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EEHOHIME: - RRMORROTZ DI, BATEEICE SOV ICHE2ERRRD
bhd, &bz, BEORFHFOESI LY, FEEER2 L OEFI2FRIERE
FERESERENSFT, hbNEXERFEICHNERBEICRET S 2 & PED
BB L 2o TRY REMBEE & gEOEA S 2016 (TR 28 47 6 A 2 HEIBIE)
ZROVThH, EFMEERREOHEAOREIEERRSZL L Sh TV,

FRIERMAFERRL, BRERACRLS T a7 7 A VERFOERS LPA DM
RBEZLBDHB, ZOED, APERVELMEICHET 5 HERI+EH T 5 £ TOM,
UFEEROBELRZT 2 2 EBHIH SR BHCH L THERT 5 L L bic BlfE
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FERER S, —RHEEA B ARRARIES, FEFREFTEHEA A FHBFERR S
— A B ATERERSEE OB HOb LER L.,

B LR BEES : FA bA—FERHE 20 mg, FA P —F AFHE 100mg (— |
& RATRYRTT CREFHERR)) -

B LR APENIHE : PDLI B OUIRREE ST - BROH/NARIHE

e e R RERVER  BE. RARIE., Na7 o) Xv7 (@EFEHRL) LT, 1
[E] 200mg % 3 JERIMIIE T 30 5 HT TRFHET 5.
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FA M—&F SF#EFE 20 mg BT 100 mg (_ngg cRATuY X (EETEE
Z). BT THRF &wv5,) 13, PD-1 (programmed cell death-1) £ ZFDYH L FThH
3 PD-L1 BEUPDL2 & DA #EFEMAETS. & MeigGd £/ 7 u—FAHETH 2,

PD-1 & ¥ 1T T Ml SeiE B D Bk B 7o DI B3 AUHIBR 235 Fl 3~ 5 22 s e il
AA T, PD-1 11, BERREBIZEVTESER T MIEOMERGEICREL, Bk
FE RS EEOABDELER ARSI S, $bb, PD-1 BRIV FERFH
BTAZLRIVHRSRECE DV IV RERAICHIET 2ZEEFTH D, PD-LI
DEEHEBCBTBRATDTNTHIN Z OBAMIETIE THEOEHE 25

EOBRRICRRELTWD. BAMMIZIBIT S PDL1 OBmFERE, BHIGHE. RS,
ATHeRasa, BRELRE. JR/NBRRATEE R & Ok4 2B A TTFREARAFTH Y, R\ AfFR
& OHEBERRE STV,

B DM A DRI TFH# & PD-L1 BEOHEEBEMEMN L, PD-1 & PD-L1 OREIZEED
ﬁﬁ@i&%&_ﬁb\rﬁﬁfxﬁiﬂ%?ﬁ S5 & 7537?1!*“3—52’1,‘(;’6 V.| BTl B ATRIROERE L
THREN TS,

#F#iZ, PD-1 ¥ PD-L1 BT PD-L2 O U A F@FA%F'E—’ETEJ ik, Hi%
WU RE R OEEARAHIIREEMET U /z\ﬁi%iﬁwtéﬁ HIEERE > BEE T
D& THREBMRLRET S,

FEIDIERBFICESBEORERIGIC L 2EWERSN H L bh, EEXIIELTIC
EDFRESDH D, FHOREGEPRCRERIZIZ, BEOREL TIIATV. RENR
D BNITHEAITIE, FER UIHFRITIE U B2 4058 L R ERF-oE & L TE
BRI 21TV, BEORENISIC L 2EERAPEDLISBAICIE. BIBRERL
R DT EEDBENRBEET I BEDP LD,



