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=A< (BIETHBRZ)
(Fe4 : AP —R AR 20 mg, F 7P —REE#EE 100 mg)
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1. XT®IC

EHELOFDME  BEMOREBREOTHIIL, WAXESICESWEEIERERIRD
bha, b, IREORZEHFOESRIC LY, REAERRZ & OB LFTHRIERS
FEERBABINIFC, INOOEERZHEICHERBHEICRET 3 Z L ARED
MELRRoTRY BEMEGEY L EDEARFE 2016 (Fk 28 46 A 2 B EFHBRE)
BN Th, EFHNEERMSOEROREHHEZRZZ L s TNS,

STRERMFEER Y, BEERACPESM T 7 7 A VBBEFEOERR EALMICE
RBEZERDD, ZOH, FHHRVEL2MEICETIHRS+oEMT 5 ETOM,
UHERLROBEZHMIZTIILBHMFENIBERCHLTERATSI & &b, BIfE
FANRBE LB NER ISR & A2 N —E0 B2 TERBE cEA
THZLLEBEETHS,

Lo T, BHFA FIA Tk, BREERLINE TITE LN TN EFIEFR -
BREMRMCESE, UTORESORERMERZIET 8.0 b NERER, B2
FRUEEBEFEETT,

BB, KHA FTA 3, BTEEAERLERBERG S, AREEEARSE
FRERIEE Y, — T EEA B ARRARES R CAREMEA B AL SR ES OB
DY EVERE LT,

RBRERBERD ATV -REAREHE 20 mg, &7 P—REHHE 100mg (—4
=R AT (BETEER)

HRLBAPRNEHE : RGBT EHBENE

HELEARERCAE | <{LEFRERBRORISTRFELAEMHEAEBRE DEE >
BE. A=< 7 (BEFHEEZ) LT, 1E3 mgke
() % 2 BRI CAWEHET 5,
A Y AwT BEFEEL) LOFBITRNT, BE, BRARE
=R~ (BEFHE#RLZ) LT, 1B mgkeg ((KH) 238
MR C 4 B AREHET 5, TO%, =FN~7 (BEFHEAL)
& LT, 1A 3mghkg (FRE) %2 HREMRCRBERET 2,
< FEFRERERORGTBRTRLBEERAEREDES >
BE., RACR=FVT (BaTFl%L) LT, 1 B3 mgkg
(A1) %22 BMBARXIE 1 E 2mgkg ((KE) % 3 BEMETA
RS 5,

B R 7R ¥ APPSR TERSH




2. FRIORK, (ERBF

A7 P — R I EHE 20 mg BN 100 mg (—AR% =R~ T (EETHEERR) ., BLF.
(AH]) &, MFERTERRESHE ATV 7 A ATV A MM w4 —X R
7 A7 (BMS) ) 23BH% L7z & I PD-1 (Programmed cell death-1) (2% 5 & M 1gG4
)7 u—FAGKRTH S,

PD-1 ¥k, &ML LY 98k (T #MIfE, BHRE T F 27 0% 5 —THIR) RUE
BRI SIS 5 CD28 7 7 £ U — (T AR OHEML 2 MBI IE L 2 I HIET 55
FE) WRTASARETHS, PD-1 MR RBIICRIRT S PD-1 Y A ¥ (PDLI
BEUPD-L2) ¢S L. Vo BRICMEHES 7B EEL TY - 3RoEE{bikE
AICTAH LT3, PD-1 U F FidGuERRHIRIAIC e - Otk 22 EEARICRE
LTk, ERAEEENLEER L EEERICRITS PD-L1 ORRLIFHROLEF
B & ORICADEERBRERSH 5 Z L RREZINTWVWS (Cancer 2010; 116: 1757-66),
e, ENRAEAE TIEREE T MERBEET DA v F—T 2 H = (IFNy)
Iz ko T PDL1 OFBENPFESh, G LZEERARICBIT2 PD-L1 OBREFHED
EEHE L OBMEECHBRERH 2 LOWELHS (Sci Transl Med 2012: 28:
127ra37), & HIZ, PD-L1 ZMHIRR S Sl AMIRL, FURKSRR CDS B T ik
OB ETEIEE T X & 558, FUPD-L1 AT PD-1 & PD-L1 & DS EBETS L
FOMPBEEIFHNREET D Z ENRENTWS, LD Z L )b PD-1/PD-1 Y F v FE
imiﬁh%ﬁﬁﬁﬁ%ﬁ%&T%ﬁ#&@&ﬂ%%@ﬁ?é%#@—oaLT%%B
nTna,

AT EABROKE RS b PD-1 @ﬁﬂmﬂ%ﬁﬁ (PD-1 ¥ ¥ lvfmﬁw) A L.
PD-1 & PD-1 U H v FEDOFBAEEET A Z LI 0 BARRBERE T HROTEME
R OB AR T 2 HIREEEM 28T 5 2 & TR R EE I RETRT 2
ERERINTWD,

EHOERBFCES GAENRERKIC L 3EHERERH bbh, BEIETR
ELREERD B, FAFROFRGFRUVEBEERICE, BEOHELZT+HITT., EEMNR
B BLNEBEATE. BRLAESITES U MRk b R 2 R OE & B U OR
N2 BRI T 21TV, ﬂﬁwﬁrﬁmkiéﬁﬁﬁm&bna%Ahm BIBERE RV
LR OB EEOEE LB LTS BDERD B,



