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JTEHHER R EICKNBERBREICRRT I DICERBEMAEEY A F
SAVvEERTAZEELELE,

AR =FAn<T GBEFRBR L) NE (BR4 - A7 VR RRHT
20mg B 100mg) KON AT oY X+ (BEFHEERL) BE UREL
F o F—F SRR 20mg R TUUR 100mg) 22T, FE/NFEER IR T E
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1. L& _
EIRE DA - REMOREF O DT, T B CE SV BIERMERRRD
BhB, &b, EEORHEEHOMESIC X 0 | FHFERR L & OBHIL SRR
FEEHVBAREINSF T, TN L OEERR L EIC N BB CRET 5 2 L BRED
FRREL 7o TRY EHRHEEE L O AT# 2016 CERL 28 4E 6 H 2 B #EE)
EWTH, EFNEEREOERORBLHEER RS Z L L ShTWn3, ‘
R R R R I, EEERSR A TR T 7 A ABRBEEOERR LB MR
RHEZEDRDHD, ZOD, BPERCRSMICHET S HES+OEMT 5% To/M,
UHERMOBEEM ZT 22 LRSS B3BFIH LTHAT A L L bic, BHE
FARFIR LI BRI BEARNIGE & 5 2 & TR —E OB % 7 3 S B B T
TAHLEREETHS, '
LB T, AAA FFA T, BREER I E CIRBLN TS ELIESEL -
BRI ESE, HFOEES OB ERAEHET 2B A» b LEREM, B2
FROBRBEEE TR, | -
B, RAA KT A %, MITATHIEANER L ERSRR M, AHMEA B &
BRI FS, —RHEIEA R ABKNBIES, HERERESEA B ERB 22RO
—MERLEIEA BAFFRE L OBA Db & B Lz,

ML DEEN ATV ERERE 20 mg, A7 U— R AR 100 mg (—HR4 -
== (BIEFHREZ))
HRERAMETIHR - CIRTARRHEAT - BROIE NI
HELRAMERVAR  BH, BAII=AA <7 (BEFEBRZ) L LT, 1 B 3mgke
() % 2 W CAaERET 5., '
RO BRROEE R TSR




2, RHIOE. fERBF

F7 VRS 20 mg/100 mg (—RE : =RA~T (BEFHEBZ), BT K
F 20D, i MRS TERRRML A S Ly s Ak BTV ARA < F—
X AZ AT (BMS) #) MBR L7t b PD-1 (Programmed cell death-1) {335 & b
B 1gG4 £ ) 7 u—F N TH B,
 OPD-1IE, EMAELE D SR (TR, B MR U F2 7 4% 5—T i) RUE

BERABIRICRET S CD28 7 7 X U — (T HMOFEML 2 MBI E L A HIET 55
F) WRTH2EGTHD, PD-1 HREBERMRICER TS PD-1 Y F (PD-LL
BOPD-L2) ERES L. Vi RiCHEEY 7 F AR EEL T 3 ROFECIKEE
AITHHE LTV, PD-1 U4 FIdPUREBTMMLIANC & b DRk & RIEE AT RH
LRy, BMHEGAEAHE LR LUAEEARICRTD PD-L1 ORER &WEOETF
IR L ORI AR H S 2 LA SR TV (Cancer 2010; 116: 1757-66).
i, B EAESRE CIEMREBE T RS EET DA ¥ — T mu v (IFNy)
iz LT PDL1 ORBEATHEH SN, BB LEBEMRICEIT 3 PD-L1 ORI L Hiko
AAFIIR E ORI EQMBEBMRAS S L OMELH D (Sci Transt Med 2012: 28:
127ra37). & 5IT, PD-L1 %8RRI ¢ AMIRIL, FURRSRR CD8 Bt T Mk
OHEEESEZ RIS L2, FLPD-L1 KT PD-1 & PD-L1 & OFEEEEET S L
FOMEEERERBIE TS Z LAREN TV, S0z & 25 PD-1/PD-1 Y H o Fi
BRI B AMBERHRERAR TN L ORBE 2 BT 2BFO—D2E LTELL
nTWVa, |

AT, EKERABROREREDN S PD-1 OIS EEE (PD-1 U ¥ FRESHED ICRE& L,
PD-1 & PD-1 U H > R OFEZMAETAZ LI LY BAFRSRN T kOB
e RO AR 5 2 fﬂlﬂafgii‘ﬁl‘i EHBTLIL 'Cﬁ%*ﬂ’] MBS R E R 2
AR INTVS, |

TR OMEN G, ARNERIEE AT A 2 REERIC 2 V85 b0 L SN,
FE/NFRIR I B A R k Li-lERARPERL, A2, B2MRUESENHER S
Ol

A OEFRBFFIC 35 BE ORERIRIZ L HBHERSER & b, BRI
EATFEERD B, AROBREPROERERKICIT, BFEOBEL TV, RESRE
D BNFEA T, R LUCFRICL C M2 550 & R RO EM L LTl
YR ERBR ATV, REORERIGIC L 2BWERBEDNL S BE I, BIBERL
F RO 55 OB IE 21T ) BEND D,



3. BREKERAR
ERFEE 2T - BRE O NI E (RELRBERUHERTE LB ORDBHICTMH

Tl EBRBRBRORE LT,

[FzhtE]

{RY_FRomR)
OENE IHFRER (ONO-4538-05 HER) _
77 F T MR ST RIREE Y AT SRR IB B/ IV I ERO R LR
A% (ECOG Performance Status 0 FeUt 1) 35 B2 XFRIT, A4 3 mgkg % 2 B HIHET
RIGHEL e, EEFHHRE THHEEIFE RECIST V4 F7A > LI HICES PR
HIZEIC LD CR UL PR) 13 25.7% (95%EHEKR : 142~42.1%) Thot, BB, &
BN R E L2 BMER 9.0% Th o'z, :

@S IAEAER (CA209017 3BR) (N Engl J Med 2015; 373: 123-35)

75 FF WA R S T EREES T 5 OB B H/VEIXUIBERORT LI
## (ECOG Performance Status 0 R Ut L) 272 ] (AHIBE 1354, FeyFEA3137
Bl) BRI, FEXZSELERMBLE LTHER 3 mgke % 2 BRIRR TABSELE,
EEDE A T 5 LA (PRl [95%E EE ) i, BT 9.23[7.33~13.27]
A, FEEFBEAHT 601 [513~733] ZHTHY, AFIZ FEX FEAVICH LK
RIFHNCEBRER 27 Uiz (== R 0.59 [96. 85%&.%?[% 0.43~0.811, p=0.0002

LK% log-rank B E])

Probability of Survival
P & & o e
w S ur (- ~

e
[

o
o

0.0
T T —F T T T T

T
44 3 6 9 12 15 i8 21 24
Overall Survival {(Months)

Number of Subjects at Risk
Nivalumab 3 mg/kg

135 113 B6 69 52 3 5 7 o
Docetaxel

137 103 69 45 30 14 7 2 0
T Nivelumab 3 mg/kg (events : 86/135), median and 95% €] : 9.23 (7.33, 13,27
~ 9" Docetaxel (events ; 113/137), median and 95% Cl : 6.01 {5.13, 7.33)

OS O HFEEEHT © Kaplan-Meier Bh# (E{ESIL S hi-£H)
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(R - Fe )
OEMNE THRABR (ONO-4538-06 FRER)
75 FF WE AT EREE R A T S ORAREL LB B/ IV IEROIERE LN
#iE# (ECOG Performance Status 0 £ U0 1) 76 ﬁ]%i‘f%bt\ A 3 mg/kg % 2 BREIEIRR
THBHELE. EEFHER THOEHE (RECIST HA F7 4> L1 BICEI<H
follElz 1A CR XX PR) 11 19.7% (95%EHEIEM @ 123~30.0%) ThH-olz, 728,
HHTCERE LI BHII 9.0% T 35«;710 '

DS MARRER (CA209057 2B) (N Engl J Med 2015; 373: 1627-39)
75 FFRE B A LR 2 A T SRR TER #1/IVEI B OER YL

CEEEE (ECOG Performance Status 0 TR 1) 582 ff (KL 292 Fl, Fe & X2 AH#£290 -

Bl) BRI, FEZXEARRBY LTARN 3 myks % 2 BMMR CARIBE L,
FEGE B T 5 2AEHE (PR [os%EBRRD i3, AEBET 12,19 [9.66~
14981 B A. FeEXXEABT 936 [8.05~10.68] VA THY ., AR FEFFEL

ot L HEmic A B ER SR Lz (O — Fik0.73 [95.92% S #H K :0.59~0.89],
p=0.0015 [J&@#l log-rank WED.

1.0

Prabability of Survival -
o o ° o
W S Lf! (-]

o
N

o
=

0.0~
H T T T T T T T T T k] T

0 3 6 9 12 15 18 21 24 27
Overall Survival (Months)

Number of Subjects at Risk
Nivolumab 3 meykg

292 232 194 169 146 123 62 32 9 0
Pocetaxel
200 244 194 150 m ag 34 10 [ 0

— & Nivolumab 3 mg/kg {events ; 190/292), median and 95% C): 12.19 (9.66, 14.98)
--€-- Docetaxel (events ; 223/280), median and 95% Ci : 9.36 (8.05, 10.68)
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PD-L1ZBLRILBI DH LY rmw@ P

HESL B MAHA SR (CA209017?£&&U\CA209057?€%) Mﬂ%&)\ﬂ%hfﬁ%@ 55, fE

AR R

BUVTPD-L1 % 3% Ltﬂﬁ%ﬂﬂﬁaz‘» HHA8E (CLFIPD-LIZEEHE| 215 ,)

T ABEEI R LN HOBRFOF —FicESx, PD-LI%%%EUL????%L%#E
%{TO Tuﬁﬁbﬁ&tﬁﬁélﬂi@fft%giu—f:m & j:o D w@?)’) Ti_o

HIMECE LT, RERB#S TR, PDLIOBRKICE ST, Fu s 22 pEL ik
L ORI COSHIER T B M5 b,
JE RSP £ B2 TR, PD-LIZEBRE %R OB K F ﬂ?tﬂ/ﬁ &iF Eﬂ%@ﬁﬁ'ﬁf

bote (FH),

2B, Y LB, FRFELEME bic, PDLIOERECL LT, FHOLRER T o

Ty ANVERERTH- T,

" Probability of Survival
o =
s 2

el
b

e
o

e
15

T 1 T T —T T " ¥ T
Q 3 6 9 12 15 18 21 4 27

Qverall Survival (Manths)
Number pf Subjects at Risk
Nivolumab 3 mg/ikg
108 a2 0 60 L 39 28 37 4 Q
Docetaxal

0 a7 09 53 L} 30 13 5 2 a
"%~ Nivalumah 2 mafkg {events : 77/108), median and 95% CI ; 10.47 (7.2, 14.26) )
“ % Docetaxel {events ¥ 757101), medlan and 95% C; 10.08 (7,36, $1.93)
Hazard Ratio (Nivolumab 3 my/kg over Docetaxel) and 95% Ci : £.90 {0.66, 1.24)

s B
5 &

Probanllity of Survival
s
or

T T T T ¥ T T T
0 3 6 Ll 12 13 18 21 24 27
Overall Survival (Months)
Number of Subjects at Fisk
Nivolumab 3 mg/kg

123 ] B6 77 73 65 27 3 5 a
Docelaxet
123 102 B0 B " a6- 12 4 3 o

=" Nivolumab 3 mg/kg (events ; 8/173), median and 95% C| : $7.15 {12.09, 20.63)
#*~ Docetael (events : 83/123), median and 95% CI: 9.00 (7.30, 10.55)
Hazatd Ratio {Nivolumab 3 mgrkg over Docetaxel) and 95% CI: 0.59 (0.43, 0.82)

CA209057 BRR D PD-L1 REEF)TD 0S OHWANF O Kaplan-Meier SR
(£8 : PD-L1<1%DOBEHRF. £ : PD-L1Z1%0RERF)
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OENF IERR (ONO-4538-0538k)

BHEM5%U EOBHER .
Grade 4 Grade Grade 3-4 Grade 5
BlfERER H  BEE | BRE ORERE | ®B  E¥Es
{MedDRA |2 & 3 SOC-PT 44) ik (36) HE (%), E (%)
m‘@%& 33 - 35 35
2= " 24 { 68.6) 2 { 57 0 0.0}

B Eﬁaﬁiﬁﬁ KBk

¥ 5 AR gl
K,_dwﬁﬁ%&f i‘é@% %L?"géﬁ»m pEAERE,

T RASRUBTR) }-7/27:7—'12‘ i%JJB
LT F A AR — BT
J//\Bﬁﬁtﬁi’

2
STBE 2 ¢ 57
S 5 (14.3)
HREEREE 2 { 57

EEiA L s Shic A F RS, MedDRA ver 17112 AW TEHLE 2 1.
v4 A AFERICOGHICHE L B,

L KRE - BHEOTH 2/ (5.7%)
FFHstEmEE 2 1 (5.7%)

Gradel3CTCAE (Common Terminology Criteria for Adverse Events)

RE, MEMRER 2 6 (5.7%)
G- ALU—RERRE) 34 (8.6%) .

3 (8.6%) | BIEHEREREE 1 H (2.9%) .

