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REMBOEE L WEOEARFE 2016 (FR 28426 A 2 HHERE) B
W EFHEREROEROREEERZRAZ BBV RATh - L 2%
T EFNEEMRZBECLERBFCRETI2DICEEFAHEES A F
A VEERTAIELELELE, o

S, =RV~ 7 (BEFABZ) 8K RE4  F70-REAHgR
20mg B UE 100mg) RO AT n Y X=7 (BEFEMz) 8F5 RE4L
CF A FA—F R 20mg ROV 100mg) W2oVWNT, FE/NBARAE T E
MHEGAEIEN L TERTIROEEREEELINFE1L ~E40 LB KEE
FAMET A FSA LV ELTRYVELDHELEDT, ZOERICYE->TiE
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1. RUdic w
- EELOEHE - REMORERDEDITE, BATESCESWEEREENRD
Bd, &I, BFEOPRZEROERIZL Y, EERL K OEF2FHRERE
FEEMPEARBINDIPT, TNoOEEHZRICHERBF RIS 5 Z L PERO
BEL2-oTRY BEMBOEE L E0EA T 2016 (FERL28 E 6 A 2 A MERE)
ZBWTH, BEFNEERSOERHORBHEEZRA L L XA TNE,

FAEARFERR I, RBEACREET 07 7 A VPBFOERG LA LM R
RBZERDH D, TORD, APMERUCREMCET 5 ERI+SEHET 5 % ToOM,
UERROBELR BB LB/ SNBBECHLTHERTZ L L bz, BlfE
ANRRE LB HEREE L D LR —E0E 4% T EREE TR
TBILREETHD, |

LicBoT, AHA FF4 T, BRERPLIRECIB LN TN ESESN -
BRI E-SE | DTOEEROREREREHETSBAP O BRELEN, X
FROEEFELRT, '

Rl AHA RT3, MATEEAEEREFRSERAHEE, ANEMEBEARE
FRIEEYS, —REFREARAEBRNRES, BEREFESEA BANBELR 0
— AR A B AP SRS DOWAD b EER L,

gL e DERESR AT V- RRTREHE 20 mg, A7 VA R 100 mg (—RA ¢
=R =7 (BiETHERZ))
HRERDIPRTEANE  YIRTREELT - BROIE/INIEIE
RELROBERCAR : B, BACR=RA~T (BEFERZ) L LT, 1 B 3mgkg
' (FE) %2 BRRRTARRET 5.
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2. FRIOKE. FRABF ‘ ,

o ATV RRTFE 20mg/100 mg (—iR4 - =RA=7 (BEFERZ), UT TR
Fll Ev5.) ik, R TEMAESHLAFT VY 7 X BTV R L - <A F—

R A7 A7 (BMS) ) MBEF L7t b PD-1 (Programmed cell death-1) 123445 & R

BG4 /7 u—FARETHS,

PD-1 i, fEHEAL LY v 8k (THIE, BARR G F= 7 0% 57 —THR) RUE
BERMARICRE T2 CD28 7 7 2V — (THIROFBMELZHEMNICE L |ICHIET 545
) KERTEREGTHS, PD-1 BARRTMIICRET S PD-1 Y H K (PD-LI
RUPD-L2) &AL, V"Bl s AR EEL TY - BRoiEM bk iE S
BB L TWS, PD-1 U H ¥ FIZHRRTHIRRLMZ E bofge REEERGEIZRER
LTRY, BUHRAESRE D U L EEERICIIT 2 PD-L1 ORBRLIFROLTF
B & ORIICAROEBERE D2 Z L BRE ST TWS (Cancer 2010; 116: 1757-66) .
Ei  ENRAESE CIHERBE THRERELET A v ¥ —T7 v i < (IFNy)
W& -oTPD-Ll OFBRAFHE I, BB LI EEHERIZBIT 2 PD-L1 ORRLEHATED
AHFEHBE ORI ECHBBEREREHD L OMELH S (Sci Transl Med 2012: 28:
127ra37), & bIZ, PD-L1 ZMBIRR S TR AMIT, FURERA CDS B T Al
DOHREEEEZEIF I E 528, S PD-LL HilETPD-1 & PD-L1 * OFEESE2BEETH L
ZOMBEEEEREET L Z LNRENTVWDE, SO LD PD-1/PD-1 V> FE
BT, BAFIRATURERSRAY TS OB RE LA+ 3 FE0— L LTEZD
nTna, o '

AFNZ, FEERBROFE R A 5 PD-1 OHKRAGEIE (PD-1 U F Y FRESTER) IS L.
PD-1 &£ PD-1 YV H» FEDREAEZAETD Z & I2X 0 BARFEERAR T HAOTEME
LR OB AR T 5 MIRESEELEET 5 Z L TRENLRNEBDEERTZ
ERRERIN TS, .

T RERD S ARIIEEEREIC T A H e RRRECR VB b o L Bif S,
NI EEE g L L-RIRRBRE ZHE L, 53t TR UEAM SRR S
i,

AR OIERBFICES  BEORERISIC L ZBIERER D b b, BEIRLEIC
EA MR D5, FROBREFRUBERITIE, BEOEER THITTV., RESPE
B ENEBEITHE, BB LU EFRICS U SMMR0E BB HOEM & E L Ol
BRERBE ATV, BEORERISIE X 5EMERBEDI ARSI, BIBEESL
ELRIOBREE DB RNBETH BERD B,



3. ERERRRMK
IR RER I ETT - BROIE/IRIFE (BELERE &U#EII:J:&FE) OAGERFIZ LM
%’ﬁotifﬁﬁﬁﬁ'ﬁﬁﬁﬁﬁﬁﬁ‘ﬁ%ﬂ‘ﬁ"

[Hihit]

(RIE L)
OEMAE THERR (ONO-4538-05 35
73?+§%ﬁJ%ﬁb4E ﬁ?ﬁ@%ﬁ‘é‘é@]ﬁ%x ER2IB ¥/ IV IIBEHORELERE
B# (ECOG Performance Status 0 & Ot 1) 35 FlERRIC. FF 3 mgke % 2 BREIBRT
REFE L, EEFMEE THEELFE (RECIST VA FF4 2 L1 RICESL i
HIEIZ XD CR XL PR) 14 25.7% (95%IRHARERM : 14.2~42.1%) Thotz, B, F
BNCERE LEBEIX 9.0% Tho T,

CHEAFEIMMAFAE (CA209017 3E) (N EnglJ Med 2015; 373: 123-35)

T I FF AR ST CERIERE RS T SRR IB B/ IVEI I ERORY- LR E

% (ECOG Performance Status 0 BTt 1) 272 Bl (AHIEE 135 B, K& & & AR 137

F) EXBIT, FEFFEAEZRRE LTHEH 3 mgke % 2 @ARRBRTRBHELE,

EEFREE Th 5 2ATFHIM (TRl [95% 5 X E]) %, AFBE T 9.23[7.33~13.27] .
AR, FEZXFEAET 601 [513~733] ZATHY ., FHL FeZ AT LI

BEMICEBRIER 2R L (N F— Kb 0.59 [96.85% KR : 0.43~0.81], p=0.0002

(&3 log-rank $2E1) .

1.0

Probability of Survival
& o e o o o o
[ - wn (-3 ~f m w

o
N

0.1

0.0

N T " T N T © ] N * ¥ B ¥ N i ] i T
1] 3 6 i 12 15 18 21 24
Cverall Survival {(Months)
Number of Subjects at Risk

Nivofumab 3 mgfkg

135 113 86 69 52 n 15 7 o
Docetaxe! '

137 103 . 68 45 30 14 7 2 1}

“=fr== Nivolumab 3 mgfkg {(events : 86/135), median and 95% €1 : 9.23 (7.33, 13.27)
"8 Docetaxel (evenls : 113137), median and 95% CI : 6,01 (5.13, 7.33}

OS DEBATHT O Kaplan-Meier fi (S/ES 1L & - 4E)
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GERT LR
OEME THERER (ONO-4538-06 3ER)
7 FFER RS L EREEE AT YRR IB B/ VX IIEROERE LR
A (ECOG Performance Status 0 2 T8 1) 76 Fil &6z, AH 3 mg/ke % 2 BRIRIRE
TRIEHEL, ETEVMER THhHEPE (RECIST VA F74 ¥ L1 RICESLF
RYEFEIZ L D CR XL PR) 1% 19.7% (95%IEHEXM : 12.3~30.0%) Thoir, 2B,
HENCRE L 2BHEIE 9.0% Th o7, '

@/ EMAERR (CA209057 35%) (N Engl ] Med 2015; 373: 1627-39)

T F A RS EEREREE T AUBRTRZNB B/ VX IIEROHERELE
FHEE (ECOG Performance Status 0 T8 1) 582 il (AFIFE 292 41, FEZ X ¥ 8 290
) BT, FEFSEAVEHBE LTHA] 3 mgke 2 2 BEMERCTREHELL,
EFEFTMHEE ThH2EFHM (PRl [95%EmXMA]) i, AFFT 12.19 [9.66~
14.98] #A. FEFFEABHT 0.36 [8.05~10.68] HATHY, FHIZFEZXEN
W23t LTI B B R ER 2R Uiz (ON¥— Kb 0.73[95.92% 5 18X R : 0.59~0.89]1,
p=0.0015 [J@3 log-rank HRE]),

1.0

Probability of Survival
e & 2 2 = o
F [V,] (-3 -l o w

b
i

021"
0.1-
0.0
1 T " T N i T 1 1 1 § * T * N
0 3 6 9 12 15 18 21 4 27
. . ‘Qverall Survival (Menths}
Number of Subjects al Risk :
Nivolumab 3 mg/kg :
292 232 194 169 146 123 62 32 . ] 0
Docetaxel .
250 244 194 150 i a3 34 10 5 ' 0

—= Nivolumab 3 mg/kg (evenls : 190/292), median and 95% C| ; 12,19 (9.66, 14,98}
~@+" Docetaxel (events : 2237260}, median and 95% CI : 9.36 (8.05, 10.68)

 OSmF l%ﬁﬁ&ﬁ@xaplan-Meierﬂiaﬁ (FEiEBLShizER)



(& HF®)

PD-LIRBLRIRBI OBt R Ueat

WS E AR (CA20901 73R8 K U'CA209057RER) I AN DNW-BEDS B, &
ARV TPD-LI 2 35, L - [EHMR A S D 58|14 (LT IPD-LIFER| L1 5,)
BT BB O NI HMOBE DT — 5 (L E-5&, PD-LIFRRICHERIICARNT
EiToTADERVESEORRIZIUTO LB Thot,

AZECEAL TR, -RELEB T, PD-LIORARIZL LT, FE& XML ik
L TAFRTOSHER T HEMBEED bz,

HRFE LB T, PD-LIRES1%EMOBEIC FEF AR LIZERBEORERT
bofe (TR, ‘

2B, RELERE., ERFELEELE HIZ, PDLIOBEHARC L LT, FFoksLE S
77 ANMERETH T,
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T T T T T T T T g L T T T T T t T
o R ] ] 12 135 19 4l 2 27 Q E) L} 2 2 15 L] 21 1) 7
Qerall Survival (Months) Cveral Suryval (Monthsy
Numbet of Subjects at Rlsk Nember of Subjects at Risk

Nivolumak 3 mg/kg Nivolumab 3 mghkg
123 o8 86 n 73 &5 7 13 5 o

108 az 7 & 48 29 6 17 4 o
. Docelaxel Decetaxel
1M :rd 13 53 kL] 30 13 5 2 4 123 102 a0 L1} 44 36 11 4 3 o

~ma Rivalamab 3 mg/kp (events : 68/123), median and 5% €1 : 17.15 {1209, 20.63)
s Docefaxe] (events : $34123), mediad and 95% C1: 8.00 (116, 10.58)
Hazard Rato ! A matkg over O and $5% CE: 0.50 (.43, 0.82)

=== Nivolumab 3 mg/kp {evenls ; 77/108). median and 95% <11 1045 (7.29, 14.26)
+-&+ Dacetaxel (events 1 75-101). median and 05% €11 10,09 (7.36. 11.93)
Hazard Ratia {Nivolumab 3 mgrkq ever Docetaxel) and 95% Ct : 0.90 (C.E6, 1.24)

CA209057 BB @ PD-L1 HHEFCD 08 OB RAEHTO Kaplan-Meier ghiit |
(R : PD-L1<1%D BEME, HE : PD-L121%0BEKE)
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(R LR
- OQEAFIHEFR (ONO-4538-055R)

