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FRRROE CLeg TR EL0 A a0 (196) 16 (15)
__mdmwﬁ : 1 (0.4) 1 (0.4)?: 12 (11.8) 6 (5.9)

' 15 {147) - ARG
42 {15.7) 1 {04} 16 157 2 (20)
33 Q123) 00000 39 (382) 2
12 {4.5) 1 {04}

214.(52)
82 (306

T a0y 100
15°(56) 2407 7 2 (20)
- 7. (6.9)

3029 .

s (5'6}
(A1)

]
10 (9.8)

0 28 {27.5) - 0

51 (19.0} 0 2 (2.0) 0

34 {12.7) 1 {04 5 (4.9) 0

BEIR R : 16 (60) 0. 2 (20 S0
CUBREMERE ' 24 {9.0) Lo thges o o

238, AFBIC BV CRIEMATEE 8 51 (3.0%) . KBB% - EEOTH 445 (15%) .
MEEE 33 (12.3%) . IFEREREE 22 4] (82%) . BHEREST (RUETHEMLEL
&) 5 4 (1.9%) . FiRiRiseeREE 23 4 (8.6%) . BIEEE 1 # (0.4%) . infusion reaction
1061 (3.7%) . BEOEBES 14 (0.4%) LB 2F (07%) RO E 5K 3 F

(1.1%) TBH LN, Ei. FTEEBEES. | BERR, EEGTENE. Mk -5
Bk, DRk, B, FTR. SRR &Uﬁa%ﬁmd%ﬁﬁf)&%bﬁ@i 8 bhiz
Mo, .

1) Robert C.etal. : N.Engl.lMed., 372 :320, 2015 (CA2_09066 HED)
2) Weber 1.S. et al. : Lancet Oncol., 16 : 375, 2015 (CA200037 HE&)



4. Bﬁﬁh_ov\r _ : :
ﬁ%%ﬁkbfﬁmﬁﬁmﬁ(ﬁﬁﬁﬁ)ﬁ@ﬁ&ﬂfwé Ldb, ﬁmﬁﬁ%ﬁw
CERETEXDRRTHIBERD B, FOLT, Kﬁ@%@#ﬁ@&ﬂﬁéﬁﬁ FRE
L. ﬁﬂwﬂ5kiDﬁﬁtﬂﬁﬁé%ﬁbtﬁkﬂmﬁ5 kbzﬁ&tb uTw
®~®@#«T%ﬁtfﬁﬁukmrﬁ%?5«%1&5 i

) ﬁﬁhowr o :

®-1 Tﬂ@(nﬂ«ﬁ)mwfﬂmkﬂﬁ?éwﬁf&é L,

(1).Eiékééﬁ%jkﬁibnﬁiiﬁ?fzaﬁs}uﬂﬁﬁ§ﬁ§%%%@#$¥“ﬁm%¥ (%5ﬁ§H?E%ﬁ>}u§“§§£§§§E&#§J“Em\
mﬁ#h%ﬁﬁ%mﬁﬁh ﬁﬁmhﬁﬁfﬁ&&>cﬁﬁmﬁﬂoﬁzﬁﬁﬁ
427 mEg)y o : :

a)%E%%rF(ﬁﬁmﬁwﬁzﬁ%ﬁ 84 %) : ol

G)ﬁ@ﬁﬁﬂ%#%ﬁ?%mhﬂﬁﬁﬁrh(ﬁbﬁﬁﬁﬁﬁi‘*\ﬁb%%ﬁ%
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Elﬁﬁﬁ 1284 FiY) | | ' e
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(FROWTHNICHES T 5 EM) 2, é;%ﬁﬁoﬁﬂh%f%%ﬁoﬁ&%abr

RESRTNBIE,

%

« BRI 2 FONIITE LT LIic s FULEDNA Fﬁ@%ﬁﬁ%%ﬁﬂ
STVBIE, 55, 24EBLER, P ARIRE L L LR BB O 17
BoTnBIE,

© EERITGE2FOTMIHEERT LRI 5%&L®&E§ﬁﬁ%@ﬁ®%ﬁ
_EBEALTOBIE, o

®'%W®E%£%ﬁ§ﬁ®wﬁmowr
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RREOERVEAPIELN, EbRAISTEZEHBESTWAZ &,
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BOREBOAZ V—= v ZEITVERE LR EHE T 57— A EREHSEH
ENTVWAZ b, BB, BHEEHIZOVT, 75=h%%&%@%ﬁ?€h+ﬁ CAMERTY
LT &,