B

PRI (F

‘$ﬁﬁﬁﬁﬁﬁﬁ
(RADERE MBS 214

(2.9%) X TX infusion reaction & 2 ) (5. 7%) THRD Bﬂ’bfco I, BEOKRERE (B

RSB GRE, SIALEL, SRS |

TR

. 1 BUBEIRAR, MRS, EAE

FrigiE, M - BREZR. B ESBRRULHRIABL bhizioi,




OV BIFERER (CA209017388%) (N Engl ] Med 2015; 373: 123-35)

%ﬁﬁﬁ‘ 5%l LD BIER
Grade 4 Grade Grade 3-4 Grade 5
BWEREE B ORME | ER EHSR BEH RER
{MedDRA iz X % SOC-PT 4y E¥ (%) ¥ {%) ¥ (%)
AR 131 131 131

76

EMD HWE SN HHEERSAIT, MedDRA ver 1711 INTHRE L.
GradelXCTCAE {Common Terminology Criteria for Adverse Events) v4{ciL3,

23, MIEVERRE 6 B (4.6%) . KIBHK - EEDTH 11 4] (84%) \‘@ﬁ?ﬁ% (¥
Ty SL—EEREE) 13 5 (9.9%) | AFEGERESII A 6] (3.1%) | FURIREARREE
56 (3.8%) . BHRERE (RAIEREMERS) 1244 3.1%) . EIEHENE 1
#1 (0.8%) . KW infusion reaction iX 1 4 (0.8%) TREHLR, Fi, EEDRMEE
& (REHFEIREGER, 2N, EREES) | TEMREES, BITWERE, 1
BUBEIRTA, PR, WK - BEFER, R EHOBERRVLHEREED -,

(R LR
OENFIMEBR (ONO-4538-06T18)
FHRENS%EL EOBER
Grade 4 Grade Grade 3-4 Grade 5
BIfFAEE RH REFX | BE RHF | R EBE=$
(MedDRA | X % SOC-PT £3%7) ¥ (%) EE {%) HH (%)

B 5 ("6A6)

3 4 { 53)
Bl 8 (10.5)
arsk 4 ( 3.3)
EH 4

s 6 (79| 2 (26
RABIUEREE . | (@4 | 3 (39
BT NI e s (vl 3 (a6
ARRHGR I (145) 1 13)
BERRE . oo on b (12 |1 (1)
EEED EN 4 { 53 1 ( 13)
PR3, MRS K ORERRIER S e sy | 4 (5



'__“Faaﬁmﬂi#c% 4 (53| 2 (28

AL
1t (14.3)
mﬂt&%ﬂt&% ‘ 4 ( 5.3}

R DIRE S EEREIL, MedDRA ver 17002 AV THARA .
GradefACTCAE (Common Terminology Criteria for Adverse Events)  v4 H ARFEFRICOGRRIZEL 5,

¥, MIREMBERAE (53%) . KIBE - BEOTHEP (6.6%) . HWEESE (¥7
v NU—REBHES) 1061 (13.2%) | AFERERRE ILSHT (6.6%) . AOIRMABMAEIRTE 1L
1081 (13.2%) . BISHEEEES 16 (1.3%) . BERERES (REEREMEERE) 1246)
(5.3%) & Ulinfusion reactioniX3fl (3.9%) TRH LI, £/, EEOREBESE (K
FERBIRE SR, WAL, BABMS) | TRAMREES, R, B, ﬁr
| AE, Mgk - %ﬁﬂ%ﬁé S EHREZ /R LHRITED Ea:h?:yb:ota

@¥ESEIHHRER (CA209057 3BR) (N Engl J Med 2015; 373: 1627-39)
SREN S%LEOBHER

Grade 4 Grade Grade 3-4  Grade 3
BIfERE FE BEE | B RHE | @ BEEK
(MedDRA 12 & % SOC-PT4HR) %‘#{ (%) T (%) Hik 1%}
HEEE T 287 287 287
N : 199 | (69.3) 30 ( 10.3) 0 (0.0)

24 ([ 84)
27 ( 94)

B b BESNAEFEEFSAN, MedDRA ver 17.UE BV THRAER T
GradelICTCAE {Common Terminology Criterfa for Adverse Events) v4IZZ#EL 5,

73, FEMMER 106 (3.5%) . KBk - EEOTH 26 (7.7%) . WEEE (¥
/-NV—T&#%)%EHWWQ FFHEBERE 203 15 0 (5.2%) . HURBUEAEREE
FX 27 4l (9.4%) | BHBAEREE (RAEREMERSE) X 76 (2.4%) | MK - BEBLK
1 7 (0.3%) &Umfusmnreaction 138 (2.8%) TR LN, R, BEORERE
= (MR R, ST, HRERS) | TRAEERS, RIS, 1
RORETRAS, WEde, BEGENE. 329 BEALCLGRITRD bhahoT,




4, HERRIZOWT :

ABEME L L TEARERE (D) BBREbhTHha I b, YEGRELZHEY
WEBTEIHRTHHNERDD, TO LT, KFORESSEE 2 BELZH - &
L., AFOBESIC L BEELBWER 2 RE LIBT3 2 L AKERED, LT
O~@DT_XTEW/ETHRICBWTHEATARETHS,

®© HRicoONT

@1 FRED (1) ~ (5) OWVWFhMCZYTAMER THEIL,

() BAFBREREET 28 ABFRERILARES EEN RS A BIRESIL R,
HUIR O3 A R BB EE IR ORI, MBS A HREE R &) (EEE284E 10 A 1 BHRA -
427 HEER)

(2) HEMEEHEE: (R 284F 9 H 1 RS © 84 KR

(3) BENFROERIEET 2 BABDREERR (BNADFEERERE. RADREE
WAk, B A BRGEEREERE I )

(4) FRIEFIREELZRBE L. S EERENE 1 IS b REINE 2 ORisk i
RSB ET o T Al CFRL274E 7 A 1 HEEA - 2538 Higk)

(5) PUEMEERGS B BINE O ek %ﬁ_%5EM%ﬁorwémﬁ(¥ﬁz7¢7
A1 HBEA ;1284 HEER)

DO-2 FEOAEFEER CRHERFR BB OIS 72 5 & BB FFOEM (TR
WEILICRE YT B ERT) A, YR RAOFAICET RO BREE L LTERES L
TWaHZ L,

*

o ERIRETEUSE 2 FOMMHHEE KT LIt S LR ABROBHRIHE 21T
STWAZE, b, 28N Hid, NARSEES EL LBIRBESOPERT
o TWAET Y, '

o [RETSRFFEARE 2 EOTHMFHEL KT LeRIC4FUEOBERBREZFL TN
o b, 3FELEIR, M ORAEMEEE S OFRERFORKFHELIT-> T
Wn Ik,

@ BRENOEEMEBEROMKSIZOWT
EELERERICEET2E8LES/EE I, BREENLOBREN, A2 - &2
HEFE LR ROTRR CEMFICN T 5 ERBUE, AEERIRE L RES0REE
., ERHECOIITORAERAE-THWE 2 &,
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@ BHER~oRESITOWT

@-1 Mgl 2B

RV B0 EERBIEMMNRAE LIz, 24 BRI EH O T, YKk
SRR BT, BRELEFBERCUS LCARERET CT 20RHEROBNCLE
RREORERNY BRICE LN, EbICHEFRERERAE- TS L,

@2 ERREFHFICLOAFFSMINCET BN o

BABRICHED 2 MO AMR CREL AT 5 EREFE BT =5 ) L 7%
EOEERDOAY V—= w7 EITVERE LIERE LG TE 55— A EFRIEHIS R
SHTWBSZ E, 2B, BREEHICOWT, BARE L EOFRICHICRAMELTY
5Tk,

@3 BHEROBERNRIBLT |
BME (REMMRBICL, BRGEIE, L%k, Bk, REHRMRE KBk,

C EEOTHL. | RBERR, FHMBERE. PIRRRERSE, mEEE, TRE (Bre-

RANVSRIEIE G A 2 S Tr) . BIBIEE, e, WA OMEREE, HIRMKIERIE, infosion
‘reaction, FRyEHEI HRIBAMESEBER (ITP) BEOREKA., R RFEM, DIEES (0
EARE - 4R0R - DEMBAMGRES) . BREREDS) LT, U ULEBER
HEIOFFANE S B EN & L BIERA OB E LTS R U A2
BRAREIISHD T L), BHbICERABS T ShENRE-TNEZ L,
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5. RENRLIRLBE

[Ze4xi4]

@ T@LM%?éﬁﬁkomeﬁﬂwﬁéﬁmm&énrwé Ehb, BEET

bz b,
. Xﬁmmﬁcﬁbﬁﬂrm%&ﬁwbéﬁﬁ

@ i‘ﬁ‘%ﬁu@%ﬁﬁ BOWTTRIZRYT 2 BEF OV, AR OB IHR S 2

. HOERRIUK A RVERICIRY . MERAFIZEATE L 2 EETE 5,
« MEMMRBOSHIIEDS 5 BE
*  PEERRE CTHERE LR 5 BE R UTEEME O MRS oS b 2
SFOFICRIEMEMN L 5 BFE _
*  HORLRBOEHE, SULBMERRE L IRERMEO B ERERBOEER O
hBBE
*  ECOG Performance Status 3-4 &V DA

[&5hiE]

D FROBFIBD TARMOHMESRIES LTI S,

s TIFTEHE S ERERE R T A YRR IB B/ VI EROR
ELEmAE

o TITFFHEAREDCERERE S A T 5B HB %/W%R@iﬁ%@#
R

2B, ERE LR CEGFREBETERUIALKMS B FBERE BT

Rl & LCEGFRF = F ¥ o ¥ T~V EH UIALKTF v % o0 FF— PIEA D

BREEHET5BE,

@ TFRICHET5BEICHT BARMOR SR UHMBEIC VT, REOA 5

HSLENTRLT. FRIORGHR LR,
«  AEFERIERIGROBE,

o ITEARBIbLTAIREE,

+ MOTIBMEERER & DGR,

Y ECOG @ Performance Status (PS)

Score

EH

0

ECHBERESHTES. BRFEFEFUABEBELRHERTLA,

1

WEERNTR LVWRBNSHIIR S 573, BATAREC, SRIER0M - TOERIT S 2 &8 C& 3,
Pl BoFE, FEHFE

2

FITETHSDFDED O X L~ THEEMEZITE vy, Hho 50%E R~y FA8 T+,

3

RONERASGOEOENOD L L TERY, BP0 50% L2~y FiEETRTT,

4

2B, BOOFOED O LIS TERY, Z2~y FE T GRTT,
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@ WEZRIA F74 v (BARMEFESR) 128V T, ECOG Performance Status 0~1
ED 75 B0l F o i3 ECOG Performance Status 2 &V O BE G, F 3 B
Bl (FEH RS DERREMERSNTEY, 79 F T RAORAERED
BWEHERER2WS— 2855, ZOHE. 73 FTRBOMBRNRED
85 3 HRBUBAEH COBBE L HT 5 RFITIHNTR, ARORELEFTE S,

@ FFNLESEIHERBRICEWT, RE LEBRUHERTLEEEOWTROBECS |
CDTH RS ER AR LTEBMESRIES h T, kXL, RRFEEHO
BE TR, PD-LIRRRIC LV FDEOBIASRAE S Z LBTFRENDIBERLIEDL
NTWAEZEb, FRELEBOREIZBOTHEPD-LIRAF bR L LTK
BOBRETAEOHN T3 2 EREELY,
® PD-LIZEERI%RETH D 2 L SR SN IEREEBEEE TRV T,
BRI, FE# A SOARILAORE SR O R Bk 5, ®2

o ~NAVnUAwT (BETHEE) oo =F Bl (B4  PD-L1IHC
22C3 pharmDx - [# =] ) 12X VPD-LIFBE L FER LR LB O BE T
bHoT, BRIOBEE  (KFE4 : PD-L1IHC 28-8 pharmDx 2] ) 2 L5 H
REZRERESICE, MTFOXMEL BB FBOREDFATERFTE 5,

RS
+  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
©16-20, 2016 |

D 2 ORABHEEROREIZ VT, BR, WERSICHYT A2 Lo, BRE_EREY 2
HRMERORBAOBENAH 5%, EEEELFEY X ANIhEBE GHEBE K ow Tz T oRY
TR,
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6. BEWTHRL THETR&EHIF

@ IWACEFICMA, BIEREEE PRET 5 EHSICE S E FR O R OB IERE
BoOlDIchERERE+SICEBBR L THhERTA L,

@ WERIR A D, BEXEZFORECHEDELROEREZTSBA L, AEL2SE
Thb&E5T5I L,

& IR BIRICEY Tid. PDL1 RER LR L7 L CABIOR S a7 24+ 5

ZEPREELWA, PDLI ERIFPFEFE TCERWESIZR, ARoERAOREE
cisi L b el 5T A L,
@ ERBEERO=RT AL BPlzonT.

