR RRARLRARL RRRRRLELL T b
0 2 4 6 8 10 12 14
o iskEY | A ] |
FH10mg/kg QW 279 - 231 147 S8 49 7 2 0
FE0mg/kg Q3W 277 235 133 95 53 7 -1 1

ABULTT - 278 186 88 42 18 2 0 0

PFS O Kaplan-Meier #ft -



(2]
OEMNE 1b #H3ER (KEYNOTE-041 R5)
HEELIT, 41/42 61 (97.6%) [CRDH LI, BWREL DRARBEABTETERVEE
BRI, 344261 (81.0%) XL, FERN 5% LOBERIZTED LBYT
Hole,

R %ﬁ$m5%uh@ﬂﬁﬁ(fﬁﬁ%ﬁﬁﬁﬁﬁ)

B (%)
soc .
PT 2 mg/kg Q3WRE
(MedDRA ver.18.0) . . 4231
“£Grades Grades 3 LA E

2EHER 34 (81.0) 8 (19.0)

ZogE ‘ e (143) o 00
RSB . 6 (14.3) 0 0.0)
BEHON : 301D 0 0.0)

728, MEMENERS 101 24%) . K% - BEEO TR 26 (4.8%) . FFHERE 3
Bl (7.1%) . TEAHEEREE 2 6] (4.8%) . FIRIREEREE 6 ¢l (14.3%) . infusion reaction
161 (2.4%) &U“s‘:a“bﬂ%' 16 24%) TRHDLNTE, Tz, HREE (X7 - A
—IERRESE) | BHEERE E (RMEREMEERS) | BIBESE. | ERA. BED
KEBEE (B HIRIRAE @ﬁi LA, EREHES) | Bk, B - BIHRARRE,
EREMESE, MK - BIERERRLHRIIZ D N0 T,

OMENE NARER (KEYNOTE-002 R5R) ,

BEERIT.2 mgkg Q3W & 172/178 11 (96.6%) . 10 mg/kg Q3W B 178/179 il (99.4%)
R OVICC B 167/171 B (97.7%) IZRH B, BREL ODRRERNBETERVESE
FRIX, TNTH 121/178 B (68.0%) . 133/179 fl (74.3%) KOt 138/171 B (80.7%)
BB, WTROOBETREREN S%UEORIERITTRO LBV Thot,



® wfnmo#?%ﬁ$ﬁs%uhwm#m(fﬁﬁﬁﬁﬁﬁﬁ@)

soC Fi% (%)
PT 2 mg/kg Q3WEE 10 mg/kg Q3WEE ICCE
(MedDRA ver.18.0) 1786 17941 1716
] “£Grades Grades 324 E %Grades Grades 3L E £Grades Grades 324 L
2FI{ER ) 121 (68.0) 20 133 (743) 25 - (140) 138 45 (26.3)

3 LSRRI
BF BRI AE
Iﬂl/J\*ﬁﬁ”‘?"‘ (

©06) (0.0)

(2 8) 0 0.0 35 . .
&Jﬁﬁzﬁg , 61 0 0.0 (5.0) (0.0 2 (12 0 0.0
%5 _ 37 (208 0 - (0.0) 42 (235 (0.0) 6 (35 0 0.0
b33 ) 21 (11.8) 0 0.0) 18 (10.1) (0.0) 8 (@7n 0 0.0
BREBIRE S 5 @28 1 0.6) 10 (5.6) 0.6 0 00 0 (0.0)
SEHOE 10 " (56) 0 0.0) 9 (5.0 (0.0) 2 12 0 (0.0)

SR 2mg/ng3wﬂ¥&Ulomg/ng3WE¥ n‘ou\f%n%n R A AR 1491 (0.6%)
R4 (22%) . Kk - BEOTH 16 (0.6%) RO6H (34%) |, wHikES (¥
S e N L —EERESE) 2 61 (1.1%) ROV 0 I, FFHSREREE 13 41 (7.3%) T UY 15 11 (8.4%)
RAREEEE (REERENEBAZ) 161 (0.6%) RO1H (0.6%) . FEAMEEREE 1
B (0.6%) BRI B (1.7%) . FORBAEEEREE 14 6 (7.9%) KU 15 4 (8.4%) . infusion
reaction 2l (1.1%) B3 61 (1.7%) . BEQKEEE (REHBEIRERRE. SHAL
BE. HERBES) 161 (0.6%) RO (0.6%) . B 16 (0.6%) R0, EFEMH
AR 0 BIRO 1B (0.6%) . Mg - BEBESE O BIRTN 1 B (0.6%) . LNTH YL 5B
%0 BIRU2 B (1.1%) TR bivic, Ei. BIBEE, | BEERRE, H%k - HEE0mE
TRIE R OSSR bz ho e, |



OB IR (KEYNOTE-006 E&%ﬁ)

BHEFZIL.10 mg/kg Q3W # 264/277 #1(95.3%) , 10 mg/kg Q2W B¥ 275/278 151 (98.9%)
T OV IPL#E 239/256 5 (93.4%) 12D b, BWREL DRRBENEETCERVEES
03, TN 202277 F (72.9%) . 2217278 B (79.5%) KT~ 187/256 il (73.0%) 2
BOONTZ, WTENPDOBETRERN 5% U LOBERIZITEDO LB ThoTz, '