FEHEEMNs%M EORBIER
Grade 4 Grade Grade 34 Grade 5
RIfERHERB | BH| RER 2R BHRE BHE WL
{MedDRA 1= X % SOC-PT 5y ¥ (%) H¥ (%) HE (%}
sHREE 35 35 35 .
_ 2 24 { 68.6) 2 ( 57 0 (0.0)
MBI AREE 208D :
Rl e 2o esn
L RsiiE IO SR SR 6 O Y R I
Eaﬁﬁﬁﬁwﬁﬁi B -2 N T |
-1 . 5y |
TH 2 ( 57
ED 3 C 86 b i
A EREESITREMONE - M B
BER : 5 (143) '
FAY IR 2 ( 57
R 8 (1)
L R : ' e s
BEUE 2 C3D
| PRBEREE | . 8 (229 | 2 (3D
FANGR TS NG AT =5 P 2 (57 '
L AF L7 F R AR —E 2 ( 57
L YemE®SL 3o cse | o2 s |
RBfBRUCREDRE 0 - SN € ) I IO ISR,
BE7 AT RIE 2 ( 57 !
o BEREER sooaay
T s 14.) ISR
2
| LR TS
Yt LA Pl
F AR
RiE .
W eSS 2

EM»BBE SNAFEERA L, MedDRAver 17112 AWTH2E L.
GradetZCTCAE (Common Terminology Criteria for Adverse Events) v4 R AFBRRICOGREIZRE L 5,

235, RIEMERRE 2 51 (5.7%) . KEB% - MEOTH 2 61 (5.7%) . WiEEE (¥
Ty NU—ERERSE) 34 (8.6%) . FPHREREE IR 26 (5.7%) . PiRIRHaEREE I
360 (8.6%) . BITHHERERIE 14 (2.9%) . BHEMEEE (RETHEESAS) 14
(2.9%) K (X infusion reaction I% 2 il (5.7%) T@RHbhi, -, EEOREEE (K
EHIEIREGR, 2. BREAS) | TEREAEERE, | BIERE, e, 55
FRAEAE, M - AR, RYSEEARULGRIZRD bhiahrots,



@?ﬁﬂ%wfﬁﬁﬁﬁ (CA209017385%) (N Engl J Med 2015; 373: 123-35)

BB S%u.l:rDEJH’FH
Grade 4 Grade Grade 3-4 Grade 5
BIfEAERE R B | #3 BREL | B£H RBESR
{MedDRA = & 3 SOC-PT 5r%1) i (%) E (%) T (36}
HEEE 131 131 131
£i& 76 (58.0) 9 ( 6.9) 0 (0.0)
| EiBhEE o 24 - (183) S o) T P
TH 10 ( 7.6
i i2 (92 |.

i AREEBIUREEEOWE

®hE

LA (313

1y

13 (o |

3 o2t (180 |

LR LU RIEE 50 LN @ &) B
A AR 14 Qon | .

 BRBRBIUE SRS A7 (B0 1
BASTIH 7 { 53)

0.8)

(
Aoy b
Co® | .

EMNLHESh=FAEXRA L, MedDRA ver 17.1]2 BWTELE X /-,

Gradei2CTCAE (Common Terminology Criteria for Adverse Events) w4{Z# 15,

ek, ROEIERRE 6 1 (4.6%)

Z v SL—IEREES) 13 61 (9.9%)
FHEREET (ROTREEERSE) 1344 3.1%) |
& U infusion reaction i 1 il (0.8%) TR¥bhiz, Tk, BEEOKKEE
TEFEERSE,

5 H (3.8%) .
# (0.8%) .

F (REHRIERE. SRR, BXEES) .

. FFiEREEE

. KBS - EEOTHILLF (84%)
it 4 H (3.1%) .

. TREREE (F
KR RE R
EIERESE 1

R HtaE

BUGERRA, BER. HFM% PR, 5L 5 BEREVCLHRIIED bivehol,

T EEHERIUREREOYE

e
ERED E
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GERE LR
OENE THEAR (ONO-4538-06305%)
FEBEB5%L EORER
Grade 4 Grade Grade 34 Grade 5
BItERTH B BE RES | ¥ REFE | RE  REAX
(MedDRA IZ & 5 SOC-PT £4) ¥ (%) H¥% (%) HH {%%)
HEEK 76 76
2 (84.2) 16 (21.1) [} (0.0)
| FITHERE SR § ' '
 FRBMEETE
 EEmE e
{8
TH
B
(mfo B
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B

w5
BEB
R SN
CEREBE s s s
D 2. 0200
CRBIREURRNEE L339 ‘
{EF MY A AE 2 { 26)
AR BRI O )
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| R, MESLUEENE

BV G2 0
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RIREATZR B R 4 L33 2 (.28

BRIV TGS e a1y
THEESE 6 ( 7.9 1 (1.3
B 11 (14.5)

ERR IR ] 4 { 53
BRI b SRICHFERAIL, MedDRA ver 17002 HNTHAH LT,
Grade{ICTCAE (Common Terminology Criteria for Adverse Events) v4HAFBIRICOGHRIZEL 5,

ek, MEMEMRBAMG (53%) . ABR - EEOTHRSH (6.6%) . #HRESE (¥7
Vo SU—EREE) 106] (132%) | FHEEEIISH (6.6%) . TRIMEERED
1081 (13.2%) . BIBHEEEEIF (1.3%) | %‘E&ﬁﬁﬂﬁ% (RAEMEIERRS) 13441
. (53%) K Uinfusion reactionid3f] (3.9%) TR LI, Ei, BEEORFHE (K

FEREEMRAEARRE, S, BRAES) | TEEKERE, 1B0ERA, M, BE
EAIE, AN - %ﬁﬁ%ﬁ% S LI BEREVLHRIZBO oNRD 2T,

@?ﬁ%%mﬁ?ﬁﬁ (CA209057 5 (N Engl ] Med 2015; 373: 1627-39)
FBENR 5% EORWER

Grade - £ Grade Grade 3-4 Grade 5
BMHEREE ®H RIER R FEERR #£=H 2 RBE=s
(MedDRA = & % SOC*PT 235) H¥ (%6) T (%) ik (%)
XREH 287 287 287
ﬁﬁ: 199 (69.3) 30 (10.5) 0 (0.0}
| oI e o2 Ay e
‘ ’*‘mﬁmﬁﬁ?ﬁ RS WU - AN .. .) S Y A
HipRE o : : B IR C O ¢~ X 0 T SO G T
TH# ’ : 22 {17 2 ( 0.7
L : 34 (11.8) 2 { 0.7
"E’!i e p A3 5.2)
HJ'HE - 29 (10.1) 1 ( 03)
. N 46 (160 | 3 (190
Wi FOAss e A3 O T2 CO T
L BBRBGR | 230008y
LBRBFRSICEAEREE 36 (s | 3 (1w
R e |16 SO |
 EMBIURCTRE e 28 | 3 (e |
EOEE 24 ( 84)
B 27 { 9.4 1 ( 0.3)

EFrLHE SN AFERAN, MedDRA ver ITIEAWTHLEF L.
Grade}3CTCAE (Common Terminology Criteria for Adverse Events) v4iZHiL 5,

7B, MEEMEE 105 (35%) . KBR - BEECTH2H (7.7%) . #EREE (¥
v N EBEHEE) 2641 (9.0%) . FFEEEREI IS (52%) . FREHEEREE
L2761 (94%) . BHsEREE (RETMEEBRE) X746 24%) . Bk - BEE
1 (0.3%) -B T¥ infusion reaction % 8 %] (2.8%) TRD LMK, i, BEORIERE
E (REHERERN, SN, RRORES) | TEAOMREES, AIERERE., 1
BRERA, FER, BEERENE. 5ESBEARCLHATRDOARMT,



4, HERRIZOWT

ARREM L L CHARERE (£FD) ABRELA TV Z Lb, YHRALHEY
CEMTE AR THEILENDH D, TOLT, AROREMEDREEL DN - BE
L. AFOBEIC L ) EB2BER £ RA LABRSST 3 2 L B3N%ERED, BTO
DO~@DF T EHETHRRICBVCERT5EThH 5,

@ REHiZOWT

@1 TRED (1) ~ 5) OWTFhRhCEYTIHRTHIIL,

() BAEFBHRENBET XA BDIEESIL SRS (BOERF RS A SIS RbE.
HgAs AR EOEEHLARRE, HIES AR YY) (k28410 A 1 BRFA :
427 Hagk) ‘

(2) $EREREE (ERL284E 9 B | BME : 84 Haad)

(3) FERRMENTEET IXABDRKELRE (BABFESRIEERR. BADREE
BREE, PADFCEEHEERRRR L)

@) AL FFEZETFRE L, A CEEEME | s kb mEME 2 Ok Y

4 RSB ET> TSR (CERL274F7H 1 BRES © 2538 FESR)

(5) PUEMIEEALS & EME O R LR B BT TV AR (BR 27 £ 7
A1 BEEA ;1284 HEFR) .‘

D-2 JhE ®4b’$aﬁ7£&tﬁ§lli’ﬁ}%§§ﬁﬂ#®ﬁr*L~I~§:z\f£;‘m§§£kﬁﬁ%ﬁo&ﬁﬂi (FRD
WTRNICZHTHEM) 2, HERRBOFRBICETABROBEERE L LTEBSH
TnaZ &,

#*

e ERMRFRGE 2ECHHMFHER KT LRI SELU LR ABRBROBRRIHE LT
2TWBZ L, 55, 2L R, *Jw%%ﬁﬂ%%ia Lz BRRIEE 2O E LT
o TWAZ &,

|+ EERIREE 2 EOMMTHELRT LERICAEL LOBFREREA LTINS 2
L. 9B 3ERLER, Hﬁiﬁcoﬁnk%%ﬁ&éﬁﬁ@%%ﬁi%@ﬁﬁfﬁﬁ%%ﬁo'C
nwsZe,

@ BREHOERLFBEFHROARIZONT
EERFRTRRATTIEEENRBESh. WELENSOBHED, ot - 72
ﬁ%%%MEﬁ®Mﬂ&UEﬁgnﬁ¢5Fﬂ%&wﬁigﬁm%iLt%A@ﬁ¢%
B, SEREPLIITORBEHNESTHE D L,
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@ BWER~O#HRIZ 2N T

@-1 MRl B 5B

RIEHME RSO EERBIEARTEAE LRI, 24 MREIDRENOT, YR
EERRIZBN T, BELUZBERICS U CABRSER U CT S0EHEAOERNCLE
RREORRERY ATIALNL, BEbICRETERENRZE-TVWED &,

@-2 EREREIC L 5FEFSANCETIESEF
BABRCEDLZEMANRABLCEREE T ERAREENRIERE=4) 7%
BOEERDAL Y~ TEITVERE L BRE2 L C& 27— AERKH P RBH
ShTWs Tk, 2B, BEEHTIZOWT, BABRE L ZORBECHFICBAREATHY
Tk,

@-3 BlIfERAOBEPHSICBE LT

BlfER (MEMMRBITMA, EEMFEHRE, Ok, K. HEGRARE. XBK.
BEOTH, | EERA, THEREES, PRIBEEES. PRES. BEE (FFre-
RGEMEMBRZE D). BIBRESE. Mk, EEOKERES. BIRMEZERIE, infusion
reaction, FfEMEM/ MR ERIOR (TP BEOREFERG, BRBELE, LBEES (L
FHE) - A% - OEEMSMNGESE) ., BhEEME) LT, YEHER L BER
BBEOFFIEEHF 5 ER 2Bl L (REROBHITHRIBAL THRERVXEELRT
BRAFMHITHEZ &), ELICHEHNRLABRTE 2&HBE-THEZ L,
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5. eExRERDEHE
[Z2]
@ TR %#6%%Lomfﬂ$ﬁ@&%ﬁ%%&énfwé:kﬂ%\&ﬁéﬁ
Coblnz d,
. FHEIOBSIHR UBBUE OB ERED b 5 B

@ BRAIOFMIZBNTTRICRETHREFIT >V T, FROBRETHEERI RN
B, fOEFEREAZWIREIZRY . HEZAEZEATIZL2EE®TE S,
v HEMEMEROSH TS BE
+ BHESRECHERZR bé%%&@%ﬁ@@ﬁ%ﬁ%ﬁ&%@%&%%‘

B0 REMELBRLNSBE :
« BHOAFRBORG, RHE&%&EL<m%%&maaﬁrﬁﬁwﬁﬁﬁw
bHHBRE

*  ECOG Performance Status 3-4 ™" D%

[H %] _
@ TEOBFEIZBWIHROFEMESKRIESL TS,
. 77?f%ﬂ%ﬁhm%ﬁmﬁ%ﬁiéﬂwrﬁﬁmsﬁwwﬁxﬂﬁ%wﬁ
Ry 3 e
« 7F 5")‘%4%41&%b{ﬁ":}-—‘aﬁﬁ%}ﬁ%ﬁ'ﬂ‘é@ﬁﬁzﬁﬁf;mB B/ IV IIE3OIE
R LR RE
723, FERTFLEE CEGFRERGEFEETALKMA REFBEAFITB VLTI,
JRATE UTEGFRF v % ¥ ¥ F—ElERIIALKF v ¥ & % F—EREAID
BREXE T A%,

@ TRICEKATLEEF AT IFHNORERGERFEIZOWTIE, AFIOFZMER
AN TEO T, FHDERERF LRGN,
+  ALFERERIBEOBE,
o iTRAEBLFIRE,
o fhOFBMERERA & OB,

@D ECOG @ Performance Status (PS)

Score ' TESE

0

E<HERENTS D, FFaL AL BEEBIHRZ2{TLS.

o] RIERITB LV EBRIZRIR SN 508, HITTET, BIEESE > CTOERIITI 2 ¢ BTE 3,
B : EEE, BIHER

FITMETCESOEOCED) O & zifi‘«'C'T*ﬁ:f_yM’E%irc% 2y, BPO S0%LL EiE~y FACIRTT,

Blww| —

BB SDEOED QI L LHATER, ARO50%U LR~y FaF B0,

2{BF2V, BAOHFOED O 3L TERV, Ry FMHFTARTT,
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@ WHBRETA FT4 2 (BANESLMIR) 2B\WT, ECOG Performance Status 0~1
@D 75 8% 0L F. i3 ECOG Performance Status 2 7 0 BF Gid, &3 #5085 .