MEMBREBR S bohs Z e BH 50T, AROREITH I - TiE, BHEE
R (PR, Rk, BEAE) ORBRUBE X BRECERE. BEY+54
(CATH k. T BEETTHE CT, I~ —V—SOREZERT S
ek,

AF) O 51X EE D infusion reaction IZi 2 TRARIZ+oA2xtn DO Tx 4
HEITo ECRRT A2 &, k7.2 B B AR OAFFREFFIZ infusion reaction
BHobhdZ LbHLD0T, FHBREFROCFRRER THRIL A Z NP1
YEAET 5%, BAEOREEZ BT BT &, 2B, infusion reaction %
R LUEEAICIE, ETOMERVIEERSE2ICREIET 2 £ CRES +08l8
TAHZE, '

ARIRSEERREE R bbb Z B H 20T, FAOREHEIERT R T 5 1R
*mﬁﬁﬁﬁgﬁﬁ%%ﬁﬁme\E%Tiﬁ%fm%®ﬂﬁ)%%ﬁfé.
e, '

AROEEZ LY BEOCRERISICERT 2 LEZ LLDHkx RERTHIE
DHELDLNAZ MDD, REXRDONEHAITE, BRLEBHIS U
BRI & RB R RO LB H L CERURERZHT TV, BE DR
B L HBRIFER R OIS BEIZIE, FHOKRE TP, RURIERE R
NEVHORGERERTH L, 2B, HIBRERALE L ORSEZ LRI
ADOYWERFED LR WEAITIE, BB ERE R NE LSO RENHEIH OBM
LEETA,

FEETER, BTEMLLET AR L T LEWERBRRE T E8H570,
FRNOIEHRETHIZSBIERORBIZHHICHEET 5,

1 BRI (B 1 BUERIR & &) Db Hhbh, BIRBHS T F— R
WELHZEBRHLOT, O, Fld, REEQERORECOBED ERICT
SEBTAHZ &, 1 BERRMEbNBASCESEZE L, A2 ) VR
HoOBREEDBENZNEERIT> Z &,

® AHNOREERBRICISOT, REWEWBES 9BR. LT, BERGG 14/
i3 ERERT L ICEROTEM AT TWEZ & 2881 AR5 PITELY
AR E CRHBEOMREITH> 2 L,
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(FE2) B
e, HERS, BIRLEL 25RHEROZS %6

< KeFEeEAnERdisdBE>
HEEDEMIASOH S BE
BHUEEZ AL TWA B

HREE LBRMEDRDN S BE

fis A SRAN ORBUE DRLEEO & 5 BE
SRR SUTEER L OV B R O B 5 BE

< N FEABEERS L5 BE>
- EEIMHDD D EE |
RV IS AIEIE D B b B
FIRED S 5 BE

BHEDH 5 BE

HHEOHHEE

SHRT % ATREO 5 5 B

< FEeXFEAOERZEHEN>

B RN

awZER TFTF74Tx

O, BPT2. BFHEeEREE

PO

RIEMER %, ARMESE

AL .

FEREME I PR EAEERE (DIC)

BRI, HElh, BhERER, KBR
AV TR

TEME PR AR E JE R R

2R | _
JE FBAEERRAEMS#E (Stevens - Johnson JE {ﬁﬂi) R R EEAEE  (Lyell AE(REE) . £BHEE
L& RF—F, BiKiE, 2 - SRy

DR, FR M AR FEARTE

REHE

TR RF T REESWEREE (SIADH)

EEZDARSORBSR, MER, KHRRERE, mﬁ®Mﬁ@%@$ﬁﬁﬁ@ﬁ% Radiation
Recall TH&
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[l 2

HEFRMEY A RS54

=RN=T (RIZFHE#RZ)
(R4 73’7"‘/“‘-*2'*)‘;@%#& 20 mg, A7 V—FREFEHE 100 mg)

~EERAE~

¥ 2 942 H
BEFBE



B

LB

AR OB, (EREF

B PR AR |
HEERIZ DWW T
BEMB LI DBE
BECBELTEET~&HEH

AR

P2
P3
P4
P10
P12
P13



1. XL .

EKBOBAE - BEMORED L DITIT, T CESICE-SV A EIEA2E AR
BIBb, &HIZ, IEOBEENOESRIZ LY FLEERSS FoREa e §iR /e s
FERSPARINDGP T, ZhboEER %El:ﬂ‘é%?‘i%ﬁﬁﬁ’éﬁ‘é NP B, 37p)
ML 2o TED RRFEHMECER & B0 AL 2016 (ERL 284 6 B 2 Bk E)
CRVTH, BHMERGSFOEMOEMHELRIZ L STV, '

FARERRTERR, EREARREE T 7 y A VBB FEOERS E B MR
RMHZERHD, IOD, APHRCREMIZETAERI+SEET 3 oM,
HRERROBELBFI A LBMBENIBEICH L THERT S L L LT BIfE
HBFER LIz %ﬁﬁf%ké LASFIREAE O B A i T RS A O
?5;&#@%1%%

Lo, AAA FTA4 T, ERBRELSINE CRB LN TV S ESIRPH -
RENAMCESE, SUTOERLORERERZEET 28 A0 DS EREM:, Z2
HFRUEBEHEE T,

BB AAART A ik MIATBIE A E G E RSB SRR, AFEMEARR
BOIERYS, AT A B AR ARES R AR A B AR SR 220 H )
Db EERR LT,

ﬂ%kté@%m.ﬁf/ R ERAE 20 mg, A 7P —HR AT 100 mg (— M%
=N T (BEFERRZ))

HEEROPELHR - IREOBRTREREL RGNS

AREDOMERVAR « < LZRERBROBBUIRTFELESBRERE OHRS >

CBE., BARE=RAT BETHRBRZ) L LT, 1B 3mgke
(KE) % 2 HAMRECRERET S,

L PREBLIER ORIGHIR TR ENRAERE OBE >
WHE, BRANC=RL~T (BEFHMBL) L LT, 1 B 3mgke
(ﬁﬁ)%zﬁﬁﬁ%ﬂﬂ1@m¢m(¢i)&3@%@%1&
AEET 2,

CNEFERG T M

i
fok
=
=
e
o




2. ARB| O, {FRBF

F 7P — A REHE 20mg RUN100 mg (—f%4 - =A< (RIEFHEIRZ) ., BT,
TAFD . PEESTERNSHLAF Ly 7 A BTV AV -7 —X A
247 (BMS) 1) #3B% L7z b F PD-1 (Programmed cell death-1) 12%3 % & M 1pG4
£/ 7= AR THS, '

PD-1 1%, B LIz ) 288k (T #Na, Bﬁﬁ&@f?n7w#7“Tﬂﬁ)&U“
TR RET B CD28 7 7 3 U — (T MRS & MBRICIE L AHIET 55
FH#) ICBRTAZEETH S, PD-1 IR RMEIZRERT S PD-1 Y ¥V F (PD-L]
ROPD-L2) ERE L. Vo BRICEENES 7 AR EEL TY o BROFEMILIRES
RUTHHE LT B, PD-1 Y 73 FIZHBHRRHIELANC b b O RABBHERLIZ TS
LTED, %ﬁ%@ﬁ%ﬁm%@%bt@%ﬁﬁ 233175 PD-L1 ORI L MHEOLRF
IR & ORI ADRBEBIRA D 5 - X AWEZN TS (Cancer 2010; 116: 1757-66),
® 7 MR EAREE TIERNSTE T MIREAET B A V¥ — 7 =n v H < (IFNYy)
iZ X > T PD-LI OFRARFE S, BB LI EEHERICET 5 PD-L1 ORR EHED
AFHR L o ECIEGD*EEQEQ’[% BohdeOWELDHD (Sci Transl Med 2012: 28:
127ta37), & 5i2, PD-L1 BMHIRE S S BAMMIZ, FURAFRA CDS BB T 4Bk
DRBREETEN 258 S 53, 1 PD-L1 HiAT PD-1 & PD-L1 & DA EFAET S &
F OB EENSEETA 2 EARENTHWA, EOZ 56 PD-I/PD-1 Y F o Fig
Eﬁi#Aﬂ@##ﬁ%ﬁ%&T%@#B@WE%%Eﬁ?éwﬁm—okLT%KB
nTna,

¢$%i%ﬂﬁ%@f%mgpolmmﬁ%ﬁﬁaml)ﬁ/%#AﬁﬁNuﬁAL
PD-1 & PD-1 U H Y FE OB ERETS 2 L IC LY BAGRIG RN T MROTEE
(LR AFIII AT 5 MRS ET 2RI 5 - arﬁﬁ%&#ﬁ%ﬁ%%rf_
LBREREN TS,

Kﬂ@ﬁﬁ%ﬁr%d<ﬁﬁ@ﬁﬁﬁmriéﬂﬁﬁ%ﬁﬁBthE%Xi%tﬁ
TN D 5, AMORETRURERITE, BEOBRETHIIT., BESE
b BRI j:%ﬁbt?&_mbtﬁﬁmﬁﬂﬁ&ﬁﬁ%ﬁOE%k@%LTﬁ
BV IR 217\, BEDORBEEISIC L 3 BHERREDN B BT, MBRERN
RO EZEOFENRABELITY LERDH D,




3. BRERER
RIFEER A e e B R AE O ARG 2 1T - = X BRRBROEE L 7T,

E=E5iED)] .
CHENE DM (ONO0-4538-02 3AB) |
FANSYw (LUF, IDTICY) 12 & B{eP Bk 2 AT D ARISEIRARE 2 I/ IV X
PR OB AEBE (ECOG Performance Status 0 U 1)35 1 & 7412 A# 2 mg/kg
% 3 BRI CRERE L, FEFMEER ThH5EME (RECIST #4 K542 1
FIZE-S< Iz L3 CR XX PR) 13 22.9% (90%ISEERR : 13.4~36.2%) Th
ol REB, BECRE LEBER 125% Th ok,

@EME DHFE (ONO-4538-08 k)
LEERERBROBRUBRAELZIYN/ VX IFROBHEAERE (ECOG
‘Performance Status 0 B T8 1) 24 Bl % %R 12, A5 3 mg/kg % 2 BRI CARBHELE,
ERFHAE THOEHE (RECIST HA KT 4 L1 RICESPRBEIZ LS CR
XELPR) 13 29.2% (Q0%(EMRAIXM : 16.7~459%) Thote, 72, BENIRELEE
B1X 6.0% ThH -7,

U IABRER (CA209066 AFR)

v-raf < 7 RPNE Y 4 VARG TEEMRE R/ Bl (BT, IBRAF)) V600 ZRD7%A
VBRI O AR EIRR A7 ITH/ VRIS R 5 0 Btk BABEE (ECOG
Performance Status 0 % CF 1) 418 B (AFIBE 210 61, DTIC B 208 41) BRI, DTIC
ZxHR & L CAH] 3 mg/kg & 2 BRIMIIR THBEHRE Lz & 200 R RS LR
L7, FERFHMBEE THL2EEFHM (PRE [9S%ERERED) . AFIFIL NE [NE
~NE] # B, DTIC 3T 10.84 [9.33~12.09] Z A THY ., AFix DTIC i=x Lz
MICEERERER L (% — FH 042 [99.79%/E KM : 0.25~0.73]. p<0.0001 [§
Bl log-rank fR7E]),



1.0
0- —A— AHIR

hh; ........ gﬁu‘,} {0
0.8- oy . 1T % -3

0.7- H .
& 0.6- - .
g 0.5

0.4 . -

‘ b«m%__}
0.3 : o,
0.2 . , beo
0.1+
0.0 LA SR AL N A L LA
0 3 6 9 12 15 18
at riskE S (R)
FEF 210 185 150 ~ 105 45 8 0
SHIISTLR 208 177 123 82 22 3 0

0S8 @ Kaplan-Meier ﬁﬁ

@SBRI (CA209037 FRER) 2

A ¥ ) AvT GBRIEFHEEZ) XX BRAF FREAIZ &1 LRRIER T T 2RIBEIERT
fe ILER/ IVEI T R o B B alf B (ECOG Performance Status 0 & TR 1) 405 # (&
OBIEE 272 4. AEEERE: (DTIC RIXHARTFF Lo ey ) xRN0t 8133
BI) 2 35ic. (LERE R iR & LTAHA 3 mefke % 2 EMMBCRBMELL L &0
AR R RN Lz, TEREA ThHoFHHE (RECIST 1 F71 2 LI
WRIZHE-S3 < s RHEIEIZ L D5 CR XX PR) 1T, AFIDERE SH 7o B ¥l D 120 Bl BEHTS
BAEH & i, AFIBET31.7% (95%EEREM - 23.5~40.8%) Th-ol, 2B, HANT
ESROBBEEREL TV Mo, b — >0 BFMEER TH 52 2EFHR (PR
i [95%EHEM]) o T 182 floA < b GEL) B TR 217 - o iR,
AFIBEE 1547 [12.39~NE] 77 8. {L2BEERET 13.67 [11.50~NE] # A Th YV, H)
LR R LR RIS BRIER &R & 2o T (A FIE 0.93 [95%fRHK
R : 0.68~1.261, p=0.6299 [JBF log-rank BRE]), '

[ZRetE]

DOEMNE TR (ONO-4538-02 )

HEFZT2H (100%) 1238 Lh, A% L ORRBESEE TERVEEFRIL 3035
#) (85.7%) ICERH BT, FEIYN SBULORERNRTERD LBY ThoTs,



RHRN 5%LLLOBIER

BRI Bk %)
EAm 354
(MedDRA/J ver,16.0) 4 Grade Grade 3 LLE

30 (85.7) 9 (25.7)

L]