3. ERPERRER
BRI R BN EA B ORI M Z 1T - R ERBRAROKEE T,

[FE]
OEMFE TR (ONO-4538-02 RUER)
EANRY Yy (LIF, IDTIC)) 2 & A{bSREEEE 3 2B HR R IIH/ VA X
IR OBEMEEANERE (ECOG Performance Status 0 & T% 1) 35 5% #1412, A 2 mg/kg
% 3 EBHERCRRERE L., EEIMEEE CHBEHFE (RECIST H1 K74 > 1]
Rz B3 < FRHBIZE D CR Xik PR) 14 22.9% (S0%IEHEXM : 13.4~36.2%) TH
ST, B, BANCRE L-RHEIX 12.5%TH o7z,

OEMNFEIEHER (ONO-4538-08 FABR)

L ZFERBROBIBURA LMY/ VHXIBEROBYHEAEESE (ECOG
Performance Status 0 Fe U* 1) 24 B & 382402 AR 3 mg/kg % 2 BRI TR #ELE,
FHEFIEE THAEHFE (RECIST VA FF A2 1.1 FIZESS FRAZBIZES CR
iX PR) X 29.2% (Q0%SHEIRM : 16.7~45.9%) ThH-oiz, 285, FRNCHRE LR
HiX 6.0%ThH o7,

@SB IERER (CA209066 FRER)

vraf = O AHEY 4 VABREGFEMNREaZ Bl (BUF. TBRAF]) V600 ZEROE
VEFRIERTBROBIBUIBRARELIH/ VA IFROELBAERE (ECOG
Performance Status 0 RN 1) 418 81 (AKIBf 210 #. DTIC B 208 #) %4z, DTIC
58 & UCARHK 3 mgkg # 2 BEIERECEBIHE L & & 0FMER VL2 F G
Lz, XEFMEE THLREFHHA (UUT, 081 (FRE [95%EHREM]D) X, &
FIBEZ NE [NE~NE] # B, DTIC BT 10.84 [9.33~12.09] # ATh Y, FHiZ DTIC
128 LI ERICHE B REREZ R L (01— FEL 0.42[99.79%E 1R X[ : 0.25~0.73],
p<0.0001 [J&HI log-rank RE]).



—A— FHR
Yo HDIIT LB

0. e,
F o
* 044 2

mﬂe%m1
0.3- &
0.2 oo
0.4-
0_0._| LR B LA M S D A I AL [ A
] 3 & - 9 12 15 18
at risk3¥ 4£1EHAR (B)
AHE 210 185 150 105 A5 8 0
SHIGL R 208 177 123 82 22 3 0

K 1 OS ® Kaplan-Meier Hi#

@SB AR (CA200037 3RER) 2

ALY AvT GBEFHEEL) (BT, £V A<7)) XidBRAF BEAMZSTMEE
REBEEAETARBYBRTAEL2IH/VHXRERXOEHEAEBRE (ECOG
Performance Status 0 Ut 1)- 405 ] (ARFIFE 272 4, {LFEFE (DTIC XA NVER T FF
ERZ ) EFEAEOHR) B 133 F)) BRI, EFEREE R L LTHHF 3 mg/ke
# 2 AR CRBE L E0FIM R CREMERIT L, FEFMER TH 5
Zshse (RECIST HA NI A > 11 fRICE-S S PsubEIC £ 3 CR UL PR) iE, AFIAR
B SN B0 120 FINFRTRER & i, FHBET 31.7% (95%FHEXH : 23.5
~40.8%) Thote, BB, EANCEDRORMEIIREL W ihote, b5 —2DE
BFMHEE TH 5 08 (PRE [95%EWEMD iwovT 1820~k GET) #
W T PRI 24T o 7o R R ABIFEE 15.47[12.39~NE] U A | {b59REH T 13.67[11.50
~NE] # A ThY., FENHMEEREICH LR ENRERERERERE P (N
H— K 0.93 [95%IEIERRE : 0.68~1.26], p=0.6299 [/BR] log-rank HRE]).

A TR (ONO-4538-17 RER)

LSRRG EOBETRTFRANYM/ VX IBROBLRGBHEBSE (ECOG
Performance Status 0 T8 1) 30 BlERRIT, AF LAY a7 %0 (LT, 44
+AEY AwT)) HRE LR, EEFTEE THBEHE (RECIST HA FF1 2 11
RS RRBEIZ LD CR Xid PR) i 33.3% (95%EHHIER : 17.3~52.8%) Th
o, BB, FANCRE LBER 23.8% Th o7,