B (FEZ3EA%) OBEARSSHERINTEY., 775 EAOERHERET
BWedhEREINRWITr—2RB8H 5, ZOBE. 77 F A ORBENZS &
B3 RASBRIEA TORREL AT BB IRV T, ARORS 2 EETE S,

@ AFNFBABMBERRIZBNT, RELEERUVH#BEELEEOWTFHOBREITE
WTH FEZ FEARICH L TEBESRIEESATWD, XL, FRELEED
BETHE., PD-LIBRBRFC LV ADEDCRABRELRS L BRBRINBERNEDL
NTWBZ LM, ERTFEBEOBEICHBCIIPD-LIRERE LR Lt Lok
ROBENEOHEETEZENEZ LY,
® PD-LIZEREFINRMTH S L PR SN HFRF EEBEH TV T,
BRI, FEZ XA E0FFLUNOREEERERORS »EETS, &

® ~NATBY X7 (REFHEMRZ) Oz =3B (K54 : PD-L1IHC
22C3 pharmDx ré’: ] ) L VPD-LIRBERREELIZHERELEROBAE T
BHoT, AFOBWE (HFK4 : PD-L1IHC 28-8 pharmDx [#3] ) Ik 2 FH
MENFERIBEITL, L TOXRE 2 SERABNOREOFEEREITTE 5,

J‘Cﬁ%—)
Andreas H Scheell et al. : Mod Pathol, 2016; 29: 1165-72

+  Fred R. Hirsch et al. : J Thorac, Oncol. 2016; 10.1016/).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
16-20, 2016

D gL, MOREMEEAORES>VWT, B, BEREICHYT5 D Ot HEEREY 2
LREERORROBEINEH DS, E%%%LT@%&%Wéhiﬁ%(%ﬁ%ﬁ)homfﬂ%@ﬁb
TR,
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6. BEICELTEE T x#H

O AMEIGEFITMA, BUERFEREVPRUT 5 WRE T E S E AF OB IER VR EMS
BOEDILBEREFRE+SCEBREL THeERATIZ L,

@ HBERBRIZEL D, BEXITTOFBICHEDERVEREEZ TARAL, AERE
TrbRETDHI &,

® HRTLRMICHOTH, PD-LI RGBS Lie L CARORE TE L HEF 5
T EAEE LA, PD-L1 BRRAFBRFER TERVBAIK, FEOEAOBERLE
M L7 R ET B b, :

@ FEREWERAOVRI AL MZDWT

REMERERRD b bNA D L Bh BT, AROBREI ST, MEE

W (RREEE, wEt, RAE) ORBRUKE X BREOERS. BEL o

NATSZk, Eh, BECRUTHE CT, M~—7—S0RESEHT5

e,

FANDOKEIZEE O infusion reaction EC%%TE@%E"&EC'{T%&%FE@'@% L

HBEIT-T L THRBT S &, E72.2 B B LEOAR]E 5 RC infusion reaction
BHbbndItbhs0T, FRREFPRVAARERTHIZ A ZAT1

YEUETSE, BEOWREEZTCBETHZ L, 728, infusion reaction %

REALEHEICH, £ TORERMERNELICE®ET 52 TREL-0RE.
THIE, ‘

FRIREREEERH ShiLd Z B H 20T, AR ORSFRERTIR VRS

HIXERIRIC IR IRIRER R (TSH, ﬁ%T3ﬁ%ﬁM%@%ﬁ)%%ﬁ?é

k.

AROBEIZL Y BECRERGICRET S LEx bLhd#e REBRRIE
BoHbbhadZeibs, BERED LRSI, BRLEFRIS LR
AR R AR & ARBR 2 O L& L CENARERNRE ATV, BEORSE
RIS X BRIERREDR 3 HAITH. ABRIORE T PIE, RORIEEES
NECROBREEEERTHI L, B, BIBHEERALEOFEICE Y EHE
BORERED bRRVERINT, BIREERLE »LUS O R EIF oM
LERTS, |

BEATH, R LEY AR L THLRIEARKERT 3 2 ERHB 1D,
AFIOBRERTRICHDEHERORBRI DI EET 3 |

| BERA (BUE | BERFEEAT) Bbbbh, BRFS F7 Y F—TR
IEAZERHBOT, OB, B, EHE0EROREPOERES ERIZ+
SEBTZZ L, | BERBAEDNSSICITBSEZHIEL, AR R
HOBRESEOENLMEEITH = & |

® FADERRRIZBVT, H%%%m69ﬁﬁ ENEAEL, BRERAEDD 1 F/H
13 ERERT O L ICAMEDTHE £ 1T > TWe D L BB, AAMEE I EY
RN EHRIRE THIROMREITI Z &,
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_ (FE2) BURK
HE. EERE, BRLIFEL 25BIFROSEE

< FEZFEARERLZIBE>

EELEHANOL5BE

BYSER A LTI BE

REEEF LUBRECRE PN D BFE

ERRANCBEEOSEERD H 2 BE < A
EIRXITERE L TWAaEROH B BE ;

< FEZ A MARSE LR ABE>
BRI OB B BE

BIRERD S XIS BIRIIE D 3 5
S0 H 5 BE

BEEDH 5B

RIED 55 BE

RS B AT D 3 B B

<btﬂ#tw0§k&ﬂ¢ﬁ>

B

VavZER - TF T4 TF—

BE, FrL, RS

SHERL

PR, FBRHEE

DARE

BREEOENEBERR (DIC)

. BEEIL, Biptim, BoEXER, KBk

A VIR

BNEPPR (RIBE (R R

SRR .

B ERSIARRAE (AR, (Stevens - Johnson SEMRRE) . FEMRIERE (Lyel EER), ST
L8 RF—7, BKIE, $E - iERrE '
DFEZE, HiRkmeERE

JRYRE

RFIRANE FERSUMERS (SIADH)

B2 ANAS ORISR, MBS, REHREE, WEOMNIGEOREIEESREE, Radiation
Recall 55
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BEEREETA T4 v
=RNV<T (Ri=THEZ)
(RFE4 : A7V —RREHE 20 mg, 7V —REREE 100 mg)

- ~EERAE~

SR 2 942 A
 EAREE
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1. FL&IZ

ERLOFHHE - TEMEOREROZDITIL, BATESIZESWEETERERPKD
bhd, XbiT, EDBEHEMOERIC LY, MEEER R P OB IR
FEERSNKEINEDT, ThbOEERZEICLERABETRIT 5 = L SRR
BRERL 2o TR Y REMEBGEE L WEOEALH 2016 CERL 28 456 A 2 B MERE)
BN TYH, BHNEELSEOFEROREEERZHA - L LEh T3,
FRERRFERRL, FRERSESMT 0 7 7 A VABEOERR LB b1 R
RHBZERDHD, 0D, AUMRVEREMIZETAERI+0EHTIE TOM,
UEEROBEZBMS RT3 ZEBMFINZ2BEFIRHLTERAT R L & biT, BlE
RAMBRLEBCURERGINE LD 2 LBWER—ECEGEM T EREECHER
THZLLREETH S,

LiedioT, ZHA FTA Tk, ABERSE nifrﬁanrwéﬁ%£+%
- BRI RS E, uTwﬁﬁmoﬁﬁ&ﬁﬁ%ﬁ@?éﬁﬁ#&ﬂ%&%ﬁ Zz
FROEBEFELTT,

RB. BHA I A 4, BITEIEAERESEFRESRAEE. AREREARR
RRIERFES, —RHEMEA B FERARESROCARIEAEA B RKEERZSO% S
Db EERLE,

¥E LR BERRS A7V RFERE 20 mg, A7V —RRREHE 100 mg (—A%4 -
: =<7 (BEFEHRL))
RRLRAMEIIDE  WIBURREEERAE
| HBREBDABERURE <{ LEERIERBROBREURFAELEEEAEREOEE>
\ﬁALﬂ—f»77(ﬁr%ﬁ&x)&LT\LESmM@
(hE) % 2 BRIFIRCARSET 5, |
< EEREESROBISR L B EARRE OBA >
B, RAIRBR=F~T (BEFE$RZ) LT, 1 B 3mgkg
(AE) % 2 BHEMRBEXIX 1 B 2mgkg (BE) % 3 ARBREBTR
45,
& A FE ¥ E . NEELTERASH




2. KRIDOKE., EREF .

A7 — BRI 20 mg RN 100 mg (—HR4 : = FA<F GRETFEBZ) ., LITF.
CTAR) i NFESTERRSHE AS Ly 7 A BTYR RV v ¥ —R 2
747 (BMS) ) 8FFE L7zt b PD-1 (Programmed cell death-1) Zx4 % & ! 1gG4
F ) ru—FAFETH B,

PD-1 1%, FEHAL LY > 38k (THEjE, BHBRREUTF250%5—T M) ROF
BERMIRICHEZR TS CD28 7 7 IV — (THIEDE(L 2 HHBIRICIE & AIHIET 54
T8 KRTBEAECHB, PD-1 ITHEIRRMISICRE T 5 PD-1 Y #> F (PD-L1
BOPD-L2) EFEAL. VA BRIZHMES 7B mEL TU - S3ROEELINES
FUCHAEI LTV B, PD-1 U4 BTSN & b Ok 2B RS
LTY., BEEAERE,CURLEFERICEBITS PD-Ll ORBRLITEROLESE
R & ORIt B OMRBEERH 2 Z EBRHE IR TWS (Cancer 2010; 116: 1757-66)
7, BREESE CIAREE THRAEETS A V¥ —T =20 i< (IFNy) _
IZL o> T PD-Ll DERNFEIN, BF LESEEBICRBT 5 PD-L1 OFRRLHFED
AFHMEOMICIEOHEERERALZ L0H®REDH S (Sci Transl Med 2012: 28:
127ra37), & B2, PD-L1 23AHIRM IR ML, PURKSRA CDS B T 4k
DR EEEEEZHE S 3B, MU PD-L1 HifE TPD-1 & PD-LI1 & DGR HEETR L
FOREEBRENRETEZ ERRENTWHS, SO EME PD-1/PD-1 U H FE
BR X, B ARBRIDSHURAS R0 7 T 4BIEH b O RS 2 EET 2FEO—o L LTE X b
nTna,

AN, EHFEROB RN B PD-1 OFIESER (PD-1 U H v FREASER) I2EA L,
PD-1 & PD-1 VA FEOBEEEAEFTIZ Lick . BAFESERMN: T HROEE
L ABR TR AMBIZ T S HREEEE R IR T A I L THEN T REENRE R T D
LRI TS,

AR OISR RS BE ORBRISIE & AEHERERS bbh, BEXEECI
EBARERH D, AROBRETRUBRERICE, BEOBEL AT, BENE
B BRIIBAITIL, B Lo FRITS U BP0 & SR 1o BN & L O
SREMBEETV, BEORERSIC L 3 BHERARDN A BT, BIBKESL
ELHIOREEDEERLE E1T 5 BERD B,



3, BEEERRAR
RGN B 7p M B f6 I (D AR SR IR I T A %45 - T:i?‘.: BB O RE LR,

[B%hik]
OEAFE IHAS (ONO-4538-02 HRER)
FHN AT (LT, IDTICY) T &k 2{bEREREA T 5 RIGEIBRAREER TR/ IVEI X
1R OB B AMEEAE (ECOG Performance Status 0 5 UF 1) 35 il & 8217 . A5 2 mg/kg
# 3 BEEE CREHE L. ZRFHRA THHERHE (RECIST H41 FF1 11
FRIZE-S S PRYEIZL D CR XX PR) 1% 22.9% (90%EHEKME : 13.4~362%) Th
of, 23, BHICRE LBIER 12.5% Th o7,

QOEANFE THERE (ONO-4538-08 FER)
EERERBROBBYBRAELANIY/VHXZEROEMHBRAEASE (ECOG
Performance Status 0 B TR 1)24 #il% %812 441 3 me/kg % 2 38R CARBE Lk,
EEFMER THBEEHE (RECIST H4 K542 11 JRICESE bz L5 CR
XILPR) H29.2% (90%RHRR : 16.7~459%) Thote, BB, FHICRELEH
I 6.0% T o 72, |