®-3 ﬁlﬁﬁw%ﬁ%ﬁﬂﬁihﬁﬁ LT _ e
BIfER (MEMMERICNZ, EEGEDE, DK, HA. B RAREE . KRB,
EEOTH. | BERRE., RS, PRSEEE, BEEE, BEE (B1Re-
RHEMBHEERAZE), BIBES, Bk, BEEOREEE, FIRMEIERE., infusion
reaction, FRFEMEM/ MR SR (ITP), BEORERG, HREEE. LEESE
(LEARE) - 40k - DESEMNGES) . BREEnE) LT, YEER ULERE
EFEBOEMME S A5 B LSS L EUER ORI PHBIBE L UBERUEEY
ZITbRAEHFICHDZ L), EBUENZLAER CEAEHNRESTHH I L,
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5k,

@ TRICHET S BEICHT 3 ABORER CERFEIC >V T, AR OE R
B ENTELT, ARORER}BERLAN,
o R EEMLAEEE,
o hOMEMIEER E ORE,

&1 ECOG @ Performance Status (PS)

Score EH

0 | 2<{HE<EBHTED. FRIN:MLATAESNHB2E<TLS,
RERIZR LWEBEHBREN 52, SITTRT, BEECE-> TORERT) Z e 0 TE 3,
Fl EEE, FEEE
SHMETCESOHFORY O L3 TATARESAEERCE RV, BPO 50%E FiE<y FAT
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3 BonEBROFOEIOI L LRTERY, BREO0%U.EESy FiiEF BT,
4 | B<BITRY, BOOFOEYVYOI LIZR TERY, B2y FABTTRTT,
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ThbRETE L,
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BEEREBRHbONE Z L RBHIOT, FAROREITH - T, BRE
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AF) 0)&5—@@}?0) infusion reactlon iz TRA Eﬁ"f%\_-i-‘}} RGO TE LY

 EETo ﬁJ:.'CE%ﬁA’J‘ZS k. E70,2 BB SO AHIE BT infusion reaction

Bobbhao kbbb DT, ﬂ:ﬁ*fﬁ%’?&tﬁﬁiﬁiﬁ:@%i’?ﬁ O (- %
ERIET SHE, B mﬁﬁ?%‘!‘ﬁ?kﬁﬁ'@‘% &, 723, infusionreaction %
EBLUEEESICR. 2 TCOEBERUERSZECEE T E AT E-98E
T35z, |
FRRESEERERH b5 Z LB 5 50T, AAOREHMIIR R EHR
R EHIAON BRI RE R (TSH, BBE T3, BRE T4 FORE) 2EHTD
&,

FROREIZ LY BEOCKERISICERT D LEX b oe REBCHIE
RHbbhd I eBbh5, RERBDLNEHEARIE. BRLEFSIELE
MR E BREEOER & EE U TENRENRIEZT V., BEORE
IS L5BHERR RN D BE I, ARIORE IR, RUBBEESR
NEVRIOBREEFEETEIE, kB, BISEERNVEVOREIC LD EIE
BAoOBENRED bL2WEEIE., BIBRESNVE U O REGER OB
LEBTHI &,

BERTE, BB OEIABRBLTHLEWERRER TS Z LB8H5 D
AR OBRELRTHICHEERORBRIZTRICEET S &,

| BERE (BUE | BERBETZED) Bbbbh, BERFEMS M T F—3 R
WEAZEVRHAOT, BB, Bl BEHEOERORBRSLOFEED LA+
SEETAZ L, | HERBIEDNESIERERZPIEL, A2 #
HoBSFEOEDRLEZITIZ &, o

FADBRRRIC BT, BERHN D 3 7 AUA, ThURHT, REFHENE |
RN 6 MBI X AP OTE BT 2 TV 2 & 2B HI, AR S e
CHROMRET S 2L,
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1. RU»E .

ERROFIME - BLEOREROEDITIE, T CESIESVIOEERERERRD
ba, Sbhiz, EOREHRROERC LY, RAEERRS ¥ OBE 2 BEIems
FEESIERSNIFT, ChbOERR PR AERBEICRET S 2 L NBED
B L 7o TR Y RHMBOER L YEOEATE 2016 (TR 28 4 6 5 2 A BIRERE)
ENTH, EFHNERASEOERORBEEEZRLZLLEATVS,

%ﬁﬁ%ﬁﬁ@ﬁnn = %@%’Eﬁi@ﬁéﬁ?’m TrA Jl/ﬁ‘%:i’—@igﬁnn & fﬁ Bﬁ‘it—%
ma LB B, TORD, BIMRCESMICET B IEER T AERT 5 E COM.