£ _VTRSORTRIENR 5% EOBIER (RAMANR SEM)

B (%)
S0C 10 mg/kg Q3WEE 10 mg/kg Q2WEE PIEE
(MedDRA ver.18.0) 277 27841 25681
2 Grades Grades 3L £ “2Grades  Grades3LkE  ®£Grades  Grades 321 E

QEIH/FJEH . 202 (729) 28 (10.1) 221 (79.5) 37 (13.3) 187 (73.0) 51 (19.9)

'mﬁmwﬁmﬁr
| TRIRAEIS T

BEEABLURAHARS
PO :
Ldzb]

65 (25.4)

o

;2 0 0.0 37 (145) 2 (0.8)

SEMO 0 (0.0) 4 (16 0 0.0)

723,10 mg/kg Q3W B K U 10 mg/kg QW BHZ B W TENE ., MEMEHRE 461 (1.4%)

BB (04%) . K%k - BEDOTH 10 61 (3.6%) K13 Bl (4.7%) | FhigfsE

(X5« NU—IERRESE) 26 (0.7%) KUN0 ), FHEEEREE 1461 (5.1%) RU823

B (8.3%) . BMEEE (RUEEMEMBTXRS) 261 (0.7%) EO14H (04%) . T&E

AHERERESE 1 41 (0.4%) ROV 161 (0.4%) . FIRIRMEAEREE 28 1 (10.1%) KUY 33 4

(11.9%) . BIBEE 16 (04%) KU26 (0.7%) . infusion reaction 7% (2.5%) Xk

O S  (1.8%) . 1 BUERI 1 6] (04%) RUNO Bl BEQRERE (KB E

BE. STALHE, |RAES) 0 BIR U B (0.4%) | BES 161 (0.4%) ROV 1 4 (0.4%) .

ﬁ%ﬂ PRACFARAFAE 1 6 (0.4%) RUMO0 . FRZ - BERESR 0 BIROM 1 ] (0.4%) . 3
IS E K 3 F (1.1%) RO 1 Fl (04%) TR LN, £, BEEBENER

uﬁ%* RO Do T,




4. HERRIZHOWT

A LTHARERAE (FARE) REELRATNB I Lnb, Y ﬁﬁ%ﬁ@
CEHTE BMRTHILEND D, TOLT, AFIOREIE 2 BE LD - HE
L. $ﬁ®&5’ibﬁﬁﬁﬂﬁﬁ%%ﬁbt%:ﬂmfé*kﬁ%%&tw\uTm
D~@DFT _RTEB-THRIZBWTERTARETH B,

@ mRITONT ‘

@1 FEO (1) ~ 5) OVWPhLCELTIMBETHDZ L,

(1) BEZBRESEET 28 ABREFILI S EERFRIAZ SRR LR,
HIBAS A BRI AR, A A B RERB 2 ) (PR 284 10 A 1 BRRA

427 HEER) '

(2) FEHH Fh(%ﬁm¢9ﬂlaﬁﬁ 84 M%)

G)ﬂﬁﬁﬁﬂ$#%ﬁ?6#h SRR R (BSABRESERERE. BARREE
WHFRE, BABREEHEERFER L)

4) A FALFREEZRE L. %%{B%ﬁ(ﬂn%1X19$5E{t%1?{£m%2®75’@ %L

C RBBHEITo VAR (ER274E 7 A 1 AR @ 2538 FERR)

(5) MEMEEALSFEEMEORRERIRIBHEITo W HiER (FR 27 F 7
A1 BREA 1284 B

D2 EtEEEOLERER CBIERRRR ORI+ 2 mikL BRE FoEM
(FEOWTNNITHEY T 3 E) 2, YRR OAFICET 2EROBEEL LT
EEIshTnaol, o

#

o ERMfRITREE 2 E@*ﬂﬂiﬂﬂﬂl&%ff&T L7212 5 L LR ABROBKRIHE R
ToTWadZ e, 59b, 2 £ LEIZ, BAEYRELE L LEZBKRESFOME
ZITR>TWDHZ &,

. Eﬁﬁ#ﬁﬁ%2¢@M%m%%%Tbtﬁ SEML@&EE&E% 2D R
KRBREHELTND I &,

@ BANOERMBEREROEHIZOVT |
EERERERICHEETIEEEPEB I, HECENDOBRER. BN - Z2
 HERFHEROTEROEMEICANT 5 IEREM,. AEERBRE L LBEOWMEE
B, ERHONTITORSERFHPESTND Z L,

10



® BMERA~OFRIRIZONT

@-1 BIfEAREB RO ISR BT 2 B
MEMMEBREOERZEMERRRE LBIC, 24 RHBZREROT, BFMERXIT
BRIV T, BERLEZEBWERAICIS U TAREBRR O CT £0RIER DERIICVE
RBREOFHERPYBEPIIBLN, EbICHIETRZEHNESTNE L,