ALT 1/ 4 1 (2.9)
AST 18 5 2 (57
me7A7 3 gl 2 G
I CK #5m 5 3 (8.6)
mPF LTF =8 2 0
7 R 2 0
LA LDH Him 5 1 (2.9
A TSH Hb 3 0
19 TSH 3#m 7 0
CRP 70 5 1029
prai s ] 4 0
v-GTP ighn 4 4 (11.4)
Rep 7 RS 2 0
S R 3 1 (29
T L STRER D 5 1 (29
B RERS 2 1 (29
BFRPRMERT 2 0
i /AR A 2 1 (2.9)
R BRECR 2 1 (29
B #RE 6 0
SGERE T3 B3 2 0
HERE T3 M 8 0
WEHE T4 Wb 6 0
TERE T4 3B 2 ]
U =M 3 0
s ALP 0 5 1 {29
AR N S N 3 0
FERA~— 77— 2 0
FuiziiasEm 2 o
=Ty R T B 4 0
L b CRE 0
IEEERE KU A R :
L PR
L PR R
HREE .
L R VA A
RN FOR TS
=}t
* 9 EEfE
R
HEREBWREE
R dudidi B
i, ek -0




7235, RIEMEAREEAR 1 6 (29%) . KBk - EEOTR 1 # (2.9%) . #EEE 4
Bl (11.4%) | HFHEEEREE S 61 (14.3%) . BHRRES 2 ) (5.7%) . FIRERISEERER 8
#l (22.9%) . BIBES 1 #1 (2.9%) . EEOREESE 1§ (29%) RUSLEIER1
B (2.9%) TERD LN, £, FREMERE, infusion reaction, 1 FERIF. FER,
EAERPIENIE, RSt - BEIRJE, Lfhde. WRdk. FFOR. RRBUBRRARIE B NS /MK
DHERBIRIEARD b o T,

QOENE THERAR (ONO-4538-08 FER)

HEELIT 2224 ) (91.7%) KB B, BRIEE ORNRBPRIGETE RVAESE
£13 18/24 il (75.0%) IC3RH bz, BN S%LL LOBWERIITROLBY Tho
7. ' a

B 5% L OEIHER
BERIRE : B (%)
EAgE ‘ 24 F
(MedDRA/T ver.18.0) ' 4 Grade Grade 3 A L

%E'H’F 18 (75.0) - 2 (8.3)

4y

5 (208)
5 (20.8)
Bk BRI 2 (8.3) 0

i, KEBS - EEOTH 2 4 (83%) | AFHEERE 1| 9 (42%) . TE:AKHER
& B (4.2%) ROHNRBASAERE 74 (29.2%) TR bz, E7z, BEMERES.,
FREEE (X7 - A EERE) | BHEEET (RETMEMRERE) | BIBESE,
infusion reaction. 1 AMFERIF, EE@&J%[‘%% (FE SRS TEERAE(RRE . AR, AW
) | B, BIEMIEARE, MM - BB, R 5Nk, LHR. BB, R, R
FR B AE R OB /MR A BB IR D b e o T,

S EMARRER (CA209066 3RBR) 7

HEHHRITAIRE 192/206 8 (93.2%) . DTIC £ 194/205 #] (94.6%) 1238 b, TAER
e DERBEGHEE T RWASESRIIAKE 153/206 #1 (74.3%) . DTIC B 155/205
B (75.6%) WD B, WTEROORTRESER suM LORKERIITEDO LB
T,



WThAOH TRAER 5% EORIER

FlE (%)
BRI
ﬁgigﬁg AR DTIC &
(MedDRA/I ver.17.0) 206 B 205 )
£ Grade Grade 3 Dl 4 Grade Grade 3 L E
24 (117 155 (75.6)

36 (17.6)

gmmﬁ ‘_w 153 (74.3)

B 1D (44)
21 (102) 10 (4.9)

. IillfMﬁ?E f'

22 {10.7) 25 (12.2) 0
13 (16,0} 2 {1.0) 32 (15.6) 1 {0.5)
34 85 (41.5) 0

21 (10.2) o 25 {122} 1 €0.5)
41 (19.9) . ¢ 30 (14.6) 2 {1.0)

10 {(4.9)

4 (2.0}

FARB B R 3 (15) 0 i1 (5.4)
* 5 EEE ’ . 35 (17.0) -1 (05 11 {5.4)
B 31 (15.0) 1 (0.5) 6 {29
BB <22 {107 0 1 (0.5

2B, AFBECEV TRV NS 3 61 (1.5%) . KIBZ - BEEOTHAT 6 41 (2.9%) |
FRREEE (72 - SU—ERRS) 2841 (13.6%) . FHEEEE 76 34%) . B
ERESE 4 ) (1.9%) | FEAMAEE 4 6] (1.9%) . HRBMEREE 13 6] (6.3%) .
infusion reaction 15 4] (7.3%) . 1 FMERYR 1 61 (0.5%) . B DRBE 3 B (1.5%)
ROBE DB 161 (05%) TBH O, Eho, BIBEE, WA, SEGEE, W
o« BERRAR, LERAR. BRZE. HFAC. DREUTRAARAE K UM e i A MESR BT 13
B,

@A FEMAHATR (CA209037 35) ¥ "
B EBRITAIERE 265/268 ] (98.9%), (LAHEHERE 08/102 41 (96.1%) 12D B, I&
BRELORRBENEE TERWVEEFERIAKLE 199268 4] (74.3%) ., (L FHIER
85/102 1 (833%) IZEEH LI, WTIhhORECREER 5% LOBIERII THRD
rBIThHoT,

WP OB TRERER 5%LLEORMER

. FIE (%)
BEMNXSH IR oc =37

EAFE 268 Bl 102 4

(MedDRA/I ver.17.1)
] 4 Grade Grade 3 Bl k- 4 Grade Grade 3 BLE

2RIER 199 {74.3) 33 (12.3) 85 (83.3) 35 (34 3)
Mm#ER LY o SREEE L DO g
i 18 (6.7) 300 24 (23.5) s (4 9)



Pl (%)

ey : T , R
(MedDRA ver.17.1) ' 2684 10291
. 4 Grade Grade 3 Bi b % Grade Grade 3 Bl E
B M ERM A5 1 (04) 0 8 (78) 2 (20
PR IE S0 o 20 (19.6) 16 (15.7)

MR 1 (04} 104 . 12 (118) 6 (59)
LS. ' : S

15 (14.7)
16 (1577
19 (38.2)
21 (20.6)

7 (69)
41 (40.2)

G2
15 (5.6}

Wil
i A i

15 (56)
11 @ 8 (78)

FiM=a—w 10 (9.8) o
SR 10 (9.8) 0

28 (27.5) 0

51 (19.0) 0 2 (2.0 0

B 4 (127 1 {04} 5 (4.9) 0
BUR B B ’ 16 (6.0) 0 2 2.0 0
F PP 24 (9.0 0 0 0

fads, AKIBHC BV TRVEMENTRA 8 5] (3.0%) . KM - BED FH 441 (1.5%) |
MREEE 33 ] (12.3%) . AFHESERRE 22 61 (8.2%) . BFHSEEREE (ROEMEMEA
E N @"J (1.9%) . Eﬁﬂﬁﬂjﬁﬁﬁﬁ%ﬁﬁ% 23 B (8.6%) | BIBFEEE 1 #i (0.4%) . infusion reaction
106 37%) . BECKEEE 16 (04%) . L2 61 (0.7%) RORY 53 F

(1.1%) TFEH LR, Fio, FEAHEERE, | BRE, TEGEDE, KK -3
BEgs . DA, Bhde. NT4e. BEACRRRMARAE B UpsE i i MRS HESRBOR I8 ) b ihvie
Ao, : '

1) Robert C.etal. : NEngl.JMed., 372 :320, 2015 (CA209066 #\E#)
2) Weber J.S. etal. : Lancet Oncol., 16 : 375, 2015 (CA209037 &)



4, HERRIZOWT

AR E LTHEARERE (SUR%) MEELATVA I Enb, YEHE2ED
CEBTX AR CHINENRD D, 20LT, AROBENEG L BELDN - BE
L. AFIOEBEIZ L 0 BEERBFAA R LRSS A 2 L RRERZD, UTFD
D~@0FRTEWETRRICBOTHERT 2% Th 3, |

@ WRIZONT :

@1 TRED (1) ~ (5) OV ThMCEY T R THBE L,

(1) BEFBREFRET 525 ARFEEILAARS EEFIRN A DREBILRIREL,
Hibt A S BRI AR, HIRAS AR &) (TER 28 4E 10 A 1 BESA -
427 HER)

(2) FFTHERERPY (PR 284E9 A 1 AR - 84 HEER) .

(3) FWENRBEIRET 2PALRCER R (B A BDFHEIE 2Rk, S ASREE
B, 7S ABRESHEE R 2 &) | ,

(4) FRILFREZLRE L. SR FHEEME | IR LERIEINE 2 O %
CHRDBHEIT>TWaHER (FRL 2747 8 1 BERA : 2538 fEsR)

(5) MEMEERNSFTHEMEOMREEIRIBHEZIT-o WA R CER 27 4 7
B 1 HRE ;1284 HER) '

D2 EMEAEOLEEER OB IR O RS 1243 72 ik & B8 & i E
(FEROVTRMES T ZEN) 2, URBHRORRICET 2 REOBREEL LT
BESNTNAZE, -

- |

s [ERRFIEE 2EOTHITHE LR T LRI SEM OB A IBER D BEERTHE#1T
S TSI E, 56, 2L EE, BARYREEZ XL LEBERBEZOMELZTT
TRoTWAEZ L,

- ERTRIFHUES 2 FEOMMITHE AT LT 5 4ELL_E o RSB IB IS 5 0 IR
REPHFLTNS DL, '

@ BENOERBFREBROMERICONT |
ERDFREBIRFTOECENEEB S L, BEMENLOBFREN, oM - &4
MEF PR ROTER CEMSICx 2 B, AFERSRELES0OWEE
B, ERESHITONAEEIAE->TWE I L,

10




® BHERORIBIZONT .

@-1 BIVERRBR ORISR B35 Bt
BEMMERSEORERBIERNTE LZBIT, 24 IFRBREARO T, HEERIT
E%ﬁ%ﬂ%wf\%ﬁbt@ﬁﬁﬂmufﬁﬁ%ﬂ&UCT%®@Wﬁ®%%KM¥
RECKRESYBPICELN., ELICHGRERERRESs TS 2 L,

@2 EREEEIC L 5ASFESNSICET 5 EH |
RABIICEeh 2 FRA R AR R CHRE R AT 5 BRI FERRER = V) v /%
EDRERORY Y —=2 P 2TV ERE L ERE A TE D F— AERERSRR
SRTVBZ &, i, BRI OWT, PAUBE L ZORKICHHICEARSATY
AL,

@-3 BIfERDOBE-CRISIZEI LT | |

BIVEF] (RVEMMERIIML, EEGEARE. L%, 54, MRUERMLE, KBk,
BEEO TR 1 BEIRAG. FFERE, MIRBsaReE, hREE, BRE (BRe .
RABE VS e Se) . BIBHEE, Bk, BEORMIES, HIRMLERIE, infusion
reaction. REENE ML/ MRIUOHESERER (ITP) . (B D&BERUR. FEIREE, LIRS
(LEARE - AR - DM . EIRMmE) K LT, YHERIGLER
I SR O P M AT 5 AT & EE U (BIEA OREOREICE L TRE RUXE %
I LNAEMIIHE L), BHICENAERTE HRHNE-TVE L,

i1



5. 5 2cB8E

[Z2t]

@ TREMHETIBECONT iﬂE%’J@&ffﬁx’ﬁfE& I TWHZehb, BEZT

NS
- AHORSICH LBREDWATED b 5 B

BRAOFHIC B W T TFRIEES T2 BHE 2V TE, FFOBREEHER SR

B, MOBRERENRVESITRY, MECAHEER T L EETE S,

* FEMMERBOSHXIBEECHLBE

. %%ﬁ@’&iﬁﬁ’@lﬁ’ﬁ%%ﬁg&b5%%‘&0&@&@75&%%%%&%@@%%%%
EOMICRERELRAONLBE

«  HORERBOSH. TR L IXERED B CRIEEBROBEFRED
% BE - |

*  ECOG Performance Status 3-4. %V D@E

[H27E]

EFBER O LR VBER O RERDOH D BECE mrﬁﬁ@ﬁﬁ&ﬁ?én
T3,
ﬁklmﬂﬁf%iiéﬁ?éﬁﬁh%WTﬁIRM@%MK&%%&%%E?
LIk,

TINS5 BB TR T B AH OB 5 R DA I SV T, AR O &SR
MSLINTELT, FHRORERHR L 2L R0,
* HREBLEIE,
o fLOPEMIERER L OB,

B ECOG @ Performance Status (PS)