5



®MS BIFRRAER (CA209067 FABR)

b2 FRERIBBROMIBERAELME/ VO EHEAEAE (ECOG Performance
Status 0 RO 1} 945§ (KFI+A LU A7 314§, AFBE3H, AV AeT
BE3IS B EBIT, AT AT REEGBL LTRF+A E) bv T RERUFHA
BEOFMERCE SR L, TEFEHEE TH 5 08 (PRl [95s%EHX 1)
DRAEIRNRERIX, AH+ A Y A<= 7B T NE [NE~NE] ¥ B, AFIB T NE [NE
~NE] #H. A €Y A-TRET 1998 [17.08~24.61] HATHY ., A+ LY b
TRERVCAFAFREE A Y AT REICH LEFEHICEERER 2T Lz (RH+
A BV A T EE AP — T 0.55 [98%ISHEX ] : 0.42~0.72], p<0.0001 [/ 5 log-rank
BE], AREE  ~P— FLb 0.63 [98%IEFEER : 0.48~0.81]. p<0.0001 [J&H log-rank
BIE]D.,

HRiHE

041 ok FH+EULATTR %ﬁh“_@hw
0.3 e B BB
0.2{ -©& (EYLTTH

01 * . ARUO : $T81Y
0.01

® 3 6 9 12 15 18 21 24 27 30 33 438 30
at risk#% $4M ()

EM+AEYLTIE 314 202 265 247 226 221 200 200 198 192 170 48 7
KM 316 202 265 244 230 243 20f 101 181 175 157 55 3

AEYLITEE 3156 285 254 228 205 182 164 149 136 129 104 34 4 0

B2 OS @ Kaplan-Meier g

* o AH LAl mpke (KE) LAY A7 3 mghkg (BE) #FRAK 3 ARBRC 4 BELAHEG
BLt, 2% 1 E3 mghke (FH) %2 BMBRCARRELE, SFRTSRIZBVTIE,
AFNEBICREL., A1) AT EERROBRERTHE I LU LOREEZ RV THRE L H
Lk,

(2]
OEAFE TSR (ONO-4538-02 FBR)
HEFZI2H (100%) (KEBD b, A% & ORI RBEFRTE TE RWVWEEERIL 3035
7l (85.7%) KBD bk, BEREH SHLEOBMERIITROLBY ThoTte,



1 FERN 5% LORIER

BEBIASTH P (%)
HAFE 3541
{MedDRA/J ver.16.0) £ Grade Grade 3 Bl E

30 (85. 7) 9 (25 7)

Ay ey
Bl 2 (5.7 1(29)
DP‘W% . 2 (57 o

%H?'Fiiiﬁi’ﬂﬁ%? S

ALT iEJJD

4
AST H#§hn 5 (14,
M7 2 B 2 (5D 0
e CK H#4n 5 (14.3) 3 (8.6)
ez V7 F= 2840 2 (57 0
fiep = o EEn 2 (57 0
e LDH #8h0 5 {14.3) 1 29
fosh TSH &> 3 (8.6 0
i B TSH #30 7 {20.0) 0
CRP 3/ 5 (14.3) 1 (2.9)
SFEEERECEM 4 (11.4) 0
y-GTP H3/mn 4 (11.4) 4-{11.4)
R 7 ¥ o 2 (57 0
~F Y o E R 3 (8.6) 1 (29
U L BREOE 5 (14.3) 1 29
FFPIREIR D 267 1 (29
BT 2 (57 0
e MRS 2 (57 1 {2.9)
FRIMIRELFR L 2 (57 1 (29
19 i BRI 6 (17.1) 0
S T3 10 2 (57 0
sk T3 Wb 3 (22.9) 0
Rt T4 6 (17.1) 0
EERE T4 BN 2 (5.1 0
Y o FETHEM 3 (8.6) 0
A ALP 330 5 (143} 1 29
FLRIRIRGUE B 3 (8.6) 0
AR~ —J—Hn 2 (57 0
PFriEHREIm 27 i}
H—TFryFr TRT A M 4 (114 0
1% CK Hb 2 (5.7 0

v

(B L RS RIEE
ki

HififE= 2 —goSF— 2 0
SRR LUK TR
H3E 6 (17.1) 0
% 5 AR 11 (314 0
R 2 57 0
BRI 2 (57 0
JistEtedsdr £ 2 (57 0
A kg 4 (11.4) 0




2B, BIEMEMNEER 1 # Q%) . Kbk - BEEOTH 1 4] 29%) | S
Bl (11.4%) | ITHEAERES 5 B (143%) . BHEEE 26 (5.7%) . FIRIBHAEREE 8
Bl (22.9%) . BIEEE 14 Q%) . EEOEEEE 1§l 2.9%) RUSE SFEEL 1
#] (2.9%) TRH LN, Fio, TEEEERESE, infusion reaction, 1 BHERR, ML,
HIERGEESIE, Badt - BIRAE, DR, HR, TR, SEBRARE/ I 45—k Uk
et /MR MESRBERIT R ® bz b o o, ABRIERARBIRIL. YESOBEE
8 (RRRAEEREZE0) 2E80EHERERT,

@ENEUHFAER (ONO-4538-08 FAER)
FEESIT 22724 Bl (91.7%) KRD b, BREL ORERBELTETERVWEEE
Zd 18/24 # (75.0%) IZERH BT, BEHER SR LORBERIXTHRD LB Tho
Yralll

#2272 RERY 5% EORIER

BEARSHE g (%)
AL 24 41
{MedDRA/J ver.18.0) ' £ Grade Grade 3 Bl b
£EIfER 18 (75.0) 2 (83}
[P S