VERROBERB ST AL NMRShABE T LTERTS L &b, BlfE
%ﬁ%ﬁbt%hb%&%m%&6:&ﬁﬁ%&~ﬁ@%ﬁ%ﬁt?%ﬁ%%fﬁ%
THEENEETHE,

LizdsoT, BFAFFTL o Cld, BREBERL-E mq%%m'cws%%%%éﬁ
BHEHRMICES& | UTOERROBELERLBET 28RN b 0EREH, 22
FROBEERL R,

BB, AHA BT A BT A ERGEFSR AN, AREEARE
BREERES, —REMASEABAKERNAES, BEEEAEDEABAREZSR G
—FRFEEA RARERSESOBAO b L ER Lk,

RRELDER : XA F—F [EHE 20 mg, $4 PA—F RRHHE 100 mg (—
B RATu) X+ (BETFHEEL))

HEERDEREUIRE : PD-L1 BHEO YRR REE ST - BRI/ MRS

MRERLBERURE  BE., BAIKR., “a7nY X<y (EEFEEZ) LT, 1

‘ _ 5] 200mg % 3 WEIFIFR T 30 YR CEBHET 5.

LB & BR R ¥ F  MSDHBRSH




2. FHIOFHR, ERBF
XA PA—FREHEE20mg B 100 mg (—fF4 - RAT Y X</ (ﬁ{z‘:ﬂﬁﬁ
z), BITF TEF) &vv5.) 1. PD-1 (programmed cell death-1) & F DU H R TH
B PDL1 RURPDL2 & OfA S EBEEET 5. & MulgG &/ 7 0—FAFETH B,
PD-1 R T MRS IRRE 2 DB B Te DI R AP FIA T B 2 5 e
AA yFC, PD-1 1L, EZRBICBOCEEE THROMEEREICRAL, BOA
BRGSO RLETBR GRS HET 5. Thbb, PD-1 RUTFLE
ATB I VHRSAKIC LD VT EESAICHET 225646 TH 5, PDLI
EEESICBTIRARD TN THIB. ELOBAMBE TR TRROBEEZMLD
ECBRICHEA LTS, BAMRIZEITS PDL1 OFRLRL, BHEE, R,
Frampass. SREE. e/ NRRRe & m%ﬁ fxﬁ%r%%x ﬂﬁ—?{% ‘9 ARV \ET Z
& OMBEEREE STV, '
BWEOBADEERENTE L PD-L1FREOMEBEMEN L, PD-1 & PD-L1 @%&%&mﬁ%@
ﬁa&@ﬁhkv\fﬁﬁi&ﬁ@] S 2: ﬁiﬁ"lﬁﬁénf BY, %‘rf_f; :&Mﬁ"‘ﬁ@? R&L
THHEN TS, ’
##)ix. PD-1 & PD-L1 ROVPD-L2 OFF Y H 3 F@ﬁA%BRE@'Es P TR N H@E
#ﬁd\ﬁf‘ﬁ{ﬂwﬁé%%ié%ﬁﬁi@%%ﬁ T U 2 EFHE LS. REREAE %ﬁ%’r&itﬂ‘
52 L CHRIEBDREZRET 5.

ﬁﬂwﬁ%ﬁﬁﬁﬁﬁ<ﬁﬁ@ﬁﬁﬁﬁﬁ;é@ﬁﬁ%ﬁ%Bbhméﬁlm%tt
ELAEERS S, AROREPRUREHIL, BEOBELHSITV. BERE
B BRTEAITIE, BB U AERIE U S o s RR S OEM L E L TE
IR AT, @Ewﬁﬁﬁmkléﬂﬁﬁbﬁbné%ALm\@%&Eﬁw
ELAORSEOBNNBETT O LEN DB, |