Score

E#

2 MR CHBITE D, BRAEFURABEESHBRR ITA 3,

PIREIZI L VBB ISR S 5 45, BITAET, BAFESE > TOERIITS Z 22 Cx 3,
Bl BEVERE, BERE

HITARETE O EOEY G LT~ CrESBEZTcx iy, BP® s0ull B2y FAT
|,

BONEALSOEOED O E LATERY, AHG 50%U L2~y FARTFTBRIT,

£<{BTRY, BSDGOED DD LEE TE AN, STy FhF TR,

12



6. BEITBLTHEET<X®E
@ RSO , BEIRGEEE R R 3 EEE T RS & AR ORI R USEIERE
Ao bIe BB AR LT LBAET S L,

@

BRBAEAICSeNr B, BE XL ORRICEMERCEREE FORPL, REZH

ThLEETBI L,
@ ERRWERO~XY AL MTonT

RSB S 5 b5 LB B DT, FHROBREIZH T > Tk, BEKE
B (CRIRERE, Sk, FEE) ORER K OIS X MREOEESE, BREEX T
Mﬁﬁ:koit\%%Kﬁﬁr%%(n\m%v~wm%®ﬁﬁ%%Mf5.
Al
AF DS ié}ﬁﬂ) infusion reaction Euﬂﬁxfiﬂ’%‘ﬁ?iuﬁ“ﬁfﬁﬁf@'ﬁ% ¥
BETF-7 L CHGT 52 b, %7, 2 B B SO AFK#% 5 R infusion reaction
BHBbNBEZ L bHDIOT, FHRGHROAFRBEER TRIZ AL F 31
VERBET A%, BEOREYHCBIERT S T L, /P, infusion reaction %
RH LB AIT, 2 TOMBERERSEEICEE T 2% ThE £ +o8%
THZL, ‘
HORIRESIERES L bbb Z 2N H B DT, K%‘J@?ﬁ’é—ﬁﬁﬁ“ﬁu&(ﬁﬂ’—i@?ﬁ
XA AR BERERTE (TSH, %RBE T3, &BE T4 SOWE) 2EMT 5
Nl

CAROBREICTLY . BEORERINCEET S &E 2 b s Rka RRERIE

BhHbhar s, RERBDONEBAIE, FRLESERIELE
B P 72 NG & PR B RO AT & s L CE R A AT, B D s
SRR & 5 BUER B S bh B A1, ARSI IR, RURIBKRER
NEVHIORESRERTD I L, B, BIBRERVEYDRSICLYRIFE
ROBERRD bNARVEEITIE, BIBRERAE - YA O R # 0B
LEETHI L,

B TH, SR HEI ABRLTHOEHERRRET 2 LB b B 1D,
AENOE 5HTHICLEHERORBRIC A EB T3 2 &,

| BOYERA (B 1 BERREOD) Bb bbb, BRAEES TV - R
CELZERHEOT, OB, B, EHEOERKORELLERD ERIT
SEETHI L, | MERFESEDN SR EERIEL, VR Y v
OB S5 DM 2B EITH 2 L '

D AFOBEFRBRBIIIBNT, Effﬁﬁﬁ%n‘g 3 AP, FhLoIERE, BERHNG 1
ERT 6 B T L L E ORI AT > TV 2 L BB, AFG P IEEMR
WRNRORREITS Z &,
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BT 3

REEREET A N5
RATnY Xv7 (BEFERZ)
R4 : ¥4 P—F KBBE 20 mg, ¥4 M —F S 100 mg)
~FE/INK i i~ |

ﬁngﬁzﬂ
JBAE S BE



B

JIL DI

AR OREE, ERERF

FRER BAR '

i i (A VAN
BERB LR HBE
BEZEBELTHETN&$H

AR o

P2
P3
P4
P9
P11
P13



1. Fdic :

ERM OB - REWMORR O DT, B TES RSV EREAERSKD
BNB, &b, FHEOREENOESIC LY | FUKERR & OEEH /2 518 /e
FEELNXRBENIHT, 2h b OERSZEICNERBFICRIT 32 L ARED
ML 2o THY RERNBOE R & SO EAT #2016 (R 28 45 6 B 2 B R E)
KRV TH, BFNERSSFOMAORBMEEERL L L ShTna,

AR ERT L, RS R e T 0 7 7 A VPBEFOERR LR O MR
RBEZERHD, TOED, HIMRURESMICETAEEA-OEHET 5 oM.
UHERSOBELHBZT B RSN BB LCEMT S & &bz, BIE
HBFER LB BE G & 5 2 L B — B OB & T E R
TEILBREETHD, .

Lic3oT, KTAFTA4 T, EREBERLINETICEL N TV AESEEN -
BENRMCESE, UTOERRORERERAEHET BA» L LEREM, £2
FROEEEEEY R, :

BRI, AL RTA 0%, BIATEIE A SRS ERBRAOME, AREHEARER
BRIRIER S, —RHEEA B ABRERNHES, BEEEFNEEEA B AIEES R T
—HEAFRIEA AAFFRBEE OB A0S LER Lk,

MR E IR DRI © XA PA—FRURFHE 20 mg, ¥4 FA—FREFHE 100 mg (—
g Na7uY w7 (BEEFERZ))

A ERDPEXIIDE : PD-L1 BBHMEOCIRFREREST - BR DI/ NI

HRLRARERCAR  B%. AR, a7 n) X+ (BEFEBRZ) LT, 1
[E] 200mg % 3 ARG T 30 22T CRBERET .

VB R R ¥ MSD MRSt




2. ARIOKM, TERBRF |

XA NA—FEEEE 20 mg ROV 100 mg (—i4 : RAaTr ) X7 (BisTHE#R
Z). DT &K &v5,) 1X, PD-1 (programmed cell death-1) X # DV T FTh
% PD-L1 R URPD-L2 & O S #EEAET S, & MelgGs &/ 7 2 —FAHRETH 5,

PD-1 381 T MRS B ARARHE 0> B 3 B T Dic S A MR 5 2 F A2
A4 v FC, PD-1id, REERREBIZBV THEES T ROMBERICRRL, HER
ERIG A ST RRE BRI R RE RS EHETS, Thbb, PD-1 XUV FEf
HTHD L XV HFIRSREC LA VA EELRICHET 2/ K TH 5, PDLI
OEEABRICBT 3RRITLTHTHLEIR. EL ONAMB T TRROBX 225
EOBRICHAL TS, RAMKICKITS PD-L1 ORMFBEIL, TS, BRRS.
FEARLER, SRELE, JE/MRBIRE: & R 2RATTFRFRET THY | EVAFER
L OMBEMESBE IR TV, :

WO N OBERNT% & PD-L1-EHOIBEMED 5, PD-1 & PD-L1 O 1}3@;@
SREENEC BV TEERREIZH Y T L RRREN TR Y I RBPABROEN L L
THfFFEhTW3, ' :

AFix, PD-1 & PD-L1 XO'PD-L2 OV ¥ FORASZEETII LT LY, BE
&wﬁF¢®ﬁgﬁﬂwﬁmgﬁﬁT)/Aﬁ&%&Mé&ﬁﬁ%ﬁﬁ%ﬁ%ﬁ&?
2L CHBSIRERET D,

HHDME RIS GREDRBRISIE & 2BHERSR S bk, BEXIFEE
ELEREER DS, AROBRSHEUCRERICIT. AEOBEL 50TV, BESHE
3 BT A 1T, R L BRI U PR Bk & B R FE O IR L LTl
EVREERIB T EAT VB DREFITIC & BRHERSEDN A BAIL. BIERERL
TUROREE OB RMBEITO BERH B, |




3. BRERK
PD-L1 BYE OB RE Ao HEFT - ﬁ%ﬁ@#d\;ﬂﬂﬂﬂﬂfﬁﬁ? ORBRFI M % 1T - 2 B2 B
BROBREERT,

[H%h1E]

CHEB RS MR (KEYNOTE-024 ?-.atﬁﬁ)
{LFRER D2\ EGFR BETEREMN ALK A RETFRER O PD-L Bt (PD-LI
ERB LI IEERIAS S0 B8E (BT TPS) L 9,) 250%) " OHIBRTFREAREST
BROFNMBNRER (3054, BAA 4 FZEE) LRI, AH 200 mg 3 ERE
HRE G ORMER UL EWR, 77 FFRE 2 TR EnbERiE (BT fsoc) &
W) EXRELTRI SN, 286, BRI CRBETERD bhihfic, K
BT 2R TEER D LR WEORENICZE LTV A BE T, KEUEOER
FHETHRBETSRED DN D T THEFORS 2T 2 2 LB E Shiz, FEb
B H R EEEATHIE (BUF TPFS) 205, ) BIKEHEE B iz 24 #IE (BUF Tos)
EVD,) EEh, ARNIT T FHRAE ST LFERIE L B LT, PFS, RUTOS (F
MMt 2HFEBRIEE L,

*oAarA=F o REE L LTRERFAR S0 TV S PD-L1 THC 2203 pharmDx (431 BV TH

EEhi,

100
90 — ERDME QW

80_ _ r ) e e FSEFRBER TN
E70
60j
#H 50
% 40
BE 30—
20
10 1

0 3 6 9 12 15 18

at risk2% FRIAEA77ERI ]

FAI200mg Q3W 154 104 89 44 22 3 1

TIFFNRESGILERE 157 99 70 18 9 1 0
PRAEI X SPFSORMARIT RO Kaplan-Meierfigh (PD-L1EBE (250%) O BEMMEH)




100 7
90 -
80 |
70 7]

£ 60
50 7

3 407
30 | |
20 ] — smomgew
10 ] ——— 7osrmemsiems

o 3 6 9 12 15 18 2
atrisk®y &1EERA]

AHI200mg Q3W 154 136 121 82 39 11
TIFIRMEZOILPEE 151 123 106 64 34 7 1

OS® s MRATHRE O Kaplan-Meierih#ft (PD-L1fEHE: (250%) ©BAEME)

oo

O@EBEIFRS I/ (KEYNOTE-010 RUER)
75 FF R A ST ERIERE AT 5 PD-L1 B (TPS21%) 2 YRR RE A AT -
BROENMIKAERE (11,0334, PAANN FAEET) ZHRIT, 52 myke 3 H
BIRRRE SR 10 mg/ke 3 BRMBRES OFNERCLE2MER, P B & KR
(AT TDOC) w5 ,) ZxtfRe LTREt S, ds, BT TREETIRD
B HA, KBRETE R TERBHRO S hRWEOBRIRANCLZE LTV HEBE T,
WEIEOFRIM CRAETIRED LD ETRRHORGMkEL ViR E shis, TH
SEME HIL OS RUAPFS & &h, AFIIDOC LHEE LT, 08 ¥ FRICER Lz,

*1: EGFR BMETFERBHEX T ALK BAEETEEORE TR, 77 7 M HAIZ S0 LFERIEIC LD
BERICIN . TREN EGFR FAEfERA XL ALK FRE(ER &4+ 2 FiEtEERIc & 2 15KE
RHETABERHAAN LR,

*2 : PD-L1THC 22C3 pharmDx [#' =) 04X v F2ANWTHREI




100
90 ——— 8 I mg/kg QW
80 1 e e B 10ME/RG QAW
70 . — Rto¥bli
% 60
Esoj S e
e R 3 (N EIRE /]
401 i
30j
20 LY
10 -
0 ”"'””’””""'l'”'lII'"I"'"“lllﬂl”‘l!l["“"“‘"lﬂ"l'l'l'"l’ll|IT!”"|‘"|||l‘?|llll|l”|lIIHH'””'"”'"
0 5 . 10 15 20 - 25
at risk#y Q £FNmA]
$§!2mg/ng3W 344 259 115 49 12 | 0
FM10mg/kg QAW 346 255 124 56 6 0
EE9+ti 343 212 75 - .33 1 0
08 ORFARTR D Kaplan-Meier 188 (PD-L1 BB (21%) ©BEME)
[Z4at] :

DIEBRIL R 5 AR (KEYNOTE-024 5RER)

B EERITAHURE 148154 B (96.1%) R TF SOC #f 145/150 i (96.7%) 13 B,
BREL ORRBHEAEETERVWEEFSTRIZ, THEN 113154 # (73.4%) KR
1357150 #1 (90.0%) IZRBd S, WFNRHOBETREREEN s EOBERIT TED
LBV Thot,

WTRHOB TRARN 5%LLEOBWER (&R R ME)

SOC Bl (%)
T A : soC
(MedDRA ver.19.0) 15441 15048
£ Grade Grade 381 |k 4 Grade Grade 320 F
2BIER 113 (73.4) 41 (26.6) 135 {90.0) 80 (53.3)
MR LU v AREE
=it} 8 (5.2) 3 (1.9) 66 {44.0) 29 (19.3)
B iR B E 1 (0.6) 0 8 (5.3) 2 {(1.3)
SRR RE 1 (0.6) 0 34 (22.7) 20 (13.3)
/M 0 0 17 (11.3) 8 {5.3)
s R
R SR TR i1 (7.1 0 0 0
R AR BRIR T AE 12 (7.8) 0 1 0.7 0
BBEE ‘
{E 6 (3.9) 0 17 (11.3) 0
THI 22 (14.3) 6 (3.9) 20 {(13.3) 2 (1.3
Bl 15 9.7) 0 65 (43.3) 3 (2.0)
APk 4 (2.6) 0 18 (12.0) 2 (1.3)