- OB IAERER (CA209066 FU5R)

vraf = 7 AREY 4 N ABBETFESFETRS Bl (BLT. TBRAF]) V600 BED A
VMEEFRERGRORBUBRFELZTHA/ VAN IEROBERANERE (ECOG
Performance Status 0 &K TF 1) 418 il (AFIFF 210 Fl. DTIC &F 208 ) Z %8Iz, DTIC
ZXBE LTHEA 3 mekg % 2 BRMRCRBRRHE L & & 0FERVE 2L RE
Uiz, TEFMEER CHL2EFHM (PRIE [95%EHEMI) 3. AHBENE [NE
 ~NE] # A, DTIC BT 10.84 [9.33~12.09] % ATH Y, AFIIE DTIC o3t LI
MICHERIER 2R L7 (A — FH 042 [99.79%(E8RR : 0.25~0.73], p<0.0001 [/&
Bl log-rank #R7E]) . |



1.0
0s- —A— FHH
oy ke SHFIIST R

0.8
0.7

0.6+
7 0.5-
0.4-
0.3- | :
0.2 : b
0.1 )
: 0 3 6 9
at risk3 A1ERER (B)

KB 210 185 150 105 45 8 0
HhNIT T 208 177 123 82 22 3 0

OS @ Kaplan-Meier Hi#f

T @EABIFARER (CA200037 BR) 2

A Y heT BEFERR) Xk BRAF REA 2 STLERER L BT 2 RIBTRE
He/e MHA/ N%Xﬁiﬁ%@%ﬁ%@ﬂﬁﬁ%‘ (ECOG Performance Status 0 & 18 1) 405 41| (4=
FIBE 272 4, (LSFHEE (DTIC XBAARTTF L L7 ) 3 OfH) B 133
F) ZxRIC, {LEREEZMNBE UTAA 3 mgke % 2 BRERCARFELEZLED
APURCEENERN L, TERMEER THEEHE (RECIST HA KTV 11
MRIZE-S < RRHEFEIZ LS CR XIX PR) 1%, FRINRREZINBTIO 120 FIA RN
SEML Sh, FHBETILI% (O5%EIERM : 23.5~408%) Thot, 23, Fajz
EDROMENRE L TWiaholk, b5 —o0FEFMEEE Th 3247 (P
& [95%EHEEEI) 2o T 182 HlDA <> b GEL) BT CTHRRMBIT 21T o IR,
AKIBEIL 15.47 [1239~NE] 4 A, {LFFIERET 13.67 [11.50~NE] Y A ChH Y, &H
VBRI S LR 2 F R AR EE 2R & b ol (A F— FH 0.93 [95%EHK
M : 0.68~1.26], p=0.6299 [J&3 log-rank RED).,

[Zat]
OEMNE TERE (ONO-4538-02 3ER)
FEFLITZH (100%) IKBD b, AEE ORRBEABETE RWVWESESRIT 3035
Bl (85.7%) iR b, BERER SUULOBERARTRO LBV Thol,



EHEN 5% EOBHWER

BEIXSE Fi% (%)

B4 . 354

(MedDRA/T ver.16.0} £ Grade Grade 3 LI E

ZRITER — ‘ 30_(85.7) 9 (25.7)

TROTEE . - . g
o TRREEREETE L say 0
PEibNEE o i e

i 2 (57 1 (2.9

P 26D e Y

LR SHEERS LIRS ORE

fEEm 2 (57 0

B 3 (88) 0
P APEBECEERE o oL
CEmE
CEERREREE -

: ALT &im

AST /N

7Ly 3

M CK 80

M7 vrFF=Hm

M= o Egm

e LDHEM

1 % TSH >

ik TSH e

CRP 50

SFEEERBONM

v-GTP /0

R FoskBE

~FFu gl

U 2Bk

PRk

MEATEET

TR SR

R FRE A

=)= e 2

SEERE T3 M

ERE T3 Wb

EERE T4

EwE T4 0

Y o= FEFHM
Ik ALP 3N

RN ST

HR~= — i — 5

ek E7 RES: X

YT 7 ¥ b TrT A

| CR ¥
U MRS LU S aERE

N

(143) 2 (5.7
(5.7 0
(14.3) 3 (8.6)
.7 ]
(5.7 0
(14:.3) 1 (2.9)
(8.6} 0
(20.0) 0
(14.3) 1 (2.9)
(1.4} 0
(11.4} 4 (114
5.7 ' 0
{8.6) T 1 {29
(14.3) 1 (2.9}
.7 1 {(2.9)
57 0
7 1 (29
(5.7) 1 (29
{17.1) ' 0
(5.7

(22.9)

(17.1)

(5.7

{8.6) ]

(14.3) 1
(3.6)

(5.7

(5.7

(11.4)

(E2]

H N
; ~

L TEIRRE
L HERNE
RS 26T
Rtz o AF—- . B2
| B £ U TR

B S IO
‘o

H-N-%

S}z ‘ 6 (17.1)
¢ & D 1n (314
RE 2 {57
BER B R RS _ 2 (5.7)
el 3 2 (57
BREEML 4 (114)
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k. FEMMER 16 29%) . KL - EEOCTH 1 # (2.9%) . HiREE 4
Bl (11.4%) . FPEERERERE S (14.3%) . BHEEEE 24 5.7%) . FRRIBMEEREE S
Bl (22.9%) | BIEEE 16 29%) . BEEOHBREE 1§] Q9%) RREEIEE 1
#Fl (2.9%) TRDbIE, Fiv, TEEBEERES, infusion reaction, 1 TR, X,
EEGERE, R - BEIER. DI, Bk, FFE. BEUHRIARE R U@ /M
DHESBRITRD b rbhols,

QENE IR (ON0O-4538-08 3ER)

HEEHT 22724 # (91, 7%) Iz b, if‘*%ﬁ%a DOERREBRENREETERVEEE
$03 1824 ) (75.0%) 23R bz, BEEN 5% EOBERIITED LB Tho
7o

. BN 5%LL LORIFER

BERIKSHE P (%)

HFEE : 24

(MedDRAJJ ver.18.0) £ Grade Grade 3 21 B
QEIH’FFFI 18 (75.0) 2 (8.3)
Eﬁﬂfmm‘?ﬁ"r e 8 230) 0
-1 = P T R S :

B 2 (8.3} 0
..o é&ﬁikxv&éﬁﬂ{iﬂ)ﬁﬁ ) T
e I L ¢ [0 I
L EERY 283
RS R OGRS
. L2838
. B 2 (3.3) 0

A 5 (20.8) 0

5 EEE 5 (20.8) 0

BR BB S 2 (8.3) 0

¥, RBR - -BEEOTH 2 # (8. 3%) JFHERERES 1 ) (4.2%) . TEAEERE
E 1] (4.2%) RUFIRBUSEIERE 7 5] (202%) TED b, £, BEMEMER,
WHREEE (F7 2 S L—ERENTS) | SHERE (RUETHEEBLSE) | BITES,
infusion reaction, 1 BUWERIA. EFEOK/EEE (REHIRIREGER., SO, BXE
B | Bk, BEEGENE. K - HEE, SLOBE, LK, B, TR B
FAARIE J UM e 1 I/ MBI A SR R 1338 bz dr o e,

@¥ESE MRS (CA209066 RER) Y

HEFRITAIERE 192/206 41 (93.2%). DTIC Bf 194/205 i (94.6%) 5B b, BB
- EREORREBRBEETERVESHRITAERE 153/206 B (74.3%) . DTIC # 155/205
Bl (75.6%) CRBD b, WTRSORTHERES s%U EORHERIRTERD &Lk
ThHol,



WP OB TRRRN 5% EORIER
P& (%)

BERIASR AR , DTIC #

E(ﬁi?l)le ver.17.0} 206 1 205 )

T 4 Grade Grade 3 BLE 4 Grade Grade 3 Bl b

LEHER 153 (74.3) 24 (1.7 155 (75.6) 36 (17.6)
LIRS LR Y Sl o : , e e R

R IR E . 0 0 23 {11.2) 9 (4.4)
| IVNERDE 0 0 (10.2) 10
MiEEE _ — e s

{0 22 {10.7) 25 (12.2)

TH 13 (16.0) 2 (L0} © 32 (15.8)

= 34 (16.5) 0 85 (41.5)
ooMmEet 163 1@5 0 43210 1
TR EANES USRS ORE i ) '

SN 21 (10.2) ] 25 (12.2)

i3 o] 41 (19.9) 0 30 (14.6)

FE ] 15 (73) e 109 1
RS L O ‘ ) : . L s
o BMWGE o .h 0 19 (9.3) 0
B ERRE L U SRR : :

. T Loy 0
BB LR THEAGE i . i T L
TR 13 (6.3) 0 4 (2.0} 0
BB S 3 (1.5 0 11 (5.4} 0
S EEE 35 (17.0) 1 (0.5) 11 (54) - 0
5 ‘ 31 (15.0) 1 {0.5) 6 {29) . 0
BEME B 22 (10.7) 0 1 {0.5) 0

B, AR W THEEMERER 36 (1.5%) . KBk - BEEOTH 66 (2.9%) |
WHREE (FT7 2 AU—ERES) 2861 (13.6%) . FFEEESE 76 (3.4%) |, B
BEREE 4 Bl (1.9%) . TEEBERSE 461 (1.9%) . FRIREEEE 13 £ (63%) |
infusion reaction 15 il (7.3%) . 1 BUEFERSS 1 ‘E‘J (0.5%) . BEEOKEIEE 3 # (1.5%)
BEOSEESEE 1B (05%) TRHdbhi, i, BIBEE, k., BEEHENE, M
%« BEIRA, DEAR. B, BT, U RAARE R UM IR /MR M SR BB 1 35E
biviehoi, ‘ '

@EAEMAEABR (CA209037 RER) 2

BEBRITIATER 265268 ) (98.9%) . {LFHuERE 98/102 #] (96.1%) Wil bR, &
BRELORNRBREPEETERVWEEFRITAER 199268 Fl (74.3%), {LEFIER
85/102 ] (83.3%) ITWHbhic, WThPDOBTHERER 5% EORERAIZITRD
LB Thol, | |

WFh OB CREBER 5% EORIER
B (%)

BEILRLSHE AEER (=375 <2
%ﬁfmm ver.17.1) 268 ) 102 7
o £ Grade Grade 3 2L E 2 Grade Grade 3 Bl b
LAWER <199 {74.3) 33 (12.3) 85 (83.3) 35 (34.3)
(RS LY o tREEE i e
#Hif 18 (6.7 3 {1.1} 24 (23.5) 5 (4.9)



o ’ I8 (%)
%%gilﬁﬁ}ﬁ . AR C O {bSeERE
" 268 102 47
MedDRA/T ver.17.1
( ver:17.1 4 Grade Grade 3 BL.E 2 Grade Grade 3 BA B

B ek 1 (0.4) 0 3 (7.8) 2 {20
£ sk 0 ] 20 {19.6) .16 (157
mzjxiﬁﬁﬁy{ﬁ 104 1 (04) 12 (11,8)
} Wﬁﬁ&ﬁﬁ?ﬁ e s6n o8 e
RRERE
5 11 (4.1) 0 15 (147 1 (L0
T 42 (157} 1 (0.4) 16 (15.7) 2 (2.0
Bl : 33 (12.3) 0 39 (38.2) 2 (2.0}
.. TR o125 o v4 21 (06 329
R SEEESLURERGORE
L Vil 14 32) . 0 7 (6.9) 0 '
B . B2 (306) 30 41. (402) 4 (39
EE., PR IULARSE ' o "
BARH PRIE 8)
R
ALT N ' 14 (5.2) 3 (1.1) 1 (.0
AST 80 15 (5.6) 2 (0.7 2 (2.0}
S PRREOR o 0 7 (6.9)
I/ iR %> 1 (0.4) 0 8 (18)
; B i R o3 an 0 8 (7.8)
OB S USRS o -

CasGd o Then T

pamE 15 {(5.6) 0 13 (12.7)

1) T § B . ), o .88
fk#ﬁﬁ-;-—una'-— 1 {0.4) ¢ 10 (9.8) 1 (1.0)
RN _ san ... ¢ 10 (9.8) o
N M S OWmEE o

- R 13 (4.9) L 8 7. 8) 0
EMBRURTASEE :
REdE 2 (07 0 8 (27 5)
& SEEE 51 (19.0) 0 2 (2.0
BRi5 34 (127 1 {0.4) 5 (49)
BEIR BB BLE 16 (6.0} 0 2 (2.0}
BEHAN 24 (9.0) 0 ) 0 0

R, AFIBETBVCRIEERSRR 8 Bl (3.0%) . KIBA - BEDTH 441 (1.5%) .
FhEElEE 33 41 (12.3%) | FFeeRes 22 ) (8.2%) . TigtieRE (RMEMEMEBR
) 541 (1.9%) . FIRBEEREEE 23 1 (8.6%) | BISRESE 1 4 (0.4%) . infusion reaction
104 (3.7%) . BEOKERE 14 (04%) . BER 260 0.7%) ROEY 5% 36