 MRRBEETE
B E T e
TR

Lo
e 0 TRy LT E
Ll S
CEWEEC R IR
E:

Y 5 (208) 0
HEH B SR e 2 (8.3) 0

frk, KR - BEOTH 2 4 (8.3%) . AFEEREREE 1 #1 (42%) . TEMAHEERE
F 11 (4.2%) RORRIBEEERE 76) (29.2%) TR® bivi, £, MEMEMEE,
WIREE (X7 AL—EENE) | BREEST RPEHEETRS) | AITRSE,
infusion reaction, 1BU¥ERRT. EEOCKEIES (FREHRIREGRE., AN, EHXE
B | Wk, BERENE, B - BiRL. S5 BE. DBHR. Bk, IR, 885
FERMRAE/ X A 3 F — R UMRER M f/MEI PR BER IR D b da o Fe. RBIMERR
BRI, YREROBERES (BRREEREZ2S0) 230HRIERETT,

UESM S IAAAER (CA209066 AER) Y
HEBESIIAKIBE 192/206 F1 (93.2%). DTIC B 1947205 ) (94.6%) 23R HiL. 1BR
e ORRBRPTETE RVEEFRIIAFARE 153/206 #1 (74.3%) . DTIC B 155/205



Bl (75.6%) 8RH b, WENPORTREER s%l LORIERRTEOLRBY
—C"ﬁ) 2 7):0
#3 WO THRERN 5% EoRIER

- ¥k (o)
%gﬁggﬁﬁ AR DTIC
(MedDRA/J ver.17.0) 206 9 " 205 )
£ Grade Grade 3 BA 1= 4 Grade Grade 3 5L E
£BWER 155 (75.6)

36 (17 6)
PR SRR L S A
FPEREPE 0
AR
CRET

23 (11.2)

22 (109 0 25 {12.2)
TFif 33 (16.0) 2 (10 32 {15.6)
B 34 (16.5) 0 85 {41.5)
13 (6.3) 43 (21.0)

5 (122)
30 (14.6)

41 (19.9) 0

R SRR T
i

Wm

ENBIUETEERE e . :
AR 13 (63) 0 4 (2.0 0
FeuE R A 3 (1.9 0 11 (5.4 0
T 5 FEE 35 (17.0) 1 {0.5) 1 (5.4 )
s . 31 (15.0) 1 (0.5) 6 (29 0
nEiEaNE 22 (10.7} 0 1 {0.5) 0

7wk, ZI:%JF;‘%\_ BOCRIEMARE 3 4 (1.5%) . KIBK - BEO TR 6 i (2.9%) .
MRS (X7 v - AL—EERS) 2841 (13.6%) . JTHEES 76 3.4%) . Big

IhaEWJ (1.9%) . TEMAEHAERE 4 5 (19%) . FRBEERE 13 6] (6.3%) .
infusion reaction 15 1 (7.3%) . 1 BYBERRAT 1 1 (0.5%) . EEEDOLEEE 3 6] (1.5%)
BROBEESBEA 14 (05%) TERDbhie, i, EIJ'%FE.:., fEde, EREFHEIE., FM
7% - RIS, DR, BER. FFRR. BBURRARE/ I A/ — R Ue &t /MR %
SREFIIRRD b ok, FAREIERRBIRRIL, YRFROBEFSR (RRREER
BEED) 2ELEHBERETRT,

@?’@%%f‘u*ﬁ%ﬁ%ﬁ (CA209037 BBR) 2

HERSUIAAIRE 265268 51 (98.9%) . {LFEPRIERE 98/102 1 (96.1%) B LI, A
BRI L DR REGHREETERWEFERITAABE 199268 51 (74.3%) ., {LEFIER
85/102 B (83.3%) 2 bz, WINIrOFF TREAERN sl LORBIERIRXTERD
EBDChot,



#£d4 WTRIOFRTREREN 5% EOBRHER

- ¥ (%)

BER G T
i 102

(MedDRA/I ver.17.1) £ Grade Grade 3 LLE £ Grade Grade 3 2L b
2RIfER 199 {74.3) 33 (12.3) 85 (83.3) 35 {34.3}
SRS TR SRR T T

Hif . . . 5 (49

B IERMR A E ) 8 (7.8) 2 (2.0}

R ERIR A E 20 {19.6} 16 (157

_ Amd\wﬁf){“ - 4) : 12 (11.8)

15 (14.7) 1 (1.0
16 (15.7) 2 (20
19 (382) 2 (2.0

{5 1 {4n
TH 42 (15.7)
Bl 33 (12.3)
gRE

i4 (5.2) 0 7 (6.9) 0
82 (30.6) 3 (LD 41 (40.2) 4 (3.9

o EH
(R s LR S
??EN._#F 3 Rt

AST #84n

FPIREOR D

I RO A

Bk
RSO RRE
s )
e e T

BhE
s
IMEREE Sl

= 2 —a ST — 1 (0.4) 0 10 (9.8)
SRR e 3 (L1) 0 10 (9.8)
[P RE. RIS K UMEIKGE |

0
%D%fﬁ : 51 (19 0) 1] 0
Ft5 34 (129 1 (04 0
PR IR B 16 (6.0) 0 0
BEEOH 24 (9.0) 0 0