@-2 EREEEIC X 5SS 5 EN

RABRICHD 5 EMNARMBRE R AT 2 EREFENBER =) v 7%
EDREROAY Y == 7 2ITVERE L 82 5 TX 5F — DEREH S ER
ENTVDZ L, 2B, BEEBIZOWT, RABRE L ZORKIZHHITAM ST
5z,

@-3 BIfERADORETFCXHIICBI LT ‘

BIER (MEMMERBIZMZ, KBk - EEO TR, ITHEREE. BlERES (REg
MENBAS) | AORES (TRARERES, TRIFMERS. BITHERS) | 1
RIGERT. SE SRR BR - BRHRARE, BR, EEORERE (RUBHKEIRIER
B, ZHBE, BHREES) | infusionreaction, FH - BERES, EEMENLE, HRE
EF (FT7 v NVERES) | OHRE) IS LT BEERILEBEREEORF
Mt 2H 3 2 EM & EE L BERAOBEOMINICE L THERUIXEEZIT o4
FichbnZ L) | ELICENRLBR TELHRPE-TNDE I L,

11



5. BERBRLRDBE
(Z4iE]
O TRIEEUTIAECOVTEHAFDORENBERLE ShTND I LD, BEETT

@

biwz e, |
. Kﬂ@m Wt LIRBUEDBEERED H 5 BE
ﬁ%x&ﬁ%bfwéT*ﬁ@%5$%

BEMOFTHHIZB VT TFRICEY T2 BF IOV THE, AAOR S EFHREI LR
. MOBEBIRESR2VEEICRY . BECANZERT S L2 ERTX 3,

o MHEMMEBOSHIIIBEEDH D BE

o MMEGHEE CHELZ wbéﬁﬁﬁUﬁ@ﬁwﬁﬁﬁ%W*%m%iﬁﬁ
ZOMCREREMNRLONDBE '

s HORBEEREBOAH. Xi@@%&ﬁb(iﬁ%ﬁ@ﬁaﬁrrﬁﬁﬁﬁ@®
»HHEE

«  ECOG Performance Status 3-4 0)%%

[B%hit]

)

m%ﬁ&ﬁ@&w$ﬁﬁom%ﬁ&ﬁ@&éaﬁ kwrﬁ%@ﬁ@ﬁﬁréﬂ
TWo,
tﬁ\mvmﬁﬁ%%ﬂ%ﬁ#a%%m%mfﬁ\mv&m%ﬁmié%%%%ﬁ
T5Z &,

FRRICEEY S 5 AR OB R OB R F ISV T, AR A SIEARES ST
B, BROBERHELRERV,

. B,

. HOBEEAIEER L OB,

&) ECOG ® Performance Status  (PS) .

Score

&

0

BB EBCE 5, BREI LA R EAEENHIBRR < 11X B,

1

AEEICE L WEBNIHIR SN 523, HITARET, BIERERE - TOMERIIT S Z LB TE 5B,
Bl BORE, EBIEE ' ‘

2

BATARETCRALODOHDEY O Z L i+ R TAREMEZIITERY, BHO 0% xRy R
"C\\i@:‘—?_o ) )

3

RonBROEOE) DL LAcE v, BHo 0% ER <y FRT BT

4

LBV, BROFORY 0 Z L2 TERY, BEECy FAFFTBRIT,

12



6. BRECELTHERTN&EHER

@
@

®

WCEFICNZ, BUEREE DR RET 2 EHEICESE RFORMER OEIEME

HBOEDICLERERETDIZEBR L ThbERT L&,

BRBRLRICESL D, BEXIIZOFRICADER VERELZ+ARBA L, AE2E

THLBRETHIL, | |

ERBIERAOR T A MZOWT

e MEMMEREBRHLOLNBIENRHEOT, RKEOEREIZH T - Tik, M
K (BE, FRREEE, W) ORERR MR X BREOERS, BRr+
FTATHZ L, Eie. BHEIZG U THEE CT, MiE~—7—S0REL £
5z,

* infusion reaction 233 & fb?h 2= 2 B, infusion reaction H3FRWD LN 7-EAIT
X, EERABEITI & & biT, ERBEIET S E TREDRES FOICEBE
TAHIE, '

o FRIBEEREEN B S b B I L ith 50T, AFIOR G BEET RO 55
CTERIRIC RARARAERE (TSH, 088 T3, L8 T4 SORE) 2EHET 5

T,

o FFHMEEREENRD OB Z LR B 0T, AFIORSEAN R OB SR P
TEHIRCATHERERR A (AST. ALT, y-GTP. Al-P, ¥ U VE U EDEIE) 2 EH
TBHZ L,

o BEIER IPARMIHEREXEZED) SOEERIBEERHObNS
TEBHHDOT, EHMCROREOFELHRTHZ L, £z, BROEREMRN
BOLNIBEITE, BONICEREEEZR T2 L5 BELRET L,

o AFIOBEICLY, BECRERNICEET S LE 2 b L RERSHE
BHbbN2ZLBH5d, BEPRDONESHEITIX. BRLEBRIIL U
EFAR 2405 L R 2 RO & LT 2R B 1T\, BE DR
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