(1.1%) TR LN, e, TEFREERS. | BERRF. EEHEE, Bt -3
BEde, (DFZE, Fige, Frd. MRBUTRARER U5 EE M/ MR MESERITEED b/
Mnaots,

oo oo

1) Robert Cetal : N.EnglJ.Med., 372 : 320, 2015 (CA209066 SXER)
2) WeberJ.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 #ER)
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 REBETELIRBTHILENRD D, £OLT, ARORENSHEN:BELDN - 5E
L. AFOBREIC LV BEEREERZRER LEBCHGETE 2 ERLERED, UTO
O~ TR TEHETHERIZEWTHERTIRETH S,

@ BEEFRIZoWT

@1 T2 (1) ~ 5) OVWTFROLREETIHERTHEZ &,

(1) EEFBHRESIRET D P8 ADFESELSFERS GREFRSADREELSHR,
HR A A S I RTRRE, BB ARRAR ) (FRR284€E 108 1 HEEA -
427 HiR%)

(2) HEfeERl (ER28E9 A 1| AREA : 84 fi®)

(3) HEFRAENRETINARREEREE (BAZTOEEE TR, BABREE
W, DBARRENEERER &)

(4) HNRACFEREZEZREB U, S {LEEEME 1 e (b EFEME 2 Ohsr R
iR B BHETo TOBIER (ER274E7 B 1 AR : 2538 JERY)

(5) NEBMIEEANFEEMBORBREEIIGLIBHEZTo TV DR (FR 27 4 7
A1 BRES ;1284 HEsR)

D2 EHBAEOILSHRERCEBEREREOMRICH 208 L BB & O EN
(TFROWTNPICEYST S ER) 2, HEPRAOFFICHETEROBEFLLT
BEEIhTn3Z L,

gy
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EREEOEMELETHEMLEE L BIEROBESRGICE L THRERUXES
TN EFTHE L), ELHEHDRLER T 2EFHRESsTWEZ L,

11



:

REMBLINDIBHE

[Z2iE]

@

?%E&%Té%ﬁnowrmxﬂwﬂﬁﬁﬁﬁkéhrwé:&ma\E@%ﬁ
bﬁ:b\: ao
o FADORGICH LIBEUEOBREROH 5 B4

TBRAIOFHBIC BN T TRICES T RFIL 2V TR, A oR SRS AR

2, MOBRKERERL2WIZEGICRY, HECFFNEFERTI I L2E5ETE 3,

o MEMEMRBORHFIEEDD ZBE

. EERRE CRER LR 5 85 R UIEEIE O KRR LB %
SO KERTILR B LN S BH ‘

s HEARERAOSH, IXEBHENLRE LSREREo B CRERERHEOEERD
bHBHBE

* ECOG Performance Status 3-4 () @ﬁ%’

[FZhHE]

@

{LEFREROL2VEBERULZFRERO H 6%5.5‘9_%»\12:%41@%@&752? ah
TW5,
mkBmﬂﬁﬁ%%i%ﬁ?é%ﬁkkWﬂiBmwmiﬂkié%ﬁﬁ%ﬁ?
a2z g,

TRICERSE T 2B8FITHT 5FHORERUERFIEICOWTHL, AF OB
HIISNTELT, FHORERG LR, |
o IR mBEERE

¢ MOREBHEEEA & OFFA,

(&) ECOG @ Performance Status (pS)

Score

E#

0

L FHEZERTE 3, BFELFLCASEESHRRIITLS,

1

ARSI L BB NE 2, ST, BIEEcE - COERRS T LR CEE,
Bl MR, BT

2

HIIAETESOFOE D O LET_THREEA AR TE R, AP s0%LL EiTLy M‘L“c
B,

3

Ron-BH0F0BRo0Z ELHTERN, BRO 0% 2~y FhEFCRTE,

4

2 ETARY, BEROFDOED DI LEE TERV, 522~y FARFTBRIT,

12



6. BEICEL THE T &My
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RADIDLBRRERE+HICEFE L THLERT S L,
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®
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W75 28, e, BEISCTHE CT. MF~—F—S0ORESE KT 3
e,

AF|OBEIXEE D infusion reaction 12 2 TRAKIZ+ohian T 31
HEIT-Tc ETHRHBTHZ &, £/2.2 B A LBEOAF 5 R infusion reaction
RHbbNDZEbdHoEDT, FAREPRUFHBER T RIT AL FAYA
YERAET A%, BEOREE T SCBET A &, 723, infusion reaction %
L IBEITI, éf@ﬁﬁ&ﬁrﬁﬁ SERICEIETIETHRE 5B
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KEDZLBEHZ0T, A, B, BHEOEROERRSOEEDS LRI+
FEETDHIL, @ﬁﬁrﬁﬁth%AkmE§%¢mL AR 8

HOBREZEDOHENRVBETI Z &
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1. EE®IC

EEKDEPME - ZEUORRO DT, WEXBECESOFEREANKD
B, &bil, WEOREEMOERIC LY, HEERER 2 ¥ OB HHRE R
FEZLNABINDHC, 2 bOEERFEICLERBREICRET D - L HARED
B R THY REHMBOEY L MEOEALS 2016 CER 2846 A 2 B MBRE)
ZEWTH, BHENEELREOFRORBEEELZHL - LI TN,
PR ERER L, KBTS I 7 7 A VAEEOEER LB b E
RBZERBD, 0D, FHMRUEEHICET BERR+LEHT 5 = TOM,
UHERLOBELMZT T3 I L AHEIN BB YL TERTS L & bIT, BlHE
FAMFEH LB B EARRIEE & 5k RTEEA—E OB 2T EFURE A
TBILREETHA, o |

Li#oT, XA FTA 2Tk, BREES-IAETELI TV EREER -

- BRI RN RS X uTwE%mmﬁﬁ&Eﬁ%ﬁﬁ?éﬁﬁ#B%E&E# #Z

FROEESRRETT,
I, AL BT A i, MSATEEABERKMERESRRAHE, am&@&xax
ERIEESS, —REEEREA R AEENRES \%E#IﬂﬁﬁﬁAaﬁﬁr '

— it EEEA R AR FES OB IO S LER L,

XRLAEDEERR  FA PA—FEWHE 20mg, FA P —F JIRHE 100 mg (—
B4 RATu Y X (RETFHEKL))
HELROPEXEHR : PD-L1 BHEOCIRARRR2EST - BE O/ MK
ﬁ%ﬁﬂ%ﬁ%ﬁ:ﬁ#\ﬁAﬁm\&A7u9f77(ﬁﬁ%mﬁi)ELT,L
[El 200mg % 3 ERIRIIET 30 M CTRBEET 3.
B3 R ¥ & MSD #REH




2. AR, ERABRAF

¥A M —FRHEFE20mg R 100mg (—it4 - 227 ) v (BETFHE
Z), BT TA&RA) Evv5,.) X, PD-1 (programmed cell death-1) Z DV H FTh
5 PD-L1 RU'PD-L2 L DR S ZERBAET 5. & MhilgGs £/ 7 n—F LA HETH B,

PDJﬁ%mTﬁ@ﬁﬁ%ﬁ%ﬁﬁ&%nétbﬂﬁbﬁ@ﬁﬂﬂ?éi&ﬁﬁ%@
AA v FC, PD-1 1%, BELREBIZRBOTEER T BROHKARECREL, B4
B E S ALHEXLBRZAERGREFIET 3, bbb, PD-1 RV T FEE
BTHI LTI VARZRFRICL DV /T A EERAHIET SR EAETH S, PD-LI
DEFABICBIT SHEBRITDT P TH IR Z OBAMB TR T MECHE£MAD
EEBREICER LTS, PAMIRICEITS PD-L1 OREERIL, SHAE, RS,
FFAMBRAE, DPEUE, FEAVEIBARREEZ: & Of 4 RBATTFHRRABEFTHY ., EV 4R
& OMEERBE STV S,

BEHEORA DR T L PD-L1 BROHBML &, PD-1 & PD-L1 OERIIEFD
SEERCR D TEERBRBIZIAD 2 LAREINTHY  Fie kR AIBROER L L
THHFEN TV B, _

#FIik, PD-1 & PD-L1 RUIPD-L2 O U ¥y FOREZIMET A Lic kv, B
BUNBE S OEESROMIAEEE T U o R e B S IBERE » BiEi bt
AL CHIEBRERET S, ' | :

FRIOERARFIZESIBEDHERMZ L 2BIERENE bbh, EEXIIETIC
ELWEENRHL, AFOBREFRVCERERICIE, BEOBEE+21ITY, EEMNHE
HoNBETE. BRELEFRG U AN MR L BREF D EMEEE L CHE
BIRERIRZE 2TV, BEORERIGIC L 2BWEABELR 3 BAICIL, BIBEEHRL
EUROFTEFOWERNBEITILERSD S,



3. BRERAUAR
PD-L1 [BHEOEIRTRERIEST - FSE DI/ HIRDMHAE O 7R SRIF I FRAl 21T > J= 2 B bR,
BRORIBETRT,

[Fzhi]
OEEA RS IHEFEE (KEYNOTE-024 F5R) ,
{LERIER O 72V EGFR B5TFERERME, ALK A REFEMER O PD-L1 Bk (PD-L1
BRB L EEHRS D AFE (BUT ITPS] 2\ 5,) =50%) "OYIBRTREREST -
BROF/INERIERE (3056, BAA 40 FRST) BR&IC, 450 200 mg 3 BH
MR EOFMER VERMER, 75 5 HlH 280 EEN{LERE LT soc) &
WiH,) ERBEL LTRSS, BB, BRI TREBETHRDONEEAI, &
BETERTERPRD DR WEOBRKRIIZEE L TWABE Tk, kRELIEOE &
A CHRBIETEED NS ETABOREFMEET 2 2 E A TREE Shie, TETN
IR B T EATE IR (BATF (PRS] &V3,), BIREHIGIE B 122472800 (LLF Tos)
EW3,) k&R, FENET S FHRE R SRR Y B LT, PFS, RTOS (F
PIARIT) B RICHER L7z, |

€ awA=F B e L TERTERS S TS PD-LL IHC 22C3 pharmDx T4/ 2] ZAWVTH

EEh,

100 -~
90 | — ARNOmg QIW
80 - b , | S 75*1-_#{3&35%
& 70 -
601
4&50_

40
Bl Ly
20 - e ™}

By

10 | -

s o i st i

0

4

| A T —

at Hisk® SRR 12 AR [R]

#A200mg Q3W 154 104 89 44 22 - 3 1

ISFFMRESORERE 161 9g 70 18 9 1 . 0
| EIE 3 A PFS OB M O Kaplan-Meier i (PD-L1EBHE (250%) o BEKE)



100 7
907
80 | ™
70 . ,ﬁ\wm‘_l

ﬁ}- 50 ] Mﬂ-ﬁ-ﬂ;* — b —H-—
ﬁ 40 |
30 |
20 ] —— smmomg Qaw
107} o F5#r0MERCIYSE

0 3 6 9 12. 15 18 21

at ik A

FA200mg Q3W 154 136 121 82 39 11 2 0
TIFIRAEICIEEE 151 123 106 64 34 7 1

OS® B MIAEHTR O Kaplan-Meicr gl (PD-L]F&E (250%) OB

o

Q@ERLFRSE I /MM (KEYNOTE-010 35
75 F R RS LERERE" 24T 5 PD-L1 B (TPSZ 1%) ? OUIBR R e 72 1T -
BROFE/NERMERE (1,0334, BAAN FlE&Te) ZXRIE, £H 2 mgkg 3@
FERR S RT 10 mgke 3 BHEBEREOFMMERTEEMN, Fe& Akl
(BAF TDOC) & 3,) 2HRBELTHREFEREL, 28, BRI CREETHIRD
Lhicigalc, RRETE R TERBRED b2 WEDRKNICEE LT D RBE T,
REI LA O BEHE D THEBMEITHARD b D T TAFI OB G L TeEL Shi, TE
FEEE 1T OS RULPFS & &, AHFIIZ DOC LB LT, OS 2 FEICER L,
*1 : EGFR IFFERBI T ALK BEMETBEOBE TR, 77 FHMAL A LKA L5
EREICMNL, Th-Eh EGFR EERAXIE ALK REERZH T 2 ELEFEAC X 5 15HE
BAT D BEREZ AR SN,
*2 : PD-L1 IHC 22C3 pharmDx [4'3) ©f{E% o FEHVWTRE S,



100

go.I e 48 2 MESkE QIW
80 - acnne M 10Mgrkg QW
70_- — Rt '
£ 601 .
50 - i TR
e ] T PRI I
E‘m- “‘Huu HERERT 11
30
20 R
10
0- v e ™
) 0. B8 10 15 20 25
at risk#% el |
@ 2mg/kg Q3W 344 = 259 115 49 12 0
FH10mg/kg Q3IW 346 255 124 56 6 0
R+l 343 212 79 a3 1 0
0S8 DRMAATEED Kaplan-Meier #88 (PD-L1 Kt (21%) OBEME)
[ZaiE]