3. BRRCRRE | B
PD-L1 %ﬁ®@ﬁ¢$‘*§fﬂ§ﬁ ﬁ%@é‘%d\#ﬁlﬁﬂﬂfﬁﬁ@ﬁ%BW ?{:ﬁ%ﬁof:zr‘;ﬁﬁﬁeﬁ

IE;%E}
OEELARETERR (KEYNOTE-024 f‘ﬁ%) . '
bR OV EGFR BETFEERME ALK @EAﬁ{ﬁ%l@&&tﬁ PD-L1 B (PD-L1
TRELUICEFRRISEDSEE CUT ITPS) &1 35,). 250%) ORI REERER -
BROH/NMIREERE (305 fl. BAA 40 GIEST) #HEIT, A% 200 mg 3 5EH
- ARBREOEDERVCREMRE, 77 F 85 S oL (T Tsoc) ¢
Wi,) EREELTHRE SRR, 2B, @fﬁﬁ{aﬁrﬁ%@ﬁm%&b BB Ri, &
BETEZRTERIED bR VEOBKRNICEE LT 5 BE TR, KEISOESE
FHCEBETEREDOIRE Tziﬁqjmﬁ‘—%‘-%ﬁﬁ%*é‘é ZEHTRBE Eni, FEFHM
BB RAEEBRAFER (CUF TPFS) & 5.), BIRGEAE B ix 2478 LT Tos)
LW 3,) &R, $ﬁ1f177?ﬂ“§éﬂ%am};—?&%at{:@ L‘C PFS, RUFOS (F
- FEAT) REREBRERLE,
ST LSmFdBEEE L‘tﬁéﬁﬁﬁﬁ*ﬁﬁ%énﬂ\% PD-L1 mc 2203 pharme fﬁ’:j RV
HEN, o

100 _ ‘

g - ST T Fii0tmg QIVW

"E€704

50'_

H 50 -

%40 "

g 30

20

10

g 3 6 g9 12 15 18
at risk&X AR R]

FEFRI200mg Q3W 154 104 89 44 22 3 1

T5FIRBEEGILERE 157 99 70 18 9 1 0

q’i‘&-’ﬁ]ﬁit’.i5PFS®ﬁ§§%%‘®Kap]an-Meier&ﬁ (PD-LIBHE (250%) @)

-]
!



100 7

ge0] "‘m:.,

207 —— a7mg QW
10 e IEFrEmEmTREmE

B A ————— . S ——
.0 ;3 6 . 9 12 715 18 21

at risk¥ EFHm Al

AH200mg Q3W 154 136 '12_1-.-,_. 82 32 1. 2 0
FSFFEAEECEE 151 123 106 64 .34 7 1 0

oswt?ﬁmﬁa#mkaplan Meieriig (PD-L1BMHE (250%) mﬁ%‘%ﬁ)

@EEARE D /IHERR (KEYNOTE-010 3E)
7T FFEH ST CEREE" %55 PDL1 B (TPS21%) ? O YR RERREST -
- BROFNMEBESE (1,03346), ARANFIZEL) ZRRIC, Kﬁﬁzmg/kyﬁ
FFERE R T 10 mg/kg 3 a@ﬁ%&ﬁﬁﬁ@@ﬁ;ﬁ:ﬁ&rﬁﬁéﬁm bty#tmjﬁpq;@
AT DoC) &1v25,) BB LTRRERE, 25, BRI CRAETIRD
Bﬁ'btiz’/;%@‘&m 5%%1% R AERASERD %h&b\%@ﬁ&%ﬁiﬁﬁi ﬁbfu%%%‘ﬂi
YR LI 0 B AR SAT O BB AT A0 b&b b5 ifﬁiﬁljmﬁfrﬁ%%“;‘aba é:mt.,, =2
FHMETEB X OS RUTPES & i, AFIDOC B LT, 0S #FEICEE L,
*1: EGFR BETZRBIERIL ALK RABETBROBE TR, 757 F AV S LRI L5
BRI NR, £hFN EGFR FAEERXIE ALK ﬁﬂﬁ_f’ﬁ% BAT 5 ABLIBEANC L5 i
BT BBESABARLRE, .
*2 : PD-L1IHC 22C3 phaxm.Dx f&’nj DR b%ﬁb\f%ﬁﬁéht



100 2

90 - L e Fm2mghgaw
80 - e diOmg/g QGIW
704 Lo T Fusgen
eo| - ;
50 Hstgng,
§40: B By 1
] CETRU TR Y
7 304 _
20 - Bl
101
0_- 'lf"l“llll.l."“lljlll"ll‘”’l.ﬂ‘”llI"l'l‘l‘i”'"‘lI'l"I!l"l‘f’l”""i||‘"f’l‘"l”!”""""""'”“”""'"“l"'
e 5 . 10 = 15 20 25
AMImgkg QW 344 250 115 49 12 0
Z#10mg/kg Q3W 346 255 124 5 6 -0
R+~ 343 212 789 33 1 : 0
OS DRMSHTRD Kaplan-Meier Hi8 (PD-L1 i (21%) OREHT)
[Ztﬁ’f%]