HEH- 4 (2.6) 1 (0.6)7 30 (20.0) 1 0.7
—f% - SHBER LUV EHMORE -

ESIRE 5 (3.2) 1 0.6) 11 (7.3) 2 (1.3)
EH 16 (10.4) 2 (1.3) 43. (28.7) 5 (3.3)
FEERE 1 (0.6) 0 9 (6.0) 0
FEE ' 16 (10.4) 0o 8 (5.3) 0
B E s - : -
FS5=vFI) b 10 (6.5) 0 7 @7 0
S AT 2T
i '
FANGHEBRT 8 (32) - 2 (1.3) 5 (3.3) 0
I ATx :
Z—EiHimn _
nprvrs=r . 3 (1.9) - 0 _ 15 (10.0) 1 0.7)
=Rl '
PRk 0 ‘ 0 20 (13.3) 6 4.0)
RS 13 412 0 0 18 {12.0) 9 (6.0)
SRink-= e 0 1 (0.6) - 0. 16 16,7y 3 (2.0)
BB L RREE
HARIIE 14 9.1) 0 39 (260) . 4 2.7
B R T A 1 (0.6) 0 9 (6.0) 0
iE
FEERR I UHEAEREE 0 :
Eapeibe) 13 (8.4) 0 - 4 @7 0
MREREE o o :
RREEE 1 (0.6) C 0 15 (10.0) 0
FHE=2—a,8 2 (1.3) 0 . 9 6.0 . 0.7
ﬁ-__‘_ ‘ .
L2 SN H@iﬂk;@ﬁéﬂﬁﬁ% c L
Wil %3 (52) 4 (2.6) 1 (0.7) 1 (0.7
B3 L OB TR S ' :
BEEHE 0 0 12 (8.0) 0
HEER 8 (5.2) 0 1 (0.7) 0
F S PERE 12 78 0 3 (2.0) 0
i 11 (7.1) 1 (0.6) 3 (2.0) 0

Feds. AFBECRIEMMERIL o B (5.8%) . KBK - BEOTHIX 8 # (52%) |
MIRREE (T2 - AU—EERRES) 26 1.3%) . RS 224 (14.3%) .
PR B RERE R 21 ) (13.6%) . TRAMERESZ 18 (0.6%) | 1 BEERWEI 146
(0.6%) . BHEEE (REEMEMETRSE) 214 (0.6%) . BEXIL1H (0.6%) |
e « RESUARUARIELT 1 41 (0.6%) X TV infusion reaction 1 5 #1 (3.2%) TREH L,
. BEOMEEE (EHEIRIEGERE, SHIK, BREET) | BlINmEREs
EERGESE, B - IRk, 58O BERULHRILED Lo,

@IE PR /MR (KEYNOTE-010 #8%) :

HHEFEHIT 2 mgkg Q3W BE 331/339 4 (97.6%) . 10 mg/kg Q3W B 330/343 1] (96.2%)
B CRDOC # 297/309 Bl (96.1%) IZRB® b, IHBRE L ORRBRBEE TS RVAHK
BT, TR 215339 Bl (63.4%) . 226/343 B (65.9%) KX 251/300 4 (81.2%)
S b, Wb OB TREERN %Y EOBHERIRTEO LB Thotr,




WFNHDOH TRERHN S%UEOBIER (ZEMEART M)

“s0C ‘ i (%)

PT 2 mg/keg Q3W B¥ 10 mg/kg Q3W B DOC #
(MedDRA ver.18.0) 3394 34345 3094

2 Grade Grade 3Bt 42 Grade Grade3Plt 4 Grade Grade 3LLE

2EIER 215 (63.4) 43 (127) 226 (659) 55 (16.0) 251 (81L2) 109 (35.3)
MR LY iFEE l

i, 16 (29 3 (@09 14 @1 1 (03 40 (129 5 (L6

FRERDE 1 (0.3) 0 1 (0.3) 0 44 (142) 38 (12.3)
PRIl .

FR IR AR IR T hE 25 (74) 0 23 (6.7) 0 1 {03 0
B E

TH . : 24 (7.1) 2 (0.6) 22 (6.4) 0 56 (181) 7 (2.3)

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

ARk 13 (38 0 7 Q0 1 (03) 43 (139 3 (1.0

Mg 12 (3.5) 0 13 (38 1 (03) 24 (78 2 (0.6
—f& - 2HEEL LRSI ORI

BAIE 20 (59 1 (@3 19 (55 2 (06 35 (113) 6 (1.9

b 46 (13.6) 4 . (12) 49 (143) 6 (1.7 76 (246) 11 (3.6)

AR 5 (L% 0 4 (1.2) 0 21  (6.8) 0

B 10 @9 1 93 14 @n 0 17 (55 1 (0.3)
ERERIRE

FERERRS 0 0 2 (0.6 0 24 (78) 19 (61)

B e sRE S 0 0 309 0 16 (32 10 (3.2)
s L URREE

AR 46 (13.6) 3 (09 33 (9.6 1 (©3) 49 (159 3 (1.0
HERER LS OHEEE . :

TR 13 (3.8) 0 19 (35 2 (0.6) 18 (58 0

fhE _ 9 (27D 0 10 2.9 0 29 (9.4 0
MREREE

RN 4 (12 0 7 (2.0 0 16 (5.2) 0

FAEME = o — T 2 (0.6 0 309 0 28 (9.1 1 (0.9

Bk 309 0 3 (0.9 0 17 (5.5) 0
B LU TR RS

BBIE 309 0 2 (0.6) 0 101 (327) 2 (0.6)

% 5 BEAE , 25 (7.4) 0 32 (9.3) 0 5 (6 1 {03)

R : 29 (86) 1 (03) 44 (12.8) 1 (0.3) 14 (4.5) 0

7238, 2 mgkg Q3W BER TN 10 mg/kg Q3W BECENFIv, HIEMEME BRI 15 41 (4.4%)
B 14 8] (4.1%) . KBS - BEEO MRS (1.5%) B2 (06% . BEOK
& (le%%&ﬁ%ﬁﬁf‘ fREE, SIALBE, BRIERE) 13161 (0.3%) B4 (0.3%) |
MRS (¥F7 2 - AL—ERERE) 12 2 41 (06%) RT3 Bl (0.9%) . ATHbAERE:E
I3 23 *EJ (6.8%) FTF 22 Bl (6.4%) , HORIRHRERETE 13 32 1) (9.4%) K TR 35 B (10.2%)
FREASEESET 6 (03%) B H (03%) | BIEEREE :tzm (0.6%) KNI
il (0.3%) . 1 BUBERAIL 1B (0.3%) B2 6 (0.6%) . BHERE (RASHEMY
BRE) 46 (12%) BRO0F, BERIZ1H (03%) BUR0 #, ﬁ%ﬁ% FRA ) g
KEIX 1B (0.3%) BTUY0 ., infusion reaction X 2 B (0.6%) M&Ot6 @ (1.7%) T3
bk, £/, BIEHENE, MK - BRE, SE5BRRUVLHRITRD N2 M-
7s



4, Fﬁﬂhob"(‘ '
%ﬁ%ﬁkbfﬁ%ﬁ%ﬁﬁ(éﬁﬁﬁ)bﬁﬁ&hfwé EHE, URE A L
WEBTXAHRCHINERDSB, TOLT, KﬁJ®&57ﬂ=@ﬁUt%%%*‘ﬂ9’r ¥ iE
L. AFO®REIC L Y EEABERZRBE UG TS 7 LNERED, LUFO
O~BOT_RTEMHETHREIZBWTERT 52 Th 5,

- @ HRiconT

D1 FED (1) ~ (5 OVWFNPETHEETIMETHIZ L

() BEABBRESEETS I ADEEHEILERRS GHERRS A BFGEERRRRE,
- MRS A BRI AR, U ARERETR YY) (ERk284F 10 A 1 BRER
427 Hidk) | : | |

(2) HrEMiseRRiy CERR284E 9 A 1 ARRE @ 84 fEER)

(3) HEFFRMESEET S BARHERRAE (B ASREEEERR, 1ABRER

- WREE, A AR RREEHEERL &) '

(@) SR{EEREREZRE U, ARENEENE | SIS LRI 2 oA
WARSBHEIT> CWAHERR (P27 7 A 1 BRR ¢ 2538 JEfR)

5}ﬁﬁ&ﬁ%ﬂ@ﬁMEMﬁmmﬁgﬁ_&5EM%ﬁofw5m&($m27$7
A1 BB 1284 MEER) \

@-2  MROCFRRE R CEE BB OR S22 ik & BB E OB (TRO
WIS T S ER) A, BEBHEROATICET O MEORMEE L LTRESH
THnDH T L, '

" .

. E%ﬁ%ﬁﬁ%zﬁmﬂﬁm@%%TLtﬁﬂs%&i@ﬁ&%ﬁ@%ﬁm@%ﬁ
' orm6:ku5%\2$ML@\ﬁb%%ﬁ&%f&pkﬁ%ﬁ%ﬁ@ﬁ@%ﬁ
o TAILE, '

o EERIEAEL 2 EONIIHEA R T LB 4 FOBKRBEREZE LTINS D
&, Hh, 3FELLER. Hﬁ%@b&%%ﬁ&%ahﬁ%ﬁa’%ﬁ%@ﬁﬁﬂ?ﬁ?{%%ﬁo‘C
WAhZ L,

@ BRACEEMFREEHEOERICOVT

ERRERERICHEE TS FEE P EE S h, HEAENLOFRED, ﬁfﬂ - e
PSSR R OB R CEMZ T 5 R, FEFRARELZBao®mERE
5, ERESLHIThRAFRHBE S TWL I L,




@ BUER~DORISICOWVT

-1 MRtk BT 5 Eh

PVRAE IR B O TR AR 5564 LI BNC, 24 MHDRAEROT, YRS
EHERER BT, BE LZBHERIUE U CAREE RV CT H0RIER OSIz /8
RREORKRAY BPICEOR, HEITHSTERGRSE-THBZ L,

(}2%ﬁﬁgihl5ﬁ%$ﬁﬁrkﬁT6§#

BABRIZED ZEMNLR AR ECEEEZ AT IERREELNAHEHT =XV 7%
BOLERDAY V= P ETOERELERE LT T 52 F— AEREH P EMH
ENTWAH I L, 2B, BEHEEHICOWT, BABRE L Z0FRKRICHAICBMEN T
BT &, '

@-3 REROBETCRHIZE LT

BVER (REMEREBRICIA. KBZ%K - EEO TR, IFHSERS, FHERE Rng
FIEMERRE) . NOWREE (TEEAERES, PRBEERES. BISEREE ., 1 8
PERA. &8 DRk, ik - BREURLAREAE, B2, EECDﬁ)%F% (B2 FERRRRIE R BE
SFHLBE, FHAMES) . infusion reaction, A7 - BEMLA ., HAEAFIESAE, HRMEE (¥
F 2o NLEERE), OBRE) X LT, YUk i rE RS OB MM A
FTHEMEEE L EEHOBECKINICE L THRERVTCEEZ T o R R MM H
HZE) . BHbHICHEENLEN TE 2N E--TWE L,

10



5. RERRLRDBE
[Ze] ’ : :
O FTREEYSTIHELOVTHAFORERBERYE SATVDZEME, BERIT
bRV &,
o FEIOHSITX LIBEEOKREREOHHBE -
o R SUIFIRE LTV ARREED 3 B B o

@ JARIRTOTHEIZR N T FRICES T 5 BE IOV T, AROR SR shzy

. HOTEFERIRBS 2 WVBAICRY | MEARREATI I b 2B TE 2,

» MEEMEROAHFXINEOCLDBE

o JAEEGRE CHER 2R bé%%&@%@ﬁ@ﬁ%ﬁ%ﬁﬁ¢@%ﬁ%ﬁ
EOMIZRIEEE LR A DD BE

«  BHOCAREERBOGH, Iﬁ@&%&ﬁb<ﬂﬁ%ﬁwaaﬁﬁﬁﬁmﬁﬁﬁw
5l

«  ECOG Performance Status 3-4 ‘E”@FH%A

[Hhk]

O FTROBECHBOTAROBHESBRIE SN TS,

o (LBEEREORY, EGFR B FERRME, ALK BABEFRERC PDLL
B (TPSZ50%) DYIERAEERMETT - IR O/ MBI BE

v TIFTRAEETCERIEEEZ AT 2 PD-L1 Bt (TPS=1%) OYIRRFRER
AT - HROFENMBRITEAE (7238, EGFR BEFEEBM XL ALK @ie
BEFEEOBE T, 2PN EGER Fu v 3 —PHER UL ALK F
1y ¥ F—YEEMOEEELET 5 8E) '

RE. TPSIZRAT R Y Xv 7 (BRIETFHRZ) Oar_=4r B RE4A

PD-L} IHC 22C3 pharmDx ¥ =) ) #AWTRET S Z L,

@ TN TLEE ﬁ#éﬁ%@&%&@ﬁmﬁ&;omrm AHN DA itk
BN ENTRELT, FEAOEGEHRER LRV,
«  fiRAEM bR, .

o FUEMEIEEA & DFFA,

D ECOG @ Performance Status (PS)

Score ) TR

2B ERTE D, BRMERAL ARAEESHRZ T2 5.

AR LWEBDHER SN2 A, HITRME T, BERRE- TOFRIITI 28 TE 5,
o BOEE SEAE

[FS OS]

BohitBaoEnE Y r 2 LETE, AHRO 50%E EE Ly Phig Pl T,

S ETAV. BEOROED O LEE TR, BRIy FAWFCRIT.