OE BRI R MHAFER (KEYNOTE-024 35%) 4 , .
HEEGIIARFIEE 148/154 # (96.1%) KT SOC B 145/150 #] (96.7%) =38 b,

HERE L OERMESEECE RVAEFRIT, TREN 113154 B (73.4%) KT

135/150 7l (90.0%) B Bivic, W ADHTREAER s%IU LOBIEFIETRD
EBY THoT,

WSO CREEN s%E EORER (SR RKE)

s0C {3 (%)

PT | AFIEE SOC #

{MedDRA ver.19.0} 15445 : 1504
4= Grade "Grade 381 L £ Grade Grade 32{ L

£BEA 113 (73.4) 41 (26.6) 135 {90.0) 80 (53.3)
ks LR RS ] _ .

il ‘ 8 (5.2) 3 1.9). 66 {44.0) 29 (19.3)

B ILERME A S 1 (0.6) 0 8 5.3 2 (1.3)

piadash =8 Tl i 1 (0.6) 0 34 (22.7) 20 (13.3)

/NI RE 0 0 17 {113y 8 (5.3)
gt == _

R B AR TLIEAE n- 7.0 0 0 0

FR RS RIS T i 12 (7.8) 0 1 0.7 0
BREE

P _ 6 G.9 0. 17 (11.3) 0

TH . 22 (14.3) 6 (3.9) 20 (13.3) 2 1.3

B 15 (9.7 0 65 (43.3) 3 (2.0

A P94 4 (2.6) . 0 18 (12.0) 2 (.3



UG- 4 (2.6) 1 0.6) 30 (20.0) 1 ©n
—h% - 2HEEL X UREFLORE ' :

&SI 5 (3.2) 1 (0.6) 11 (7.3) 2 (1.3)

o 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)

Ao ' 1 . {0.6) 0 9 6.0) 0

L C 16 104 0 8 (.3 0
BRERRREE

TI=VT Ik 10 (6.5) 0 7 (4.7) 0

SVAT =S5 —F

i

T RNG X BT 8 (5.2) 2 (1.3) 5 (3.3) 0

/P AT

Z —¥ i ‘ ‘ ,

oy LrF= 3 (1.9) 0 15 (10.0) 1 ©.7

#n

S pIRE ' 0 0 20 (13.3) 6 4.0)

RS A 0 o 18 (12.0) 9 (6.0)

B i SR 1 0.6) 0 16 (10.7) 3 {2.0)
B L UFRER

B EE 14 ©.1 0 39 (26.0) 4 2N

BeZryah 1 (0.6) 0 9 (6.0) 0

£E
FEHRAB LURSRBES ‘

e i 13 (8.4) 0 4 2.7) 0
R R _ ; _

RERY 1 (0.6) 0 15 (10.0) .0

HAEE = ot 2 (1.3) 0 9 (6.0) 1 0.7

F— : ‘
FELER, BIRhis X UMitRRREE - _

i3 8 5.2) 4 (2.6) 1 0.7 I ©.7)
B LU TR .

it e ] 0 12 (8.0) 0

bi-d; fA 8 (5.2 0 1 0.7 0

T DEEIE 12 (7.8) 0 3 2.0) 0

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

B, AFIBECEEEMERIL O F (5.8%) . KBK - EEOTHIL 8 #1 (5.2%) .
PREE (F7 - SL—EERE) X246 (1.3%) | FgiEEEE 226 (14.3%)
FIRIREREREIZ 21 41 (13.6%) . TRAMREEE X 1/ (0.6%) . 1 BEERFIX 15
(0.6%) ., BHEEE (RMEBEETRSE) 216 (0.6%) . BEXRIT1H (0.6%)
e - B RARET 1 ] (0.6%) B TF infusion reaction iX 5 5 (3.2%) CRH L IiLi,
¥, BEEOREES (RELBIREGER, SWAE, BEXNEES) | BIBHEES,
EREREIE, M - BER, 5 IBERRVLHRIIBD bhlkdhol, |

OEPE RS L/IEER (KEYNOTE-010 35%)

FEEZIT 2 mg/kg Q3W B 331/339 #1] (97.6%) . 10 mgrkg Q3W ¥ 330/343 B1 (96.2%)
KX DOC # 297/309 i (96.1%) IZ5RH L, BWRE L OERBRSTETERVEE
ELUT, ThEh 215/339 F (63.4%) . 226/343 ] (65.9%) BTt 251/300 1. (81.2%)
RO Lhlc, WINPORE TEREREDR S%ULOCBERIITROLBY ThoTe,



WP OB TREERA 5% EOBIER (Gt

soC % (%) .
FT 2 mg/kg Q3W E 10 mg/kg Q3W ¥ DOC
(MedDRA ver.18.0) 3394 3434 3094
2 Grade Grade3Blt 2 Grade Grade3fll £ Grade Grade3BlE

2R1ER ' 215 (634) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (353)
MR L TY RREEF :

-y 10 @9 3 09 14 @y 1 03) 40 (129 5 (1.6
FERBAE _ N (1)) 0 1 @3 0 44 (142) 38 (123)
N EE

E NS i 25 (1.4) 0 23 (6.7) 0 1 0.3 0
BapREE ;

Ll 24 (1) 2 (0.8 22 (64 0 56 (18.1) 7 . (2.3)
Eix 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
EM 12 (3.5 0 13 (3.8) 1 (0.3) 24 (78 2 (0.6)
—R - EFEER LRSI OREE

£ H)3E 20 (59) 1. (03) 19 (55 2 (0.6 35 (113 6 (1.9
O 46 (136) 4 (12) 49 (143) 6 (L7 76 (246) 11 (3.6)
AR 5 (1.5 0 4 (12) 0 21 (6.8) 0
FEE 100 29 1 (@3 14 @D 0 17 (5.5 1 (03)
347 S '

R ER S 0 0 2 (0.6 0 24 (7.8) 19 (6.1)

SHiilkze -4 ] 0 3 (0.9 0 16 (52) 10 (3.2)
REB L UEEES _ )

ERREGE 46 (136) 3 (0.9 33 (9.6 1 (0.3 49 (159 3 (L0
FEERL LU HRRES

RE 13 (3.8 0 19 (55 2 (06 18 (58 0
P . 5 @7 0 10 29 0 29 (9.4) 0
TR RERE

HRERF 4 12 0 720 0 16 (5.2) 0
S = 2 —mF— 2 (0.6) 0 3 09 0 28 (@1 1 (03)
. SBEw 3 (0.9 0 3 (0.9 0 17 (5.5) 0
B2 & UV T AR ) ' _
AR 3 {09 0 2 {0.6) 0 101 327y 2 (0.6
% S EERE 25 (74 0 32 (9.3) 0 56 1 (03)
iz 29 (8.6 1 (03) 44 (128) 1 (0.3) 14 (4.5 0

728, 2 mg/kg Q3W FER R 10 mg/kg Q3W BETENEh., MEMERERIX 15 6] (4.4%)
B 1461 (41%) . KBk - BEEOTHZS 61 (1.5%) BRU26 (06%) . EEOXK
BHEE (BHIRIRE R, WA, FHARFEES) 121460 (0.3%) RO 1# (03%) |
REE (¥ NL—ERHE) 12241 (06%) RO 36 (0.9%) . Fikiems
1 23 Bl (6.8%) T8 22 1 (6.4%) . FORBRESSRRE 13 32 4] (9.4%) U835 i (10.2%) |
TREMERSIE 1 03%) RO (03%) . BIBHERE 246 0.6%) RUI
#1 (0.3%) , | BUEERRAIE 1 61 (0.3%) RUt2 4 (0.6%) . BiSeERE (RASRIEHE
BRE) 246 (1.2%) R0 B, BERIE L H (03%) RON0 . fhdk - BhmeE
ERE 1 F (0.3%) FT0 . infusion reaction % 2 B (0.6%) KETR6 Fl (1.7%) T:ERH
biie, Eiz, EAEMENE, MK - HIRE, SEMERVLHRIIRD oY Wi

7o,



4. BERRIZONT

FRRREM L LTHEARERE (20 AEEehTna I ehb, %?Rﬁﬁ;&'ﬁﬁﬂ
CEBTE AR THERERD S, TOLT, FHORENEN2BEE DN - 5
L. AFDORECI Y BEELRREEAZRALZBICHIET5 Z LXK ERED, LTO
O~@DFT_XTEMETHERICBOTHERTIRETH S,

@ MERizOWT

D1 TRED (1) '~ (5) OVWThhICRETIMEETHDI L,

() EEFBREIIEET 2 RN ABIOESIL RIS GEERTIR S A BB AR,
HUE S A 2 OB HE L R ﬂﬁiﬁbw ﬁrlﬁka) (ERR284E 10 A 1 BREA .
427 HER)

(2) #SERERIE (ERK 2849 A 1 BFRFA @ 84 HERR)

(3) FERFRIMENIEET 2B ARFOEERE (BABFREEIRERR, SADRER
B1REE. DA B REEHEE RS &)

&) ARIEPEEEEZRE L, SREHEME 1 Rfiﬂ%{t%ﬁ?‘fﬂﬂﬁ 2 DIERELE
WARBBHEZ T TV aEaR (FRR2747 A | BREE : 2538 fERR)

(5) MEMEERAS TEMBEORBREREIRIBHEITo TWAiER (Ek 27 €7
H 1 BREA ;1284 HERR)

D2 MEOILERER VR ﬂfﬂ??ﬁﬁﬂ#@ﬁfhil"l'ﬁfi%ﬂaﬁkﬁﬁ%ﬁ’ﬂgﬁiﬁ (T&RoD
WTRSIZEY T AEM) A, YEREROAFICEATABRROEEE L LTRESN
Tnare,

=

o [ERRHREE 2EOIETHEL KT LoRBIZ S EU LR ABKROBEEIHE 21T
STWHZE, 96, 2FL I, PARYEESZE L LtBRIEEZEOTERT
RoTnNBZ L,

. EMRIRES 2 EONITHES R T LRI 4 L L OREERER L TV B |
L. Db, 3EM R, HEORARYRE S SRR EOBEIE ST T
WAZ &,

@ BRACEEMEFREROEHIZONT
EEMMFRERICEFT2E5EEREESh, ﬁz%/‘ﬁb%@iﬁaf—’@n Btk - &
HERFHEROTER CEMSEIZHN T3 EREE, AEEERRELLEEOREE
B, SRESCHITORAEHNESTWE I E,




® BUER~ORIZOVWT

@-1 HERRAKHIICBET HEH: | |
HEMMEREOBE RBEANTEAE LB, 24 BERREHNO T, SEmB
R RV, BB LEEERCE L TARERERY CT E0RIEH OB LE
AREOBENYBFBLN. ELEHSTRLEHAE-THE I L, :

@2 ERUEEEIC L IFEFEHSICETsES

RABRIED ZEMN2MBE OB E T s EREFERRERE= Y 7%
BOLERDOAL Y —=r P EITVERE L ERE 8 T 5 F— A EREHN R
ShTWwadZ &, B, EffEHiconT, BABER L EOFERIZHHICAmMmEh TN
Bk, -

@-3 BHER ORI LT

EWER (MEMMRBICIZ, KBS - BEOTH, RS, BTHiENE (RaY
MEMEAS) . NAWES (FTRAKERES. PRIGERS, BISeERs), 1B
BRI, B L DMk, B - MEUHRAREE, Mg, BEOKBRE (BUSHEIRAERE.
SIALEE, REESE) . infusion reaction, IS « fEIEZS., BEEFEHE, WREE (¥
5y NU—ERRE) . DHAS) LT, URERULEBERSEORMEE
F4 5 EA &M L BIEAOBICRISICE LR R U B R 2T bR &S
BrE) . BEHRETARMAEBRE TE 3EMPIESTHAT L,

10



5. BEHBELRDBE

[Z24E]

O FTRIHEST 2ROV THAROREFEBE SR T0EZ L b, BERT
bl &,
o AFIORSICK LBRECHERDH L BE
o ERUTER LTV B AR D 3 B B

@ BEIOFEMICBWVTTRICEY T2 BHIT2WTHE, AFoREITHEI 2D

v RORBRRRENRZWEFIZBY . HECAREERT3 L 2EETE 2,

s FEMMRBOSHIIBEREOHIBE

» BEHERRECHEEELR béﬁ%&ﬂ%@ﬁ@ﬁﬁﬁ%ﬁﬁ%@%ﬁ%ﬁ
ZOMICREREEBL BN HAE

« BCAREERABDEH, Rﬁ@@%&%b<uﬁ%ﬁmaaﬁrﬁﬁmﬁﬁﬁo
HHBE

*  ECOG Performance Status 3-4 (&”@@%

(FZk]

O TROBFITHWTAAOEHESRIESL TV,

o« bFREEORV, EGFR BREFEERME, ALK RS 8EFEHER T PD-LI
Bt (TPS=50%) OEIBRTFREZETT - BROIENIlitEBRE

. FIFFREIESTEEREELE TS PD-L1 B (TPS=1%) QUK
ST - BROFE/NIRMGERE (A28, EGFR BEFERBMEIT ALK ftd
BETEEOBE TIZ, £HEN EGFR Fu &5 —EREH XX ALK F
By — PSR OEREY AT BAE)