. OEERHE H%mﬁﬁ% (KEYNOTE-024 atb‘&) . '
ﬁ%%%sizlsﬁﬂﬁi 143/154 P (96 1%) K&K SOC ﬁ 145/150 #1 (9. 7%) B t‘gzn
f‘*i’f&%b@%ﬁfééfﬁ:ﬁﬁ“@% RWEEEST, ENTH 113154 Fl (73.4%) RV
135/150 51 (90.0%) =32 &b bz, WENSORTREES s%E EOBHERR FRO
&knf&ota_f R R

V“?hb>®§¥’t‘%ﬁ.$:b= 5%E EDOBIER (KSR RRAR)

soc . _ : - B (%)
PT ‘ AR © SOCE
(MedDRA ver.15.0) 154451 15047
£ Grade Grade 381 & £ Grade " Grade 3L E
£RHEH 113 (73.4) 41 {26.6) 135 (90.0) 30 {33.3)
M#IFER LAY rAREE
#if 3 (5.2 3 (1.9) 66 {44.0) 29 (19.9)
B M BRI 1 {0.6) 0 8 {(5.3) 2 (1.3)
B PR 1 (0.6) 0 34 (22.7) 20 (13.3)
T AhEEE A FE 0 0 17 (11.3) 2 (5.3)
PSR
R IR AR LI A 1 (7.1) 0 0 0
RIS R T 12 (7.8) 0 1 (0.7 0
HBEE
gLk 6 (3.9 0 17 (11.3) 0
TH 22 (14.3) 6 (3.9) 20 {13.3) 2 (1.3)
=i 15 9.7 0 65 (43.3) 3 (2.0)
oMk 4 {2.6) 0 18 (12.00 2 )}



‘ ﬂiﬁ& 4 V8 6) 1 (0.6). 30 (20.0) 1 0.7
ﬁ;’ar ‘5 @3 2) B e 11 {71.3) 2 (1.3)

3 S 16 i (10.4) 2 Q3 . 43 (28.7) 5 {3.3)
BER 17 (0.6 0 9 6 0.
T e 16 .'.--(104) R | R T (.3 0

BRERRREE - v el s e R
TEZ=UFR2R . W (65 S 0 T @D 0.0
FAT G B :

. L _ a o
FTRNRFE BT 8 (5.2) 2 (1.3) 3 - (3.3) g
I/ FFrAT
5 — Y0 ‘ ' : Sl
mHsvrFFay .3 19 0 15 (10.0) 1 0.7
FF RS SR c 0 - ©o20 (13.3) 6 4.0
Ik S0 : 0 1B (12.0) I (X))
© BB 1 0.6y 0. 16 (10.7) 3 @0

fREs L ogEEE S B o
BERER 14 (9.1 0 39 {26.0) 4 k)
e SL VSN i3 1 (0.8 0 9 (6.0) 0

BERRB L UEAHBHEE , ' : e
B EhE 13 (8.4) 0 4 @n - 0

ﬁ;ﬁg%@ ; : _ h .
REEE 1 (0.6) K 0 15 (160.0) B TR
ﬁiﬁﬁﬁ*ﬁ_.:wnn C2 1.3) S 9 6.0) TE (0T

PEARES, Bﬂﬁﬁh;t}ﬁﬁé%ﬁ%@ : : : LTI g
i B : 8 {5.2) © 4 {2.6) 1 (0.7 1 (1))

B £ U RS -' ‘ : B
A EAE 0 0 12 (8.0) L
Jiid ) S 8 (3.2) 0 ! ©.7n R

CEDEEE o o 12 78 0 3 2.0) 6
#iE : 11 {1.1) 1 0.6y 3 (2.0) 07

236, AFIRECRIEIEREERIL 0 01 (5.8%) . KB4 - BEOTEIL 8 5l (52%) .
PEREE (£ - S L—ERES) 13241 (13%) . RS 22 41 (14.3%) .
FORBEEREE IS 21 61 (13.6%) | FRAMEREL 10 (0.6%) | 1 EEERER 1 4]
0.6%) . BiERE (RETMEMELS) 1116 0.6%) . metc 6%)
4 - ﬁ&ﬁ%i’ﬂﬁ@r 16 (0.6%) B W infusion reaction X581 3.2%) TRY bivi,
7, BEOREWME (RMEHRERERK, S/, ﬁ%ﬁ%%),w%%%w
Ef%?ﬁf Mﬁ %@ﬁ &Eiﬁﬁ&Uu%ﬁmﬁbEthotu |