3. BREE ‘ '
PD-L1 B D EIERRREZRIELT - RO/ BRRSTE ORAFRIHITFL 21T o 7o E AR AR
ROSBETT. |

[F5hiE] |
OERERFSMHRAR  (KEYNOTE-024 35R)
{LEERIERE D 72V EGFR A FE BB, ALK FlAREF MR O PD-L1 B4 (PD-L1
ZFE LRGN EH 58S (BLT ITPS) £v5,) 250%) “OUIERAEEAREST -
BEROE/NIMamAE (3056, BARAN 40 fZET) iz, A% 200 mg 3 B[
BEREOE IR VLR, 75 F ik a TSRtk CUF Isoc) &
NSy ERBE LTRE &SN, B, BEE CREETERDbEEGI, &
BETERTIERPRD DN WEDRRKRIICEE LT3 BE Tk, RELIEOE#
I CREBETERD b S E THAOREEEET D Z L BHREL Shiz, TEFA
R B ISAEEEAFHR (BAT TPFS) 2V ), ).| BIXEHEH B k2L 7HH (LT 08!
EWnh,) &ah, 2!%'“17”7%7“%:%]%%&{3%%&&[:1& LT, PFS, BRU'OS (1 °
| [EifEdT) EEBICER LK,
*1aVA=FUBERKYE UTRSIREAR STV 5 PD-LI THC 22C3 phammbDx [#2] % ﬁ_ql,\—ﬂ%
TEN,

go.] T : — AMWME QW |
804 : , e THEFRMESURA |

at riske% i b e e G HE

FA00mg QAW 154 104 89 4 2 3 1
ISFIRMEACLERE 151 99 70 18 9 1 0

Hgu BT X B PFS OB ARNTIR O Kaplan-Meierflt#t (PD-L1EBH: (=50%) oAEER)
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AHN200mg QAW 154 136 12 82 38 11 2
TSFIHAREOILERE 151 123 106 64 34 7 1 0
0s®D FPﬁiﬁﬁiﬁ‘B#ODKaplan-Mci‘cr@ﬁ (PD-L1fB#: (250%) @Eﬁﬁl)

<

1.-

@EPRIER S I /IHERE (KEYNOTE-010 F5R)
75 FF RN S TR %4 5 PD-L1 B (TPS=1%) ° OIRAAEa T -
BRO/NRIMERE (1,033 61, AEAI FIEETe) &X&RIC, & 2 mgkg3
FRE&RE R T 10 mgkg 3 BEARRRESOFMERTREEN, FEFFEAKNY
(BLF TDoC) &nd.) ZRBRE LTHREF S, 2B, EHGEE CEBETHRD
SR EAlr, KRBT 2R TERSED b WEOBERMIZRE LTWaBE T,
REICEOBEETM TREETHRD bha E CHRAoR Gk E AL Sk, TE
PMBTEE X OS RURPFS & &, AFNIDOC LR LT, OS 2 HEIER L,

*1 : EGFRBEFERBMENIE ALK A REFEECEE TR, /77 TR S bEREIC LD
BRI, FREh EGFR EE/AEMXIE ALK [HEER 24T S HELIEEA I X 5 SRR
PETBREREB AN DR, '

*2 : PD-L1 IHC 22C3 pharmDx [# =1 OR#ER v P& AVTRESLE,



seorme 8 Jmiglkg QI

g0 ~
80 - e 3 10Mglkp QIVW
70“ —— FEITEL
& 60 |
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. . TR
40 . "‘"".*;; R MRy Kt
30
20 LRI
10
0 "mmmmmmmmﬁﬁmmmmm
0 5 , 10 15 20 . 25
at rski A |
&8 2mg/kg Q3W 344 259 115 49 12 0
F#10mg/kg QW 346 255 124 56 6 0
(Schi il 343 212 79 . 33 1 0
0S ORALFEHTBFD Kaplan-Meicr B8 (PD-L1 Bt (=1%) ©BFHER)
[Z2i]

OE B[R HSARER (KEYNOTE-024 RER)