B, AFIFC B W TRIEMERRR 8 F1 (3.0%) . KBk - EEOTH 4 #1 (1.5%) |
HEEEE 334 (12.3%) | [THEEREEE 22 f (8.2%) . EHEES (RMEMBELEEL
42 541 (1.9%) , FRIBEAEREE 23 #1 (8.6%) . BIBEE 1 4 (0.4%) . infusion reaction
106 (3.7%) . BEEOKBEE 1 H (04%) . BL 28] 0.7%) ROEEEHEEL3 F

(1 1%) TR LN, T, TEREMERS, | BERRK., BERBEDE, MK - H

g5, DRYE. . FFR. BREUBBMARIE/ S A/ 39 — R USRS/ M SR 3R
ii%g&b Lhirdiote, AEERSERRRL, YSHESOBERSR RRREEREES
tr) EBDEERETT,

10



®EME IHRER (ONO-4538-17358)
FEERS2ITI2H (100%) Z5EDH b, BREL ORRBFEATETERVWEEESE S
25 (100%) RO bhie, BHRESSULULLEORERARXTROLBY ThoTk,

#5 FREEH 5%HEORHER

BB R I (%)
FAEE 3047
(MedDRA/J ver.20.0) £ Grade Grade 3 BL L

2EWER 30 (100)_ 23 (76.7)

ff'ﬂtﬁﬁi&ﬁamﬁﬁ 2 (67

R BISREIE T2 7 (23.3)
o FEES 2 (67)
B -

L E oS .

T 16 (53.3)
HILEH 2 (6.7
R 4 (13.3)
nMe 3 (10.0)

"EIH:

5&9&

6 (20.0)

5 (16.7)

i oN L 7 (23.3)
AR
e
PRS- T
AR RS 7 (23 3)
3 AFiEE 2 {67
YT I AT =T—EHMN 11 {36.7) 3 (10.0)
T I —EHh 5 (16.7) 1 (3.3
FARGRCBT I/ T A7 =5 —E#M 11 (36.7) 2 (67}
=B I RTRT =T 5 (167 3 (10.0}
U A—EHn 12 (40.0) 7 (23.3)
by b7 : 2 (67 0
mETFAHYHRAT 74— 4 (13.3) 0
i S T
A0 v A EE 2 (6.7 0
E7AT I e 2 (6.7 1 (3.3)
{&ﬂ' AN Frid 5 {167 4 (13.3)
R 1(3.3)

F ﬂf?"-wm% EURa e

A —

F R AR ST R
PR AR 1B
_DEEEA

4 Frpdd Tl i
FHEE 10 (33.3) 0
B 18 (60.0) 267
R EBIRE S 4 (13.3) 1 (3 3)

PRE. AMEREEEH (30.0%) | AFERREE 1441 (46.7%) . FIRIRREREETH] (23.3%) .
IR PE R B3] (10.0%) . KIB%% - EEE @ THI3A (10.0%) \EE @&%Fﬁ%m (10.0%) .
TREHEREER (6.7%) . B Y5 IERIE (3.3%) . TEEFFRAERE/ I A3 —24

11



(6.7%) RUERMISIRIE 1] (33%) TRObLhE, ik, FHERE. FBIgHE
B, |BERA, Bk, EEHEE, MK - $iE%. infusion reaction, LMER.
7%, SR/ MR HRBIA R I b o fo, ABIERARERIIL. 4
HEHOBEES (BRBREERELED) 2LEHERLTT

@M/ E AR (CA2090673ER)
BEFRIIAA LA VY A TE31283136] (99.7%) . FEIFE312/3138) (99.7%), (¥
U A< T7RE308/3115] (99.0%) LR b, RBREL ORRBENEETERVWAEEF
BIIFK+ A VU b= THE3003136) (95.8%) . AFFE2703136 (86.3%)., 4 ¥V A=
TH2683115 (86.2%) R b, WO CRRENRSWI LOBIERIIT
ROLBY ThHoT,

£6 WThhOHTRRERN 5% EOBHER

Fl¥ (%)
B FATACY ae T T TEV A TR
(MedDRA/J ver,19,0) 313 5 313 4 3116
4 Grade Grade3Bltk 2 Grade Grade3 Bt £ Grade Grade3Bll
£RHER 300 (95.8) 183 (58.5) 270 (86.3) 87 (280}
LRSI
R AR B AR TR 34 {10.9) 3 (1.0) 15 (4.8) 0 3 0.0 0
PR R RIS T5E 51 (16.3) 1 (0.3) 32 (10.2) 0 14 (4.5) 0
eSS 23 (1.3) 5 (1.6) 2 (0.6) 2 (0.6) 12 (3.9) 5 {16)
(MR 7
-2 28 (8.9} 18 (5.8 28 (9.0) 2 (0.6)
KERge 40 (12.8) 7 (2.2 3 33 (113 24 (O
EEE 12 (3.8 19 (6.1) 17 (3.5) 0
TH 142 (45.4) 67 (21.4) 9 105 (33.8) 18 (5.8)
nNER 19 (6.1} 13 (4.2) 7 (2.3) 0
Ei 88 {28.1) 41 (13.1) 51 (16.4) 2 (0.6)