@EERt H%Hfméﬂﬁﬁﬁ (KEYNOTE»OID )

qE @%m 2 mg/kg Q3W 3£ 331/339 £ (97.6%) . 10 mg/kg Q3W B 330/343 i (96.2%) _
B0 DOC B 297/309 Bl (96.1%) IRB b, WREL DRAREABETE BOEE
LT, ThEh 215/339 fi (63.4%) . 226/343 1 (65.9%) BT} 251/309 % (81.2%)
CRH bR, WERSOBETREEN S%U LOBERII TR LY Thot,



wﬁ‘m:@ﬁﬁ%ﬁws 5%ELEDBHER (E2MMITRRER) -

"soc ' _ Big (%) ‘
PT . 2 mgfkg Q3W B 10 mg/kg Q3W ‘ DOC # -
(MedDRA ver.18.0) 3394 34341 3094 .
£ Grade Grade3BlE £ Grade Grade3BlE £ Grade Grade 3B(E
2RHER 215 (634) 43 (12.7) 226 (65.9). 55 (16.0) 251 (81.2) 109 (35.3)
mﬁ%iﬁ)/ﬁﬁﬁ§ . : ‘ S
#Hi 10 29 3 (0% 14 @) 1 (03 40 (129 5 (L6
F REREAE 1 (0.3) 0 1 (0.3 0 44 (14.2) 38 (12.3)
N WEE o ) ‘
PR SRR T 25 (1.4) 0 23 6.7 - 0 1 (03~ 0
HBEE S c ' g
FH 24 (711) 2 (06 2 (64 0 56 (18.1) 7 (2.3
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AR tar 13 (3.9 0 7 (26 1 (03 43 (139 3 (1.0)
R 12 (3.5 0 13 (38 1 (03 24 (7.8 72 2 H{0.6)
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ERERHRE -
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SRR , 309 -0 309 0 17 (5.3 0.
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RE : 29 (3.6) .1 .(0.3) 4 (28 1 (03) 14 (43 0 -
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AR BBHET o TV SRR (ERR 2747 A1 BRA - 2538 FEfR) SR
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b, Sbiz, MEOREHEMOESIC XD . HEEER 2 & OEHOR IR ER
ﬁ%ﬁﬁﬁ%@éné*T\Ch%@%%m%ﬁkﬂﬁﬁﬁﬁhﬁﬁ?ﬁ & BEED
REL 2o TR REMECEE » YWEOEA LS 2016(FERK 2846 B2 B ﬁﬁ%ﬁ&ﬁ)
CBWTH, BEFNEHLIEDER Q%iﬁ{bfﬁﬁ%@{) LEEINTNA,

%ﬁﬁ%%#@%m i, RBERSCEeE T 7 7 A VBEFD EFEmS LR %ﬁ‘il% .
RBTLERDHD, 0D, APMERCESMICET 3 HERHOERT 3 E o[,
UBPERBLOBELMHISITEE ERHShABEITH L CERT AL L HIZ, BIE
%m%ﬁbt$kﬁ§&ﬁm%&é & BB — OB & R T EFEE T A
THRZEREETHD,

LieaT, $ﬁ4F74/Tﬁ BRBRECINE TIRE LN TV A ESIESE -
BFEPRHEESE, ungﬁm@%ﬁEﬁ%%%@?éﬁﬁﬁ6%%&%@ EZz
FROEEFELRT,

RB, BHA FT A 003 m*”&%AE%mE%%%%A%% A HEEARAR
BRBREFS, —REHEA B RBREANES R AREREA RARER 2208
Db EER L, ‘

R ERDERS : FA PA— 5 RERE 20 mg, A b A — & SR 100 mg (—
| B RATnY X7 (BETFERL))
HRERBPETIDE - BIBUEEFRE R EMEAE -
ARERDABRVRE - BE, BRARE, a7 r) A<y (BEFHEHER) L LT, 1
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2. FEIORE, {ERBF S

FA PA—FRIEFE20mg R 100 mg. (%% .. a7l X=7 GBEFHES
Z). BT T&A] &v3,.) ik, PD-1 (programmed cell death-1) & F0 Y HV FTHh
3 PD-L1 RUPD-L2 & DR A ZEHERET 5, £ MLIpGd €/ 7 B —FAHETH B,
- PD-1#EBSVE T ARRRARE AR DN B T I S KBRS 32 2 S A il