2B, TPSHALTn ) Xw7 (BEFERL) Oav =t B (REs

PD-L1IHC 22C3 pharmDx [# =) ) #HWTRIET B Z &,

@ TRIEZRIATIEF AT IFRORERMERFTEICOWTIE, AFROFZHESN
MY EINTRLT. FHOEEHNRLRLR,
¢ BRWMBMEERE, '
. ﬁ‘ﬂ@*ﬁ'ﬂ%&ﬂi%‘ﬁl&@ﬁﬁio

&) EeOG o Performance Status * (PS)

Score . E¥

0

L MBERENTE S, BFRAEACREEEIHRLEITALS,

PRERITIH LSRR S h 328, BITAHET, BEEPE- TORRIRITI Z 2N TE S,
7l BVRE, BHER

) -

L7

BoNZBEHOHFOEY DI L LITERY, BRDO50% LRy FhfFTiB T,

-

2 Bitiv, BOFOREDOI XEE TERWV, B2y FABEFTETT,

11

TR TESDEDEY O X Lk T R TARZIMERIZTERWN, BHD 50% i<y FATBZS,




@ MERBETA FF7 1 (AFRMBEESR) 8V T, ECOG Performance Status 0~1

@0 75 &L E, Xik ECOG Performance Status 2 %10 OfE T, 53 ki

#l (FEZFEAE) OBFREMERSNATRY, 7750 ERERE

BWeHERESNR2Nr—2ABH 5, (CEREREETIEFCERTEE. 7

ZFFRANOIIERI e & HE 3 HAPIEAEA COBRRE2ETABRECEY
Tik, FANOREZEBTED,
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6. BECBLUCHBET2HE |
O FAIBHNL, BERSRA SRS 5 TGS & RAOIHR
AT D HERERE 2 ICBRELCh bERT S 2 &,

WRBIAIC AT D, BERIZE ORBCHPER (VERIER +HBA L, AEEH
THLRETHIE,

ERBERORTUAY MToT

@

®

MEMMRERLSLNA T LR EOT, KRDBEITHIZo T, 5
KBTI, FMERERE, %% ORBRUMET X BREOERES, Ry
SIITD T &, iz, BEIZSUTER CT, hiE~—I—Z0RE2ERT
AZdE,

infusion reaction 28 bl b Z & 23dH B, infusion reaction 2358 LB S T
. EEARNEEITY & EBIT, wm@ﬁféifaﬁok%%+ SR
THI L,

ARSI E N &b B T L 0 B DT, ARIOR 5N R UE 53R
FILESRIC PR IR EIRTEE  (TSH, H28E T3, B T4 S0BIE) 2EHT5
Rl :

S EEEERILDNAZ LB S 0T, AR OHRERBEIME RSB PI
TEHAROICITHEREIRE (AST. ALT. y-GTP. AP, BV AL ZE0RE) #EH
Th2L,

SEIER (IEARVIIHERELLZED) SOREERERERLLbNE
ZERHBHOT, EHMICIROREORELZGRETA 2L, £/, BOoREN
BOOLNEESITE, EONMCERBEE2ER T B 2HEMETE D &,

 FROREFICRY  BEOCKEISICERT S LB X D REBERE

BHOEDLNDIZENHE, BEERRDONFESIZIE, BRLAEERIEU
MR mig & BB R oERD & B U CHEYREN B ATV, BEORE
B LSRR EDN 2BEITE, AFOREXIFIE, RUBIBEES
NEVRIDRESEFEET B2 L, 2B, BIBREFRVEY ORI LY EIE
AOHENTED LRRVEAITIE, BIBRERNAE L SO R 0B N
LEETIZL,

RERTR, BAMPCEITARB L THoANERBRETZ L8550
AROBRERTHRICSEERORRZ+LICERTIZ &,

1 BRERA (RME 1 BERRZ ) Abbbh, BRBES P72 F—2 2
KEDZZEBHEOT, OB, B, BERE0ERORERLMIFHEDS LR IZ+
REBTBHZ L, mﬁﬁfﬁ&bﬂt%ALHﬁ€%¢ib AR
HOBEEOBENLNEBEITH Z &,

AR OBRRRICE VT, BERMESS OB, THUBE, BEREI G 1 40
(&3 EEREHRT O L TREDFE 1T o TV 2 & 288, RS PIZEN
RNICERRETHROERETI Z L,
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REERHEET A 714
RATTY Xes (RETEHRZ)

HiHs 4

(BRFEA : FA PV —F KWL 20 mg, ¥4 R — & R FEHE 100 mg)

~EERAE~

VR 2 94E2 B
PG




B

ANl e

X UHIT

FEI DR, ERBE

R PR AR

IOV T
BExtE L BE
BRECEBELTEETEEHE

P2
P3
P4
P10
P12
P13



1. iteHic _
ERSOEE - REMORROE DI, T TESICESO I EERERARD
BB, SbiC, EEOREEHROESIC LY | HEEERL ¥ OBEFR IR
FEERBEABEINDIPT, INOOERR P HICAERBFICHRET D 2 & RNRED
BEL o TR REREGEY L MO RS 2016 (TH 28 45 6.7 2 A REERE)
KEBWTYH, EFEESSOERORELHELRAIZ L Eh T3,

FHRERSFERAL, BREASERM 707 7 A VSEFEOERR L bR
RBZERDB, Z0kD, FHERUESHEICET 5 HRA SR 2 CoM,

UHEELOEEEZMZI B EAMBFSNABECH L THEATS L L b, BHE
AR LB BLERRS® & 52 L SRR —EOEN 2k E R o
THEIENEETHS,

LERoT, AL FTL T, BREELINE TILB LR TN D ESES -
H2HRMCESE | DTOERROSERERZIET 3RS0 b REREN, £2
FROBEEEL T,

RIS, AHA BT A 1, MAfTEIE A ERDERBIEHE AR, ARSI A B A
BRERIEESS, —ARHFEA B ABRARESRUASETEA B AR SN ES0OBH
DY EER L.

HEREERPERR : 4 M —F AFHIE 20mg, ¥4 M—FEFHE 100 mg (—
&%-«A?uJva(ﬁF%ﬁ&zD
AL RAPRERIINE | RIEIRR AR B B (o |
WABLRARERVER : @E., RAIKE, A7 v ) X<y (BEFEHRL) LT, 1
. El2mg/kg (FFE) % 3 BRARMRT 30 227 TREFHET 5.
Bk R ¥ F  MSDERESH




2. FR O, ERBF

FA FA—FRFEFE20mg BT 100 mg (—f4 : XA 7 0 ) Ax7 (BETHE -
%), BAF T&#] &v5.) 1%, PD-1 (programmed cell death-1) ¥ DV HY FTh
% PD-L1 RU'PD-L2 L DRFEEEHMET 5. & MhlgG4 T/ 7 v —FMETH B,

PD-1 B3 IL T MR R B RIS 2 BN B 72 DTS A KBRS FI R 9~ 2 a4
AA v F T, PD-1 12, EERKEBICBWTESRE T MltoMisRmicREz L, AER
BRI ZE RV EX AR R RS2 H#T 5, 3Rbb, PD1 BRI FE&
BTAZ L LV HERAERE LB T EERZRICHETAZSEETH S, PD-LL
DEFHEBRICBIT2RAIIDLTHTHEIN ZOBAMB TR THBROBX 2L
IEEBERICHRLTWDS, PAMIBIZEIT S PD-L1 OSRRIT, BHRE, RS,
FFAMBREE, SRELRE, FE/NHREMBE DL B A CTFERRRAFTHY, BuniEFERL
ORBERFE S TWS,

BEH OB AOBRKIITH% & PD-L1 IMAOHBEHEN 5, PD-1 & PD-L1 ORKIZEE D
REERCRS WV TEEAREZI ) Z ERTRSITRY ., AR ARROENE L
TS T3,

AFiX, PD-1 & PD-L1 RU'PD-L2 Ofi UV H > FOREEEMAETLZLiICL Y, EE
BREPOEEHRGRESE T U o RE B S8, RS 2 BFEE T
5 & THERDREZRET S,

A OERBFICES BEORERIG L 5BWERE R b bbh, BEEXEIELK
ELAMREN DD, FAFOBRETRVRERIIE, BEOBEL+HITTV., BESR
» bRICRAITIE. BRR U AFRITE U BP0 M0 & SR A OB Lk L TE
R ENZET R T W BEORERRIE L A3EHERRNRDRIBESICIT. BIBKEE RV
FUHIOREEOEYGLERZITS LERD B,



3. BRPRAR
R Rt R AE AR M E T X EERBROREE T,

(%] ' : -
OEMNE 1b 1835 (KEYNOTE-041 &5k :
EEREROROXIEA EY be7 (BEFEHRL) GTF AV AwT] L103,)
BEERV 2 VYA VETOMEREERZ R T 5RIGTBRTRLRERAEBHE 42 5)

(AT 4 37 ) 2B, AH 2 me/ke 3 BRIME BIT TQ3wW] &n5,)
BEORER R EEDRE S i, 28, BT CREBETHHED bhi B,
RREITERTIERBIED bR RVWEDERNIEEE L TWB B T, KEDREOE
GRAMCTRBEITERD LN T CAFORE LRI T 5 Z L BN TREL &k, TEF
HIE B ¢ BEEF[RECIST H A KT A > 1.1 fRIZHE-S < FRYEEIC X A5EL2ES(CR)
XixEaEZ (PR)] 1%, 24% (O5%IEHEER] : 12~41) ThoTz,

@S IAERBY (KEYNOTE-002 3B |

A Y A TIC X DEEELE T 3RIFURTREL2EMBREIERE 2 HRIC. & 2
mg/kg Q3W &R TF 10 mg/kg Q3W R EDFMER RN, LFEFRE (F ARy
V. TESOI R, AVRTTF ATV EXFREARIZINRTSF o+ 20 8%

T, BLF MICC 81 v H,) 2XRE L TRNENE, 2, ESHE CHERET
B bNIBEIT RAETE T TERDED bRV EOBKNIIEEL TS A
FTR REUEOESME CREETERD bR ETCAEORE MR T I N

AlRE & Eivle, EERFMER X2EFHE (08) RUMBEBRARFHM (PFS) & &,

AN RE L LB LT, PFS A RICER Lz,

100 -
90 Y ——— %M 2mgrkg QW
80 X —— FMi0mgrkg QIW
701 \ P
£ 60 o
E 20- k\%« ‘ |
4 40 1 , m“’%\m e
307 h““‘%%wm?g
20 R
10 1 : '
O —emmmmprmmrmm——— T T LA L T
0 3 6 9 12-15 18 21 24 27 30 33 36
at risk3¥ ' ST (]
FH2mg/kg Q3W 180 131 95 70 631 11 0
AMomg/kg W 181 138 99 79 €7 12 0
{L2NeE 179 115 80 60 48 9 o

0S8 @ Kaplan-Meier
| 4



—— M 2mgfkg QIW
——— FM0me/kg QIW
merms e (LMK

; ] Lw%
1 O T . ' = &e%w:amh
R s

O- ] 1 I ' i [ 1
0 2 4 6 8 10 12 14

at risk#% SNELEEEME]
#FM2mg/kg Q3W 180 153 74 53 26 9 A

##10mg/kg QAW 181 158 82 55 39 15 5
(Lo 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier Bifg

s s st e sl

@WEN B ISR (KEYNOTE-006 SU82)

AV AT LBIBREORVRIFACY AT 2EERN 1 LI ETHHE
REREZ AT SRR, EEREAEBAE 2RI, A# 10 mgkg Q3W REE K
10 mg/kg 2 E@HERR (CLF TQ2W) 2 5,) BEDFEPHHERUESMEN, 1Y A<
TEHBE LUORR SRk, 28, BRI CRBETRED bhiz Balc, KRBT
EATERIED b RWEORKRICEE LT3 BE T, kE LI E {25 <
RBETERBODONAETHRAOREZMHET A LA TREE Shir, TEFMER I
ZEFHH (BT Tos] & 5,) RUMBEEATESM (UT PFS) & ).) k&R,
FRNIAECY AT LEBL T, OSRUPFS 2FBREE LE :



100
90
80
70 1

& 60

i 50 -

$ 40
30 ——— Fmiomgrkg QW
20 7| e depii0mprkg QAW
10] —— s1evaws

0 e rrrrrrT perrrre N e prerrrTerT Frrrrre P — rrerrrT

at risk®%

. ER10mg/kg Q2W 279 266 248 233 219 212 177 67 19
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18
AEULIT 278 242 212 188 169 157 117 51 17