0

25 (8.0 17 (5.5)
0 12 (3.8) 0 i0 (3.2) 0
13 (42) 111 (35.9) 3 (1.0) 89 (28.6) 3 (1.0)
21 (6.7) 0 21 (6.8) 1 {0.3)

506

2 (3.8) 12 (3.9)
7 =T
7 35 —FHm 23 (7.3 9 (2.9 17 (5.4) 5 (1.6) 15 (4.8) 4 (1.3)
TAMNFELBTI/ N 51 (163 19 (6.1) i3 (4.2) 3 (1.0) 12 (39) 2 {06)
FwAT =T —EHMN
U A—Eim 43 (137 34 (109) 24 (7 12 (3.8) 18 (5.8) 12 (3.9
{EE ML 19 (6.1} 0 10 (3.2) 0 4 (1.3) 1 {0.3)

’ BEMIE o 60 (19.2) 4 (1.3) 36 (11.5) 0 41 (13.2) 1 {0.3)

29 (93)
15 (48 1

EREDE N T G ) R A YU

BRERE : 14 (4.5) 18 {5.8) 0 9 {29
S 34 (10.9) 2 (0.6) 24 {7.7) 0 25 (8.0 1
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e ! FlEk (%)
ﬁgi{gﬁﬁ FH+A Y heTH AATRE L) he TR
(MedDRA/ ver.19.0) 313 $1 313 4 311 4

% Grade  Grade 3 JAJ: 4 Grade  Grade 3 lyl.l: % Grade Grade 3Pk

iy FpbEr i ?.. i M
24 (7 )]

36 (11.5) 3 (10 1 (0.3) 12 3.9 0

R _ 1 (03)
TR TR T AR e

Ji-d 37 . 0 .
5 112 (35.8) 6 (1.9) 67 (21.4) 1 {0.3) 113 (36.3) 1 (03
BiE 91 (20.1) 10 {32) 72 (23.0) 1 {0.3) 68 (21,9 5 (1.6)
BEREB IS I8 (12D 6 {19 14 (4.5) 2 (0.6) 38 (12.2) 1 {0.3)
B HE AN 27 (8.6) ¢ 28 (8.9) 1 {0.3) 16 (5.1) 0

B, ZIEﬁ!H/f Y A THEIZBWTHREESSH (27.5%) . FFEEREEZ1026
(32.6%) . FURIRHSAEREESR7H] (27.8%) . 'BHEREE216] (6.7%) . FEMMER
257 (8.0%) . Kig# - BEEOTHICOH (192%) . BEOCEEEE2H (6.7%) . T
EEEEREEEIH (8.6%) . BISHAEREE 140 (4.5%) . BEA3BT (1.0%) . FRbdk -
fEds 245 (0.6%) . infusion reaction 13f (4.2%) . & & 3 A3 (1.0%) | FHZe35 (1.0%) |
KR RMRAE / S A3 —50f (16.0%)  FF4 1481 (4.5%) R USRIk A2 2242 E 245 (0.6%)
TERH b, Fihe, BERFE. EEGEIE. LHREUREME /R MR
RITRRD LR M o o, ZEIBEC B W THRIEEGC6H (21.1%) . AFHEREREE 2441 (7.7%) |
ORI AEREE 475 (15.0%) . BHEEREEIF (1.0%) . FEMEMERSH (1.6%) .
KB - BEEOTRIH (5.1%) . BEOQKEEESH (2.6%) . TREMEEREEIF)
(1.0%) . BISHEEEES3G) (1.0%) . BELK3H] (1.0%) . infusion reaction 1441 (4.5%)
S YRR (0.6%) . BUKEFRMZIE/ S AT —286) (8.9%) . Fre2fl (0.6%) R
USRI ZEARE 1] (03%) TRH bz, i, 1BUEERRE, BEEMENE, MK -
BERELS, DM, BRRUMERMEM/MRIBAERBEER IR bhied o7, FRIERF
BRI, UEROMESRS (MEREERTE2ESD) 2R0EHERETT,

1) Robert C.etal. : N.Engl.J.Med., 372 : 320, 2015 (CA20906675R)
2) Weber I.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 3ER)
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PD-LIFE KA OFER U2

WS B MARRER (CA209067:88%) CHAANDNEREFOT —FILEIS& | [ERHEE
KBWTPD-LIZBH L EFHRASD 58S (BLF. TPD-LIFERE)) FlIIERY
IR 2 AT o e B R RO RIZUTO LB Y ThH o T,

AT LT, PD-LIZHREN 1%k (PD-L1<1%) OBHLRL L T1%U L

(PD-L121%) DBHEEMTA V') 27 O ERBELHEBE VERITER S hi (FR),
BB, AF A Y AT THORRMET T 7 7 A VZPD-LI < 1%DOBHFER LPD-L12
1%DBELETRKTH Tz,