11
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@ MEBETA I 4 (BFRMBERIE BT, ECOG Performance Status 0~1
@D 75 LAk, i3 ECOG Performance Status 2 %0 BE Gz, 53 RS
Al (Fes 3 er%g) oBRRENERINATRY, 777 RAIOHE AR
BV dER SRRV — 2855, LEREREET R CHEATIHEG. 7

7T RFIOFRERY 2 < & b8 3 HARABARACONKELH T 5 8F B
T, FRlORER2ERTE 5,

12



6. BERLTEETR&EH

@ FROCESITL, MERTEREA SR 2 B IS X AR OB R TR IERE
ROkl hERERE o g L OrbERTLZ L. '

TRIRBRLRIC e B | %%Rm%miﬁkﬁw&ﬁufﬁﬁ%+ﬁﬁ%b FME %
ThbEETdZ &,

FERBERO-R DA Mo T

@

®

MEEMRBRZ S LD Z LB hH 20T, AHOREIHE o T, HIFE
R GBS, FRREEE, ) ORMERRUWE X MIREOERS, Bttt
MTATH T b, Eiz, BB CTEE CT, i~ —2 —S0oRE T Ky
LTk, '

 infusion reaction 23 B LB T LB H B, infusion reaction B3FED LI IES I

i ﬁ@&mﬁ%ﬁ5kk%m\ﬁ%ﬁ@ﬁ?éif%ﬁ®%%%+ﬁmﬁﬁ

THI L,

%&%&%ﬁiﬂ%gbhé LR B DT, AFNOH 5 BIIEHT R CHR 53R
T AR B AR AR (TSH, R T3, HEEE T4 TORE) 2HEH 5
- E ‘ ) ' ’
JHSREEER H bbb T &m%émr AH| 0¥ 5-BRARARI R O 5 1 I
EHRIRATHEREIRE (AST, ALT, 7-GTP, Al-P, YA EDORE) BEE

THIL,

sgaﬁ%(H%&&Um%%ﬁw&%ﬁn)%@E%mmﬁ%ﬁ%abna
2rEbBEOT, EMMICROREORELYHR TS &, i, RORFEMR
FADLIEAICE, HPMCERBEYZR T L O BEEHE T L,
AROBECLY ., BEOSREFGCERT S L E 2 b 3 ke REBRE
ReEbbhaZtibhsd, BEAEDLNEHAITIL. BALLFERIIG T
HPR gk & BRI OER L EE L CE R ERIRET TV, BEORE
B L 2BHER P EDLN A BAITE., AROERIEIP LI, RUBIERER
NVEVRIOBREEEZERTH L, B, BIBREARNVEORGIZEYBWE
FAOWENED LNRVEAITIE, BIBEE R AE A ORIEMHF OBM
LEETLHI &,

BE#THER, ﬁﬁﬁm%ﬁwﬂﬁ@LTwB@Wﬁm%ﬁfé &m%ét

KR OB EETHICHAERAORRIHDICEETHI &,

| BOEIRP (BUE | BRI A2 E2Te) Kb bbb, FRFEMEY F TV F—v R
CELZZERHHOT, OB, BL, BEHZE0EROBRLOLEED LR+
SEBTAICZ L, | HEREAEDNWESICEREEZREL, A XU R
F O 5% 0@ NBEITO 2 L,

EFDERABRICH VT, BEHEMD OWB, Fholgir, BEREIL 1 FER-
MR ERER T T HDEOFM 2T o T2 D 2 BEI, ARG R IER
R RBRE CHROMELITI Z &,
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B A

BEERRET A R4
NATrY Xv7 (BRETHEBRZ)

- OB : %A b= RWBE 20 mg, %A bv— 4 AHHIE 100 mg)
~EEREE~

SERR 2 94E 2 A
JEAE BB



Bk

I Cic _
FEIDRHE. 1ERAEF
37354 '
FEERIZ2WT

5B L HBE
BREZELTEBE T ZHER

B

P2

P4

- P10

P12

P13




1. RUDIC

ERR OB - RRMORROTHITIL, R CBEICES B ERERBRD
LB, Ebic, FTEOHEEIOESIZ LY. FikERL R & OREH SRR
FEESPRBINEPT, 2hbOEER L HICHERBECRET 5 2 L SERED
BEL 25> THY REMECER L WEOEAFS 2016 CEE 284E6 5 2 A MR E)
LBV TS, SRNEEREOHAOEEHELRB - L L ShTWA,

FHRERBFERRT, BREBERAPRAM 71 7 7 4 ABEEOEER B8 5 inR
RBZLRBD, TOH, FHERUESMICET SRS FAEMT 5 To/R,
UHEEROBELRTITD I LRSS BE T L THEATS & L bic, BlfE
FANRER LB L ERRIEE & 5 2 L SRR —E OB & Wi TR T
TEIEBNEBETHS, '

LR 2T, KHA T4 0T, BRBEPLINE CIZELh TV BESEEN -
M R ES% UTFOREROREREMEHETSBAN D LEREH, X
FRUCBEEHETT, :

B, KA BT A 0%, MIATHIEAERKR ERMIR A, ANEREARR
BERIEB S, — A IE A B ABRNB ES R OVARHERRE A B AR SR 2S00
D LER LT,

R LI DRI A PA—F HHFHE 20 mg, ¥4 b —F SAHHE 100mg (—
- W4 ~ATu) AvT (BETHBR))
HRLRDMERHHND : RIGEIRT AR BB
HRERDMERVRAE : W, AR, SAT ) w7 GREFESLZ) LT 1
Bl 2mg/kg ((FE) % 3 EMMMET 30 oM CEERET S,

B X AR 55 % % - MSD RS



2. AHIOKER, 1ERMF ,

XA pL— & BEEHE 20 mg RN 100 mg . (— ﬁ%-«A7DJRv7(ﬁﬁ%ﬁﬁ
Z). UUTF &) &v5,) iX. PD-1 (programmed cell death-1) & ED Y H o FTH
5 PD-L1 RURPD-L2 & DR A R EHBET 5. & MbleGs &/ 7 u—F Ak TH D,
. PD-1 B THIR SIS EARME D B ikh B T2 D IT B AR AR A+ 5 Ela i hils

24 T, PD-113, BERRBCBOTESER T HRoMREmICREL, BEA
WS B S R BE BRI SRS 2 T 5, Thbb, PD1 RYMY FER
BT3P LV RESERIC L5 /A EER ACHET 52/ TH D, PD-LI
@Eﬁﬁﬁﬁﬁﬁé%ﬁﬁbf@f%éﬁ\§<®mhﬂmTﬁT%E®@%%ﬂxé
ELBRICREIL TV, BAMIICET 5 PDLI ORABBRIE. BAME, R,
FFampads. JREVE. /N IlamsEoe RBRATFRFAREFTHY | BWAEFRLE
OMBERRE SRTVD,

B OB A DOBREKAF% & PD-L1 OB S, PD-1 & PD-L1 ORRIIERED
SIEERH BV T EERREIEH S 2 L RFIREh TR Y FeRBARROEN L L
THFEShL T3, ,

K%iPD1&HnJﬁumnamm)ﬁ/bwﬁA%m$#6 sk, BEE
BN OIEESROMREEME T U v REER LS BB BER LT
Lok ChIEBRERET D,

- AENOVE RIS O BE ORERISIC L ABERSRE b bh, BB
FE LMD B, AR OBRETRUEER L, BEOBREEL STV, BENR
B BB AT, BB LB EICE U BP0 2 A0k & RRER 2 iR AT & s U Ol
2B R ATV, BE DB RN ;5m¢mmﬁbna%A ., BB RERY
%/ﬂ®ﬁﬁ%®ﬁmmﬁﬁ%ﬁab§m%é



3. KEERHRAE
RIGTR R BN R A OAERICTMETT- o7z HRRABR DR E R T,

(& 2htk]
OEWE I bARER (KEYNOTE-041 358) : ‘
EFREEOLRVRIEA ) AvT (BEFHEBAZ) T M EYAvT] E1I,)
EEERV 2 VIR ETOERERLF T 2 BB FERENL R AEAH 42 4

(HZMMERAT XIS 37 BI) & RH8C, A2 mg/keg 3 MAARMR (UF TQ3wW] &1 3,)
BLOFEROCRESMEBRI SN, 2B, BTN CRBETHERD b BEI.
BREBET 2R TERPRED bRV EOBRENICRE LTV 5 BE T, RKEUBROE
BEHE CTRBETIRD OGN ETARORE 2T 5 2 L 8L S, TEF
B Th DEBHFE[RECIST H1 FF A4 2 1.1 iRz &3 < P REEIC &k 5582583 (CR)
XIEbrEEE) (PRI i, 24% (95%EHERER : 12~41) Thot,

QOEAFETHAR (KEYNOTE-002 35)
AT A= LR E AT ARBUB R ESEAIERE 2SI, &5 2
mg/kg Q3W & KT 10 mg/kg Q3W B E-OFER RN, LFERE (FHARY
TESRIR, IVKRTTF U NI Y EFXFEARIINRT ST +37 Y 2%
B BUF NICC B & ).) ERBE LTRSS, 2B, W K BT
BERO DN B AT RBETEFRTIERSBD 62 WEDOBEMICZE L TWA A
FH T, KA O EGRFHM CRBETARDOND £ TEREORE LT 5 2 &4 \
AHEE Shuc, FEFEE B RSATFNE (08) KRUMERELFHE (PFS) & Sh,
AFNIEFEREE LB LT, PFS #AEICHERE L,

100

LU B T TTHITTT

O 3 6 9 12 15 18 21 24 27 30 33
at risk#% EfEm (5]

M 2mg/kg Q3W 180 131 95 70 61 11 0
FA10mg/kg Q3W 181 138 99 79 67 12 0
d = A 179 115 80 60 48 9 0

OS @ Kaplan-Meier gh##
4

QL LLLLULL L G U



at risk}¥ ~ , .

FM2mg/kg Q3W 180 153 74 53 26 9 4 2
##M10mg/kg@3W 181 158 82 55 39 15 5 . 1
(LR 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier #i#2

A FE AR (KEYNOTE-006 #H)

AV AT T BREEOROIA B Y Av T EEER 1 VIRV ETOhE
BRI 2T HIRTATR AR B R EEES 2 RIT, A5 10 mgkg QW 5K T
10 mg/kg 2 WEEIE (BAF TQawl &) BEOFMMERURKERR, (V) b
TEXRE L TR Shi, 28, BEEHE TREBETEBY D EEIC, REET
ERTIERAHED bRV EOBRKICEE LTV 5 BE T, KELEOERHE T
HRMEITORO LD ETARORE LT 2 2 LR L S, EEFEHA X
SRR BT T0S] & 35,) RUMERBEAFHIR (UF [PFS) &1 5.) & &h.
AENIA EY Aw T L LT, 08 RUPFS ZAREICER L



100 &
90
80
70 1

& 60

B 50

§j 40
30 7 ——— Fmomgng Q2w
20 | e F10mg/kg QW
107 — qvunvr ‘

0 e aagarca rrrerrrrr rrrrrreeT R aat et rrrrr rrrrrTrrTy yretrrtery

at riskay SEmmAl

FM10mg/kg QZW 279 266 248 233 219 212 177 67 19 O
AMimg/kg Q3W 277 266 251 238 215 202 158 71 18 0O
AEULTT 278 242 212 188 169 157 117 51 17 0O

OS @ Kaplan-Meier Bi##

at riska4 EiNEEIamIA]
FM0mg/kg Q2W 279 231 147 98 49 7 2 0
AM10mg/kg Q3W 277 235 133 95 53 7 1 1

AVULTT 278 186 88 42 18 2 0 0

PFS @ Kaplan-Meier B



[Ze4tt]
OEME I b HAB (KEYNOTE-041 30E)
HEBRIT, 41/42 8 (97.6%) IZRH LI, BREE ORRBRPEETCERVAE
ERIT, 3424 (81.0%) ITBW b, BHREN UL EOREMIITRO LB T
ol

B BT 5D EOBIER (RN R

I (%)
80C .
PT 2 mg/kg QIWRE
(MedDRA ver.18.0) 424
4Grades Grades 3 B E
2RI{EA 4 (8l.0) -8 (19.0)
2'5}%: Ry 4 e
R IR AEE TIE 4 (9.5) 0 0.0

CFRATHLEMT I FFVAT =
| aEeRmam 3

FosEE o 6 (14.3) 0 ©.0)
B IR BT 6 (14.3) 0 (0.0)
BEEEM 3 (7.1 0 (0.0}

feds, PIEMEMIEREB 16 (24%) . KIBK - BEOTHI 241 (4.8%) . FFHREREE 3
] (7.1%) , TERARHEAERESE 2 41 (4.8%) . HIRIREEEIEE 6 # (14.3%) . infusion reaction
16 (24%) RUESREIBEE 1B (24%) TROHORE, i, MREE (¥70 -2
L RERRESE) | BHEEE (RMETMEMNESLS) | BIREE. 1 HERRE, EEO
REEE (BERIRIREGEE, SHARE, JARES) | Mk, k- FRECAR A RRSE |
HEMHEE, ML - HEXEVLHREBDO AR 2T,

O MAERER (KEYNOTE-002 3B

A EHFEHIT. 2 mgkg Q3W B 172/178 #1(96.6%) . 10 mgrkg Q3W B 178/179 41 (99.4%)
ROVICC B 167/171 Bl (97.7%) 1ZRB® biv, BB ORRMEBERTETERVWES
HH1E, ERER 121178 B (68.0%) . 133/179 ] (74.3%) R TF 138/171 4] (80.7%)
WRD B, WTERLHOBETRESREDR SN LORFERIITEDO LB ThoTz,




£ VIO TRARN 5% EOBIER (&SR RER)

s0C B (%)
BT 2 mgkg Qawﬁé 10 mg/kg Q3WHE T ICOR
(MedDRA ver, 18.0) 17841 1794 - 1745
2 Grades Grades 3B+ £ Grades Grades 324 E “£Grades:  Grades 31 F