0S @ Kaplan-Meier Hi#t

100 1@

& 70

o]

e
e e A 10MG g QAW

— fPULNT

0 2 4

6 8 10 12

SN NN ()

at risk¥¥

FH10mg/kg QW 279 231 147
FF10mg/kg Q3W 277 235 133
AEVLRT 278 186 88

98 49 7 2
95 53 7 1
42 18 2 0

PFS @ Kaplan-Meier i

14
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[=ait]
OEMNE 1 b8R8 (KEYNOTE-041 3A%)
HEEHIT, 41/42 5 97.6%) KRD LI, RBEL @I%Eﬁiﬁ%‘ ETERVWER
BHIT, 34/42 51 (81.0%) ICRBD BN, BIEMR s%L LOBIERIZTEO LB T
Hotr,

#* FIARN s%lAJ:tDEIJ‘PFm (BT SIMEH)

% (%)
soc \ .
PT nglngBW?#
(MedDRA ver.18.0) 4207
i £Grades Grades 3 DL E
£RI{ER 34 (81.0) 3 (19.0)
 RPEE s _ T
i ﬁiﬁtﬂiﬁ‘m&?ﬁ - 4 9.5 0 00
il e e e e
g ; - o
~—H samERIGESERSRE oo
- f%ﬁ;:ﬁ - B s (1.9) o Tow
7;(/\7%/&7 J I~7/R7:-:7-—'Ei§71|1 3 an o 00
| REERECAM L 7 3. (7.1 0 0.0)
e
3 fEfE 6 143 0 (0.0)
MR EBRERE , 6 (14.3) 0 (0.0)
B EN S (7.1) 0 (©.0)

7B, BEMEMREE 15 (24%) . KR - EEOTH 24 (4.8%) . IFREREE3
B (7.1%) . TEEHERET 2 F (4.8%) . FIRIBHEERE 6 #] (14.3%) | infusion reaction
15 (2.4%) BROSESER 1F] (24%) TERDLNE, T, WEES (¥F5 4
V—IEEHSE) | BHEEREET (RETEEEELS) | BITESE, | BERAB,. BEED
BEREE (REHRRERR. SHAE, FREES) | Bk, ik - HEEURRALE,
EEGEAE, MK - BERXRRVCLHGREED N Ehot,

@iE41%E 48585 (KEYNOTE-002 35%)

BFEFRIT.2 mgkeg Q3W ¥ 172/178 51 (96.6%) . 10 mg/kg Q3W B 178/179 1] (99.4%)
BOVICC & 167/171 # (97.7%) IKBDH b, BRELOREBEREETELVWEE
HEE, TREN 121178 B (68.0%) . 133/179 B (74.3%) K U* 138/171 i (80.7%)
IR b, b\@*nmo)ﬂﬁ'@%ﬁﬁf—# 5%U EDRIERIXITROLBY ThHotz,



i WFh OB TRRRN 5% EORKER (RT3 M)
S0C ’ % (%)
BT 2 mg/kg Q3WIE 10 mgrkg Q3WEE ICCHE

(MedDRA ver.18.0) 1784 17941 17184
2Grades Grades 321 E 2 Grades Grades 3811 £ Grades Grades 324 &

2RER 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (30.7) 45 (26.3)
[P KR Y R . oo S : - : ' : ;
o e
[SFiiksz 2 ¢ (00)
1
2

(5.3
(3.5)
(3.5)
2B

06 7 @9 0 00 3 208
©0 0 (O 0 (0O 14 (82
" AP PEREAE (0.6) ] 0
o JMRRIE LA ! 1
Wﬁiﬂﬁfﬁ : :
ﬁﬂ:ﬂﬁtﬁﬁ&ﬁ?ﬁ 9 (51
;!ﬂﬁﬁ/ . - N
(2.8)
(8.4)
(4.5)
LALD

(©.0) (0.6} ©0 14 (82
.. 00 L1060 108 6 64

SO O

;
[N - Y

<

TN R 2 NN X0 M T 1O S N 1) W

‘o

00 T9TTED o e 1 e o T o

00) 19 (06 2 (1) 14 (82 3 (1.8

0) 16 (89 1 (0.6 56 (327 4  (23)
L6 10 (56) 1 4.2y

Wl
8

-
)
vy
;ueooé'

=
.21

[l
b o

©.6) 26 (152)

25) 2 (1) 52 @91) 1 (06 62 (363) 8§ (47
LBY 0 e 11 61 0 (00) : L 08

Eﬁﬁﬁﬂéﬁ: .
‘ﬁh‘i D
Bt

mﬁﬂﬁﬁ _ .

R 2 I )

{tw:amm&nﬁ '

-

. ﬁmaxmvﬁ**mﬁ%

i

1

| OWEREE : . i : o

B R T R T T E o iy

‘‘‘‘‘‘ SR (0.6) {0.0) 2y 00 11 64 {00

. BEMBIURTHREE A R L

B T R T e Rt ST S S P
Jid; §% ¢ GBI (0.0) 9 (50 0.0) .2 (0.0)
PR 37 (208) 00) 42 (235 . (0.0) 3.5 0.0)
i 21 (11.8) 00 18 10D (0.0) 4.7 (0.0)
BHik R 5 (23 06 10 (56) (0.6) (0.0) {0.0)
B[R . 10 (5.6) (0.0 9 (50) (0.0) (1.2) {0.0)

BT U 1 BN NN 2 M N 0 M B -

100

N B 1 A 2 R T A =2 M O

0o 10 68 1 06

GnH .z QAN 7 69,

—
!
© i

;

[
=R 1A

ool -
i
IR

o—-ocoeo
O —oooo
PO e N B

=

7233.2 mg/kg Q3W B R U8 10 mg/kg Q3W BHZ BV TEFhFh., I A28 141 (0.6%)
B4 22%) . RKIBR - BEEOTH 141 (0.6%) XU 6 (3.4%) . #EEE (¥
7 S ERREE) 2 61 (1.1%) B UF 0 B, ITFHREEREE 13 41 (7.3%) R TR 15 B (8.4%) .
FHEEET (RATHEETRS) 16 (06%) EO1H0 (0.6%) . FTEEEEERE |
Fl (0.6%) B3 (1.7%) | FRBEEREREE 14 41 (7.9%) KU 1S 6 (8.4%) . infusion
reaction 2l (1.1%) RO36 (1.7%) . EEOKIEEE (FEHEBEIRERLE, 4L
B, HRMEES) 1460 (0.6%) BEU14H (0.6%) . BEZ 141 (0.6%) KO0, EAER
ESE 0 FIRT 1 #1 (06%) fide < BEMEEZR O IR 1 il (0.6%) . WRITHE 5
RKOBIET2H (1.1%) TRERH LR, Fi. EIJP%‘IS%\ 1 BUBEIRIA, Bhdt - BERU
I R N 5 G:FE 9] enfmo 7.



A B MIERER (KEYNOTE-006 3R8k)
HEERIL. 10 mg/kg Q3W B 264/277 $1(95.3%) . 10 mg/kg Q2W B¥ 275/278 51 (98.9%)
B OVIPL B 239/256 B (93.4%) iC@B bh, RBREL ORRBESBTETELVAES
&iX, THEI 202277 B (72.9%) . 221278 ) (79.5%) BT*187/256 B (73.0%) IZ
RN, WTNIOF TEEEDN SBLULORBERIITEDEEY Thol-,
£ WThOORCRERN 5% EOBER (AR #ME)

)3 (%)
soc. 10 mg/kg Q3WEE 10 m/kg Q2WEE IR
(MedDRA ver.18.0) : 27760 2784 2568
2Grades Grades 384 E 2Grades Grades3gL b £ Grades Grades 384 E
2BIER 202 (729) 28 (10.1) 221 (79.5) 37 (133) 187 (73.0) 51 (19.9)
| YREE ' ' ' ' > o ' _ o :
R IR T e TUTTTYTTTesy o Ty 17 ey o 0 e ey 0 T
 PRBRREE TE 2,089 0 00 25 G0 1 (04 2 (@8 0 00
ﬁiﬁﬁﬁ : ) T ] o . o
i T T T T T T
KEgge . 3 (29 5 (1.8) 4 (14 4 (14 19 (74 16 (63)
T 40 (44 3 (L) 47 (169 7 (25 S8 (@27 § (3.1
nrsER : 1 @) 0 (©0 20 (72) © ©0) . 1 (04 0 (00
B 31 (1) 1 (04 28 (0 0 (OO0 22 (86 1 (0.8
ignt : 5 (18 0 (©0) 10 (36 1 (04 14 (55 0 . (00)
Tl 2AREBLURSBIORE T R A
g ey e G R iy Cew 6 €3 3w
Y - 53 (190) 1 (04) 58 (209) 0 (00) 39 (152) 3 (12)
: ﬁﬂiﬁi ' = : - . . o .-

A0 s ey e

FARSELMT S mww—mm BTN - N N N

. 0.
KBS I UERNE -

 Bkwor 18 6 L0017 @D 0 (0 78 0 00
BRERSIURSRMNE e
K . 32 ©4 26 ©4 0 (00 13 G 2 (08
i P e 8 @Dy 0 O0) 19 (68) 1. (04) 5 . 20 1 (04)
ERBFUETARRE . - e s
TEiEE 300 (4 0 (0.0) 40 (144 0 (QO0) 65 (254 1 (04
i35 - 37 (134 0 (0.0 41 (147 0 (0.0 37 (145 2  (0.8)
BB 31 Ly o O 25 (00 0 0.0 4 (18 0 (0.0)

723%3.10 mg/kg QAW B R T 10 mg/kg QW BEIZ BW TN, BB MR B 45 (1.4%)
BOV1LA (04%) , KB EEOTH 10 61 3.6%) R 13 6] (4.7%) . #ERESE

(X7« SU—IEEHE) 2461 (0.7%) RU0H, FREERE 448 (5.1%) RU23
Bl (83%) . BHiERE (RMETFEERRSE) 24 (07% EC146) (04%) . T=
fzk%ﬁaﬁ%%lm (04%) RO 1B (04%) . FRIRMAREE 28 (10.1%) EUr33 4

(11.9%) . BIEEE 16 (0.4%) B2 4 (0.7%) . infusion reaction 7 # (2.5%) %K
Vsl (1.8%) « I RBERM 16 (04%) RU0H, EEOERE (FEHERER
B, SHAE. BREES) OPIRT 1 5 (0.4%) | BESK 148 (0.4%) RO 4 (0.4%) .
izt - BUEURAREE 1 B (0.4%) R0 B, BMZ - BERRA 0 AR A 1 4 (0.4%) | .3
VW2 S E ISR 3 6 (1.1%) BT 6] (04%) TRD LI, £, EEHENER
CULFHEIEBD oo e,



4, MEFIZOWT ‘

AR L THEARERE (W) ARELh TV Z L kb, YKRELEY
CEMTE B3R THILENRD D, TOLT, AFOREREDRBEZDH - 1§
L, ARIOBEIZ L Y BEELBEWER 23R L BIERST 3 2 LS %ER D, LT
D~@DF RTERWETHRICBNTHEAT3RETH B,

@ mRizoOWT

@1 FED () ~ 6) OWVWTFhACHYT IR THDB I L,

(1) EAEFBREIEET 2BABREHIFRRS (BE IR AR FEEIL SR,
g AS A RS B SRR, A AR &) (ERR284F 10 H 1 BRER :
427 HEER) '

(2) $SEBEERE (ERK2849 A 1 BRLE : 84 HegR)

(3) FEFFRAENEET IVABKEERRE (BABTREEIEERR. HSADRERE
BT, BADFOEERERIRR L)

@)%%m%ﬁﬁzéﬁﬁb,ﬂ%k+ﬁ&ME1Kﬁﬂ%m%ﬁmMEzmm&§ﬁ
CERLSEHEToTWDRRR (ER274F 7 A 1 BEFA @ 2538 HE5R)

@)#%ﬁ@%ﬁﬂﬁMEMEwm YEAETIR B BHEIT o CWBHER (Fk 27 £ 7

‘ A1 BREA : 1284 HEER)

O-2 FHERCIEO(LFIER CRIERREBRF O XIS +5 25 & B8R 2 /O ER
(FROVTNHIHEL T DEM) B, LEBRBOAANCET 2 HMOREF L LT
EEIShTHhEZ e,

R

o [ERMAFDEE 2 EOMMITHERRT Lictkic 5 E£LL Lo R ABEOCEERIHES
ToTWadZ &, 96, 2 FLULE, BARYRELEL LT«.EEEEH@%-?-@HW
BT RoTNBTZ &,

+  EMEFREE 2 ﬁ@@,ﬁ}ﬂﬂﬂ% BT LI 5 FU LR EEMEEZRORE
KRBEBRERALTWVDZ L,

@ BREROEELFREBROERICONT
EEMERERICEF T HEEENEB SN, HESENLOEREN, o - &2
MERZHFROTHELVEMSICHN T2 FRRME, FEFRNBE LZES0REE
T, EEHRERD b”‘bnéﬁiﬁ%m%oﬂﬂé L. ’

10



® BHER~OSIZYWT

@-1 BIERBES RO ERIC B35 Bt _
FEMEMEREOEERBIEANREA LBC, 24 HABREFHIO T, YEESR XX
HHEMRRICBWT, BELAEBERIUSC TCAREBRREC CT £0RIER DERIZHLE
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