AL v FC, PD-1 i, BERREBIBOCERS T MEOMAREECERL, BEA
BRSSO TLE BRI ERERS ¥ ET 5. Tbb, PD1 RUFLFLE
BFEI LI VRES BT 13 YT MEER BRI T AR AL CH B, PD-LI
OEFREIC BT B RRERDTHTH AN S OBPAMBE TR THROB X 223
EERFIICREL T3, BAMRIEITS PDL] ORBEIL, BHEE, BsE,
FFARRSE., DRSS, %’F/J\#Iﬁﬂﬂﬁﬁ%’%@ﬁk r‘mmv%{%&%v& U ﬁu@f’%a
OFEBEERREZITWA, SN

ERON OB TS b PD-L1 %ﬁom%m% PD-1 & PD-L1. @ﬁ@%m@g@
REERIC RV TEERRSIZE kﬁfwéhfkw %L&@b@%@ﬁ%kbl
THRFIhTW3,
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xﬂwﬁﬁﬁﬁL%O<@E®ﬁﬁﬁmkiéﬂﬁ%%#%6tmzE%RM%EL
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HENIBEIIT. BR L ABSIS U BRI AR BB BOEM L B LTl
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[HZhE]
OEASE IviERR (KEYNOTE-O4I B ' & '
EEFERORVIA CY bvT (BETHERL) (LJT M’ =] Avﬂ Eva,)
BEERV 2 VUA R COMERERELF TS %Ei“@]ﬁ%wgf;ﬁﬁ@é}ﬁ%% 42

(CERERRIT R 37 ) Raigic. BEI2 mg/kg 3B T fQGdw) 2v3,)
BEORPHRURSEBRE S, 28, BEFEE CERETHED bhBalr.
RBET EFTERSRD b2V EOBRNICRE LT 3 BE Tk KELEOH
BEHE CHRBETARD bh 3 E THAORE 2R TS - L WL S hi, BT
8B ThH 2EHFE[RECIST H A F54 > L1 RIESL Eiﬂﬁ%#!fi’i_i Zamé%zb (CR)
Suiﬁ%%%sb (PR)} . 24% (95%{;. R - 12~41) 'c;bot.o 3 |

@R IR (KEYNOTE-002 38R)
AEY Ay T X RREYET 2RBIRTEAEEEAERE 20T, AH 2
mgkg Q3W BER T 10 mykg QW REDEPMR LN, (LEFE (FVNRY
V. TEVAIR, INRTTFU N7 ) EREATBINKTFF U+ ) &%
T, BT TICC B 2 3.) MR LORNShE, 2B, BRI CRERET
BEDLNIBA, ERET 2R TEREED bRV EOBENEEE L TN B A
T WAL O EHRRH I CRAEITARD BN D E TREDRE RREET 5 L%
Tﬁasntgzﬁﬁm%amﬁér%@um>&wmﬁ%¢rﬁﬁummaén“
AFNIAFHRE & B LT, PFS %ﬁ%’%ﬂ& Liz, 7

0 3 6 912 15 18 21 24 27 30 33 36

at riskey s [R) ,
F#2mg/kg Q3W 180 131 95 70 61 1 0
F&10mg/kg Q3w 181 138 99 79 67 12 0
R 179 115 80 60 48 9 0

0S D Kaplan-Meier Ri#2
4



at risk# : S et
A8M2mgkgQ3W 180 153 74 53 26 9 4 2
A#10mg/kg Q3W . 181 158 82 . 85 39.. 15 5 . 1.
e 2 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier Bi#R

O/ E AR (KEYNOTE-006 %)
A BV AT ICRBBEEORVIIIA Y b= T2 E TR 1LY R /i'cmt%
;ﬁ{fﬁ%ﬁ#é#&iﬁ@}ﬁ% f:ﬁﬁ%éﬁéﬁ%«%%ﬁ%h, A7 10 mg/kg Q3W BHER T}
10 mg/kg2a@ﬁa’if“ifﬁ (AT TQawy &w5,) i&—imﬁ;«m&&rﬁﬁéﬁtm A Y Aw
FEFBL LR SN, 28, BRETMORRETARD %FTLT...%A . RBEST
FRTERERD bW SO BRRIC Eb'ﬂ\éﬁ%‘“mi &t@w&@@@mﬁf
RBETERD !‘ohéifﬁﬁmﬁfé%ﬁﬁ?‘é EAREREE é:mt_a FEFFMIER R
SEFHRE GAT [os) w9 o) RUEERERAFHRA (BT TPFS) 2:1,\9 ) k&R,
FANIA EY he7 LB LT, OS RUPFS 2 FEICER L.