PI-LISBUE 435K PO-LIRBEBIWLLE
105 1015
09 0.9
Y] [1X:]
i o7 or
.
S 08
& 1] &
# os = 05
L P Emmn ® 4 "ﬂ-—&
- S KM EVLT TN -y, ‘ e KA Y LTI
03] A EM Hearerinres) 03] e wma b-n
02{ -G fEYLIIH 021 -3 st LTIR
1 « ARUO : ITRY bi{ 4. ARVO:iTWY
ua T oo T T T T T T T T T T T T
13 2 8 g9 12 45 18 21 24 27 30 A W 39 q 3 8 L] 12 16 @ 2 24 27 30 I3 ¥ 20
at ezl EHRR (B) aLrskek LM (D)
EREAEVLTIH 123 U3 02 91 82 B2 9 T4 T TZ 68 18 4 0 AN EVLTIH 185 144 1202 127 MEé M 105 102 w01 H0 95 27 k] 0
M M7 103 88 6 T3 65 62 50 57 55 50 16 2 4] FMM 471 165 158 148 139 131 122 147 M2 100 98 36 1 9
C2ULTIH M3 96 67 79 71 61 EF £0 44 43 32 0 1 O ALULTIW 104 155 138 128 15 102 B0 8% W M 8 2 2 0

4 CA209067 BRERD PD-L1 BEERTD 0S @ Kaplan-Meicr B
(ZE : PD-L1<1%DBEHLF, HFH : PD-L121%0 BHEHEE)
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4, HFTZHONT
AR E LTHEBRERE (26fRA) BABEEbhTWD I b, Yk 2 E
WEHTE AR CHANERD S, 20T, XHOBEFENREE LB - BE

L.

AROHEEIC LV BELRBER ZRIA LB T 5 2 L PRLERZD, DT

O~@DF_RTEMIETHERICE N TERTETH D,

@

m%}:izol« v

D-1 TFiEo (1) ~ (5) OVWTHhNIEYTIMETHE T &,

M

2

€))

“

()

EAESEHRESEET 5B ABRESEIL RS GREFIRS ABFRER LR,
HORAS A RS FEE UL AR, HUR DS A RRIRRR /2 &) (CERL304E 4 A 1 BIFR 1437
HERR) ‘
MeEtgRemby CERK294E 6 A | AHRE @ 85 MedR)

HEFRATSIRET 2RARFEEFN (PASRESREER. BSABIREHE
WAmbe, KA BREREEERRER &)

SRlbFRIEBERE L., SR SERNE 1 IS b ERIEME 2 ok L
IR BBHEIT > TWARER (ER284 7 A 1 BRRR : 2540 HERR)
PUENIEEROFEBRMAOKRERIBRAIBHET > T BHER (ER 28 4F 7
B 1 AR 1290 HERR)

D02 EMEEAEOEFREROBHERRRIEO R4 2k & R % o EM
(FEOWTNNTEYTIEM) B, YRR OFRRIZETAHEROBEEL LT
BEXhTHnAIE,

%

EAMEITIRER 2 FOMPFHE R T LIeRIC SRLLEOR ATBIRDBRRHE 21T
2TWBI L, b, 2 LR, PARDEEEE L LBRRIEGEOWHEZT

. f;o-clf\é\:ko

B [ 4n 2 BB 2 SE D RITFE 216 T LI 1T 5 L Lo S EWIBE S RO EK
BEBREPELTNAI L,

@

RO ERLERFROEHIIZOVWT

ERLEHRERCEFTIEEENRE S h, BELENLOFRED, Fit - K2
MEFRFOFEROTERCEMS T 5 HREMS, AFFRERE LIGAORER

%.

ERELHIATLNABHINE-THE Z L,
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@ BIfEAOHIRIZ2WNT

@-1 BHWER R ORIREHICE T 5 B

WEEMRBSEOEERBIERNRAE LB, 24 FERBRER O T, %”M%Rm
WEERERIC VT, B LUCEERCE CTAREER O CT £0RIERA OB HE
RBREOFKERENRYBPIZE LA, ELICHISREREHRE->THE 2 L,

@2 EREEEFCXIAFFRANNCETIERF

BABRICED BN ABECEREEA T EREFTENRERE=F ) 7%
EOERDOAT Y = FETWEREE 4R % L T & B F— A EFSEH AR
ENTWAHZ &, 228, BiEFEHIZOWVWT, BABELEZOFRT I A@EHLTH
DT &,

@-3 BlfeA o2 ICE LT

BITER (RMEMEMRBIZNL, EEGENE, LH%. Hr, BEPmAELE. KBK.
BEOTH, | BRR. FASEES, PREWEEE, wREE, BES (BFRe-
FRAEREEBLEZET) ., BIBEE, M, EEOKEESE. #IRMA2ZERE, infusion

© reaction, FFEMEM/MRBAMEESER (TP) . BEOCKERG. EEREE, LIBES

(U EHE) - 480F - DEEEsEESE) . BB D) wxf LT, YEEHERR TR
EFBE OB E2E T2 ER L8 L BIEROREORSICE L THEER U ES
TN AEHIZHAZ L), AEBICHIBABRTE 2EHINES>TNEZ &,
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5. REGRLLDBE

[Z2fiz T 5%E]