_éEfH’FFﬁ e 121 (680) 20 (112) 133 (743)“ 25_ (14.0) 138 (80.7) 45 (263)

f oo
Hit
B i Rk S
SRR RE
B

IREE ) 0 08 0 0.0y 35 (205 1 (0.6)
B WA (1) 0 {00) 9  (50) 0  (0.0) 2 a2 o (0.0)
5 BEIE (208 0 (00) 42 (235 0 (0.0} 6 (35 0 (00
B (1.8 0 (o) 18 (101 © {00 8 @47 0 (00
B R - 28 1 (0.6) 10 (56 1 0.6 0 (o) o0 0.0)
BEM AN {(56) 0 (0.0) 9  (50) 0 (0.0) 2 (12) 0 {0.0)

72%.2 mg/kg QAW B R UM 10 mg/kg QAW BTV T Z N FAL, B MRS 15 (0.6%)
B4 B (22%) . KB - EEOTH L H (0.6%) RT6F (3.4%) . HREE (¥
T v S L TERRESE) 2 1 (1.1%) T TR 0 B, BFHEREREE 13 41 (7.3%) BTt 15 51 (8.4%) .
BHEEE (ROETHEETRE) 16 (0.6%) RU1TH (0.6%) . FHREERKAERE 1
Bl (0.6%) RT3 B (1.7%) . FURIRHSAEREE 14 #] (7.9%) R0 15 41 (8.4%) . infusion
reaction 2 B (1.1%) RU3H (1.7%) . EEOKEEE (REHEIREGERE., ST
BE, BUREESE) B (0.6%) KU H) (0.6%) | BER1H (0.6%) BRU0H. EER
BERE O IR B (0.6%) . BMAS - BERRAR 0 BIRTN 1 B (0.6%) . FTRIZEE S5
FKOPIRD 26 (11%) TREDLIE, T, AIBEE, | 2ERE. 4 - SR
FRIE R GNP RIERR D bz dao e,



@¥ES EMAERER (KEYNOTE-006 #8R)

HEEHIT10 mgkg Q3W BE 264/277 1(95.3%) | 10 mgrkg Q2W # 275/278 1 (98.9%)
ROORIPLEE 239/256 B (93.4%) KB L, IBRE L ORRBERBTETE RVEEF
813, FRER 202277 6] (72.9%) | 221278 61 (79.5%) KRR 187/256 ) (73.0%) IZ
b, WENHORTRHEERN s%L EORERIZI TR LB Thol,

% VPR OBTREEN 5%5 EOBER (AT RIH)

00 B (%) .
BT 10 mg/kg Q3WEF 10 mg/kg szaﬁ P
(MedDRA ver.18.0} 27741 2784 ‘ 2564
£Grades Grades 324 F ®Grades Grades3l,l Lt %®Gradés  Grades 3ELE

éEU‘rFfﬁ ' | 202 (729) 28 (10.1) 221 (795 37 (133 187 (73.0) 51 - (19.9)

T (0.0)

17
25

(6.1)
(9.0)

PRSI
TR T

] :
; ! 15 G99
KBk 8 14y 19 (74 16 (63)
TH 40 (235 58 (227 8 {30
P PRoig n (0.0) 1 04
B 31 0o 22 (8.6)

14

(3.5)

16

(6.3}

(5.1)
(2.0)

13
5

©00)
(0.4)

i B e N T SR
£ HFESE , 19 (141 0 00) 40 (144 0 (00 65 (254) 1 ©.4
ik : 37 (134) 0 (0.6 41 (1473 0 (0O 37 (145 2 (0.8)
BEHEAR ‘ ' il 12y o0 & 25 (30 0 (0O 4 (16) 0, (0.0)

¢ 7p33,10 merkg Q3W BEM TR 10 mg/kg QQWHERIZ B W T ERE L, B MR B 45 (1.4%)
BOLH (04%) . KBk - BEOTHE 10 4] 3.6%) RO 134 (4.7%) . #REE
(XS N L—RERRE) 28 (0.7%) K0 Fl. FFHERE 44 (5.1%) K123
%l (8.3%) . BHEREIEE (RAEMEMEERSE) 2/ (07%) RO 14 (04%) . THE
RMSBEREE 1 1 (0.4%) RUR141 (0.4%) , FURBRHSAEREE 28 61 (10.1%) R UF33 4
(11.9%) . BIBEEE1# (04%) K241 (0.7%) . infusion reaction 7 B (2.5%) &
s ) (1 8%) . 1 BMERN 14 (0.4%) RUOF, BEEOREREE (BEHBRRIER
B ZALEE, J|RAES) 0HIR N1 4 (0.4%) | BER 181 (0.4%) BT 1 #] (0.4%) .
ﬁ%& . ﬁ%ﬁﬁ*ﬁﬂﬁ@ﬁ 1) (0.4%) RSO Bk - BEBA 0 BIRUN 1B (0.4%) . 3
WCRYSEEA 3 (1.1%) ROV (04%) CEOBNE, $£i, BREHENER
U\fuﬁ%ﬁ% R Lol



4, RIS T

FRBEM L L CHEHABETE (L) RBEohTna 2 22 b, Mikia %8
KEBTEIERTHILERD D, £O LT, FHOREIED 2 BHE LB - RETE
L. BRIOEGIZ LY BERZBIEA SRR LEBISHET 5 2 L RBEREZD, UTO
Q~QDFT TR THRRICBVWTHERTARETH A,

@ RERIZOWT

@1 TiEo () ~ 6 OVPRPRENTLIERTHE DL,

(1) BABBKEIRET 5 05ALREMEI AR (BB 33 A 2 BOEHE IS .
- HUS AR EOEEE LR, MU S A RN R Y) (ER284E 10 B 1 BESA -
427 MBE%) |

(2) FEMREmEET (CFRK 2849 A 1 BEA | 84 K

(3) BMERRMEIEET 20ADRBEEREE (55 A D RCEEEH IR, ﬁx&ﬁ‘%ﬂ#‘é
Bk, DA RS RR L L)

(4) ARACFRIEELRE L, A bFREMNE 1 IS SRR IENE 2 OMesR i
WRDBHEEIT> TWAMERR (2747 A 1 HFFA : 2538 HEER)

(5) PFEMEBALFERMEORREERIBHET> T AR CER 27 £ 7
A1 BEA 1284 HEER)

@2 EMEBEEOL VSR OBIEARBR O IIC 5 72 i & R E B EM
(TROVTRDICEST 2EM A, SEDRHORFICHET 2 BEOBREE L LT
BEEXhTEZ L, K -
*

o [EEREEUSE 2 EOVITHE R KT LRI 5 £ OB ABRBROERTHES
fToTWAIZE, 95, 2 FR FiT, NAKRYEES T L L EBHREESOME
BT oTWAI &,

¢ REGRFEUSHR 2 FOMPFHEL KT LizBIC 5 £L Lo R EEMEEZ RO
KREBREAELTND L,

@ BAOERRESREEROFHIZONT
EESFREBICREF T HHTESRE S, ﬁé%/ﬁ%z‘n LOBRED, Fik - #4
MEREFHFROBHRCEME T 5 HRIEM, FEFRNRE LERA0OHEE
B, SNESCHIITONE KR BE- TS -k,

10



@ BUHER~OXRIZ2VWT .

@-1 BUERRIRRS ORGPl BT 5 B

MR BRSO BESABIERNTRAE LB, 24 BRI O T, Yk X
OEEHRICBV T, R LEBHERICE U TAREERE Y CT S ORFR ORI L E

RREOERNY B PICB L, BEHICHEAERRERPES> T L,

@2 EREFEICLOAEFESRMINCETIES

PNABRCEDL D EMB2MRR UL E T O RREFERRERT =S 7%
EDIERDAL V—= 7 ETWERE LIFRE A TE 5 F — AERKTH S EHE
ENTVAHZ &, 2B, BFEERIIZOVWT, BABE L TOFRIC+RICAD I TY
LTk,

@-3 BifEFOBECRISICELT .

BIVER (RIEMEMHERIZINZ, KB - BEO TR, FRE, SHeEE (RMY
RVEMEB A | MOMEE (FRAWARES, PRBEERE, BISRERS) | 1
BN, RV 5k, 5k - SRECTRMRIE, Mk, EEOMERE (REHBIRER
BE. AJWACEE. FEFRAS) | infusion reaction, JHZe - BEREZS. EAEMFEENE, MR
(XS N L—ERRE) | DA I LT, SR SULERERSE O
Pi 2 A4 5 BN & B L (BIER O BRIl L THRERUXES TIOR3 4
ficdhsz k) | BEHITETDRAENTE SERMBIE-THWDS I L,

11




5. REXNBERIBE
[Zeit]

@

@

TR T ABEICONT :tZF%FJGD&“EHhm,W‘: INTH5EZ 2:73“6 ¥e 5 %47
DIRNT k, _

o FAIDRZTE LIBBIEDOKAED B 5 BE

o HRSUMERL TV A ERRED H L BE

%ﬁ%@ﬂﬁm%wTTﬁkagféﬁﬁuowfﬁ AH O E IR E Iz
v OB BERIRER 2 VBEIZIRD | ﬁﬁhﬁﬂ%ﬁm?b LEERTED,

o MEMEMRBROSHIIEEOHIBRE

. %%@@ﬁﬁﬁﬁﬁ%%wb5%%&0&@&@&%%%%&%@%&%&
DRSS b b B | |

»  BEABRKBOSM. IBHMNLFE L REEEO B DAEEROBLRED
b BE

«  ECOG Performance Status 3-4 &V B #

[HZhE]

@

m#ﬁ%5®&WE%&Um$ﬁ&E®&5%%Kﬁwf$ﬁ®ﬁ%ﬁﬁ%én
T3,

A< mmpﬁr%zﬁ%ﬁféaﬁhkwri BRAF [HEAIC L AR L EE
TAHIE,

TRUIZESE T 2 KR ORE R UERFRICOW TR, AMOF NI SN TE
HY, AROREH LR LR,

s INERRBMb TR,

o fhoEAEER L O,

(&

ECOG @ Performance Status (PS)

Score

e

B FBEREBHTES., BRMERLHBAENHIBRTLE.

RRHY B L WEB IR Sh 523, BITTRET, BIEERE > COERIITS Z L2 CE 5,
Bl - EVEE, BEHIEE

SITETESOFOEY O L3 T2 TS AERTca sy, BP0 50%LL HiE<y Fét
e P

BohkASOEROEY O LcEhyy, B 5%l <y FRTciRZ+,

EL{BiTHVv, BROHFOEN O Fied TERY, Bl Sy F 7P RT3,

12




6. REWEBLTHETR&HH :

O WASCEEIOhL, MERFEE RIET 2ERFICE ST FHOR R CHEIER
ROEbbBRERE TFCBR LU THrbERT S 2 &,

@ WBERLBICEN D, BEXRFOFRCADERCEREEZTAFAL, RABELTSE
ThoRETDHZ L, '

@ FRBIEAO~FI A MZONT

%Eﬁ%ﬁ%ﬁb%bhé:&ﬁ%é@?\¢ﬂ®ﬁ5ﬁ%kofu\%%ﬁ
W (BT, MRS, WkE) O U X REOCERES, BEsT
%Kﬁﬁ:koit\%EEEET%%(H\mﬁvmww%wmﬁéiwﬁ
Bk, : -

infusion reaction 73 Bhbhd I LMD, infusion reaction 2330 L T=HAIC
L EERMERITY & &b, ERAEET 5 CREOREY +HICES
TAEZ L, '
HORBRESIERE E 3 bR D 2 LB H 50T, AR ORGSR R SR -
RITEERIC R IRERREE (TSH, il T3, H8E T4 HFOHE) 2EET 5
k. |

FFEREEERH LN D Z &R D B0 T, ARl ORESRBIEATR S HH T

| EEINICITHAERE (AST. ALT. v-GTP, AP, BV A EVEORE) £l

+BH L,

RESER (IHARCIIEERERAEST) SORERBEERHLDND
ERHHOT, EHNICROBREOFEERERTLH L, T, ROEENR
B BN RAIL. EeNCERBREEER TS B REET L.
AHOBEIZ LY BEORERIGITERT S B2 bR o 2RBORE
BhHbbh3Zendsd, BESRD ARSI, BRALEFERIISLE
FPH R TR & SRBA B EE O RN 2 i U TR R ENBW AT, BE O
R & ABWER RO 28101, ARIORE TP IE, RUBRERE S

CLEVRIOBREEREET LI, 2B, BIBRERVELOREC L VEIE

HOUENRD b RWEE T, BIBRE RNE LSO REmTE BN
HEETHZ L, ‘

FERTH, SOERO LI AR L T LEWERRRE T2 Z e B8b o),
AR OBEHRTRICHGEVERORBRICH2ICERTHZ &, _

| FUREIRAE (BAE 1 A RIR 2 ate) B bbh, BREES M7 F—v R
WEAZENRHDHOT, OB, Bl EEEFOEROFELIEE D LRI+
SEETAZ L, | ERBASEDN-EESICHBESEPLEL, 2 8l
HOBELSOWHINBEZITH Z &,

@ FFROEEERRICEHNT, #ERBHH 3 » BRA, ZhUlBE, BE5RMHMN5 1
FRIE 6 B D L ICHERMOFMEIT - T L BB AFRG TIXERD
WCBHROMBEITO 2 &, ‘
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