.- 301 --—-.-‘_".*ﬁi@kgam
20 e F10mg /g QW
107 —— sz

0 2 4 & 8 10
tnskﬁ e BRI (]
mwmg/kgmw 279 266 248 233 219 212

AMi0mg/kg Q3W 277 266 251 238 215 202 -
AEULTT 278 242 212 188 169 157

OS @ Kaplan-Meier H38

177
158
117

TTITTITT I T[T T er s

12

67
71
51

16 18

19 o

18 0
17 0

at risk3%
FM0mg/kg QW 279 231 147 98 49
AB0mg/kg @3W 277 235 133 95 53
AEULRT 278 186 88 42 18

PFS @ Kaplan-Meier BifR
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EEGEIE, WIS - BRARULHRIIRD bhibor,

@¥ESH 5 T4835% (KEYNOTE-002 HER)

HEFRIL 2 mgrke Q3W B 172/178 11 (9. 6%) 10 mg/kg Q3W 5 173/179 #1(99.4%)
BOVICC B 167/171 1 (97.7%) 12589 biv, RBREL @E%E@G’W%ﬁf% RVEE
EHIT, TR 120178 B (68.0%) . 133/179 ] (74.3%) BT 138171 B (80.7%)
K%@Bhta%fﬂbmﬁﬁ%ﬁ$#5%&t®%ﬁ%iT%®kkD?bokn



# VThroR CREEN 5% EDBIER (REMERT N SRE)

s0C (%)
PT & b o w0 i 2 mp/kg QIWEE ok 10 mgkg Q3WEE LT ICCRE
(MedDRA ver.18.0) . ) 17347 L eE m
2BER . 121 20 25 45

SR e e e e
i R 28

B e T e
: ©8 70
BBk iE R (0.0)

S0 000

1
0

PR AE (06 "0 (OO 1 (0.8
0 (00)

pryes (.1 w

-
73

i

D
RN )
T R
S
{0.0)
(1) -

G 1 ‘0 (20.5)
y 0. 9 L0 02 (1Y)
- 0 42 0" ©oy 6 (35
BE e co 2L (118) a0 (00) e A8 (10.) 00 (0.0) 8§ {47
EIRESREE S8 R 1 {08 10 (36 1 W08 0 (D)
BEMREE . : 10 (5.6 = 0 - {0.0) 9 0 (5.0) 0 (0.0) 2 (1.2

fJT}S\Z\mg/kg QIWH K TR 10 mg/kg Q3W BIZBW T FhEh, BVE R R 161 (0.6%)
BU4H (22%) . KB - BEOTH 11 (06%) RU6H (3.4%) . MRS (¥
T e A IERREE) 2 41 (1.1%) B UR 0 B, FFHERERETE 13 1(7.3%) R TR 15 41 (8.4%) .
EHERE (RETHEEBLS) 14 (0.6%) B H (0.6%) . FEASERE ]
Bl (0.6%) B3 F1 (1.7%) . FRBREEEEIEE 14 61 (7.9%) KR 15 4 (8.4%) . infusion
reaction 28 (1.1%) RUIH - (1.7%) . EEOREEE (REREREES, 2L
B, ERAEE) 10 (0.6%) BRI (06%) . BEge 1 1 (0.6%) RIROHI, EiESf
BAIE O FIRT 1 6 (0.6%) | Mzt - BEREEE 0 BIRTA 1 1 (0.6%) | HTHNZHE 5K
FOPIRT 26 (1.1%) TROLNRE, -, BIREE. 1 BERE, 545 - BT
FERER VLRI bz o T,



BN EMHABER (KEYNOTE-006 3L8)

BT 10 mykg Q3W BE264/277 #1(95.3%) . 10 mg/ke Q2W B 275/278 fﬂ (98 9%)
BOVIPL ¥ 2397256 B (93.4%) R b, MBRELOREBBEREETERVWEEE
813, TNEN 202277 B (72.9%) . 2217278 41 (79.5%) R 1X 187/256 7l (73.0%) 12
BOLNE, WTRPOBETREEZER S EoRBHERII TROLBY Thol.

2 WTh OB CRERS 5% EOBHER (ZAEATSam)
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