@ TRIZEYTIBFRLOSVWTHAFORENERL SN TN Ehb, BEET
bianZ k&,

$ﬁ®ﬁﬁﬁﬁb@@ﬁ@%ﬁ@@&é%ﬁ

@ BEFOFRMICENTTRIZEYST3RBEF RS WTI, AR S IHEs A,

2,

LOBFBIR R 2 WBAICRY . HAECAAEZERAT L 2ERTE S,
REMEMRBOGHIIIBREDH 2 B

HoERE AR AE CRIERE 38 0 2 BE R UGB 0 B BRAfi g e 0 Y i ¢
LD RERELRA LN DBE

B eREREOEI. UTBHENRE L IXTHREED B A& RBOEERED
HoBE

AR (EnsMmaREELSt) 0HoBE

ECOG Performance Status 3-4 & @ B#&

(A% BRI 5 HIH]
)

{LEREEROL2WNEBEEOILFRREROD SBIBUEFELAENERERSEICE
WCARIDOFHERRENR TV S,

7213, BRAFBEGEFER>FTAHBEICB U TIL, BRAFFREAIC L A18E b E &5
BT &,

TRICEYT 5 BEFICH T 3RAOERER MERFEIOWTIR, AFOFEhMER
FESLENTRE LT, RAOBRERR LR LR,

WM LR,

@E1)  ECOG @ Performance Status (PS)

Score

EE

M@ ENTE S, BRMEFALREERNHIRRITRAS,

PUEATIZE LV RENZRIR & 525, BITAHET, BIERCE > TOERRBIT I LB TES,
Bl - EEVERE, EEIER

BT CHSOEOEY O L3 TRCHEERERITE 2, RPo 50% i<y F4¢
BT,

BoREHSOFOED O E LATERN, HRHO 50%U B~y R RIT,

LBy, BHOEDORD O LiZ2{ TELRY, SRy FAHETFTREST,
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@ FH+A ) hw 7 REIMEEFIERBROIBIBTIRTRE2EBERRERE 215
& LA B IARRER (CA209067RR) 2B\ T, HRL ERTA YY) AT RE
X LCHMERRIES TV B, AL, FHI+A V) Aw TG L AHIHME
E % U RRNRFICB VW TIE, PDLIBRRIICE Y A ¥ AT D LE
HERBERSBEARTREINIBERAELNTHD (4pBH) , 207w, k¥
FIERIAROBIAT R TRELBERGEBE IR T, AFLA Y AvT L Off
AREONELHET 556, PDLIRABLHERT 52 L38E LV, PD-L1FHR
BRI%LUAETH D Z EBHERINBHEFICBOTIX, KA FABEMRE 2 ELS
Do
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6. MEWELTHETREFE

O FHACESRNL, MERFEESPIRIET 2 @RI EE D & KM O R UNBEIEE
Aol nErFgi:+oic B L ThrbERTH 2L,

@ BEBSIERTD, BEXIIZORKRCASMEROGREL HAHAL. RELE
ThblRETBHIE,

@ (LBERERBROBRIBARLEERABBE BN, &HEM Y AwT L
OHFRAREOTEEZH T 554, PD-L1 RERLHMETHZ ENEE LR,
PD-L1 BRESFERBTERWGEITE, AR LA LY AwT & OGHOEE Z#E
R L ECRETAZ L,

@ EREMERAOwRY AL MIOWT

BEEMERARH LR3I L RHIDOT, KADREITHIo T, BRIE
W CRREEE, Bk, BAE) OEBRUIL X RREOEHE, Bigr+o
AT 2 &, Fih, REIETTHER CT, LE~—V—S0REREETS
Z &,

AR HIXEL D infusion reaction A 2 TEARIZHORMIROTE AHE
HEIT -7 ETRRAET 52 &, Fi2.2 [ B BAEDERAF L 8F71Z infusion reaction
BHobh3ZLbHE0T, FRRESPRUFARERETRIT AL FATA
VERAET A%, BEOWRRE+SICBETH 2 &, 28, infusion reaction %
RH L Hmaid, £ TORRERCIERSERICEE T 5 £ ThAE 2 78K
THLE,

EMRIRESRERES N H bbb Z LB H 50T, AFIOF-SBaET R Uk 5 H
FISEHMIC FIR RIS RERE (TSH. 08 T3, W8t T4 SOWE) 2EMET D
&,

FHIOBEIC LY BEORLEFIGICERT 5 L5 2 Lo k4 RRBOWRE
BHobhdZeBbd, BEAROLNEHEICE, BRLAFRIIELE
E AR 2505k & RER 2 FF-OER & B L GEYRERIZE 21T, BEORE
BIGIC K 2BHER BN EDN 5 I5EICIE, AROREITF IR, RUBIBERESR
NEVRIORGEEEZBE T &, BB, BIBRESVE OREIZLDAHE
BOBEBBD BRRWEEITIL, BIBRESRNVE A OREMHF OBM
HbERTHI L, ‘

BEXRTE, ERNSEIARBR L THLANERBRRRETEI BB,
AR OBEXRTRICHBEERORRIC+HCEETDH Z L.

1 BUEEIRIR (BIE 1 BUERIS 228e) b obh, BRAEES F7T Y F—-v R
KEHZLBHHOT, N, B, EHZEOEROFER-CLEMO LRI+
SEBETDZZE, | BERBREDNBETRREEPIEL, AR Y VR
HloREE OB RMEEITI Z &,
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