HEEEIIAKIEE 1487154 41 (96.1%) K TF SOC B 145150 4 (96.7%) KR¥H B,
BRI L DR EEENTETERVWAEREL, Theh 13154 f (734%) RO
135150 Bl (90.0%) IZFEW Bz, WML OBETRERN 5% EORHERIZTRD
LB Thol, _ |

WEh P OB CREARS 5% EORHER (REMAITSRER)

s0C : Bl (%)
PT AR SOC B
© {MedDRA ver.19.0) . 1544 . 150431
£ Grade Grade 324 E £ Grade Grade 324 E

135 (53.3)

2RIER

B i ER A AE
T PR AR 1
/MR E

ks
PRI E THE

6
22 2 (1.3)
oA 15 ©.7) 0 (43.3) 3 2.0) -
A 4 (2.6) 0 (12.0) 2 (1.3)
(20.0) 1 0.7

9Enk: . 4 (2.6) 1 (0.6)
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ey a3

HhE 5 (3.2)
S 16 (10.4) (3.3)
R 1 (0.6)

. 16 (10.4)

SVURT = 5—

Hin

TFTANRGXUET 8 (5.2) 2 (1.3) 5 (3.3) 0
I/ RFRT 2 .

S —EHm ‘
sy L7FF= 3 (1.9 0 15 {10.0) 1 0.7
I
kS
WA L a7

.. ARG

L RS X USRS

20 (13.3) 6 {4.0)
18 12.0) 9 6.0)
16 3

BRREGE
e 7 R 277 AL 1
HERRB I UREEEEREE
 PBaghE 13

R \
K= a—o 2 - (13 0
:;'-._.

SR ER. WERdS K UKERRREE o

2 -

)
{6.0) 1 0.7

o Mgt e 1 o @n 1

. BERd &k OEURAERRREE T el T e T
R E5E 0 12 (8.0) 0
id) 135 8 (5.2) 0 1 (0.7 0
€ PRI 12 (7.8) 0 3 (2.0) 0
g 11 (7.1 1 (0.6) 3 (2.0) 0

AR, AFIFECRIEMENMRRE o Fil (5.8%) . KBk - EEOTHIL 8 #1 (5.2%) .
HREE (X7 v - S ERESE) 26 (13%) | FFSEREEL 22 4] (14.3%) |
FRARBEREREENS 21 B (13.6%) . TERBREEL 1 4] (0.6%) . 1 BEERFEIL 1 F
(0.6%) . BHGEERESE (RUWEMEMEERS) X141 (0.6%) . BT 141 (0.6%) |
e - MEBUARBMRIET 1 1 (0.6%) B 1R infusion reaction bX 5 ] (3.2%) TH® bRz,
e, BEEORIGHEE (REHEREGREE, S48, EXEES) | BIFHRERE,
EEGEIE, B - fER. 585 EERUMERIEIRD bihvkhol,

OERLL RIS I/M4ARE (KEYNOTE-010 3ER) :

B EESIE 2 mg/kg Q3W B 331/339 ] (97.6%) | 10 mg/kg Q3W F¥ 330/343 £l (96.2%)
EO'DOC # 297/309 ] (96.1%) iWRHbh, BBRIEL ORRERNEETCERVWESR
FRIT. ThTh 215339 ] (63.4%) ., 226/343 ] (65.9%) KU} 251/300 #il (81.2%)
WKRH LN, WTNhhOBETREER %L EOBHERIITROLBY Thol,



WP OEETRERR 5% LOBEA (Lot S EE)

s0C Fls (%) -
- PT _ 2 mg/kg Q3W B 10 mg/kg Q3IW ## DOC ##
(MedDRA ver.18.0) 33944 34380 30941

4 Grade Grade3PlE 4 Grade  Grade 3L Lk £ Grade Grade 3BAE )
215 (634) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (353)

M (142) 38 (123)

37 .(10.9) 1

0.3)
46 (136) 4 (12)
5 (1S

‘,—‘E*‘ﬁﬁ: a—

e o 3 (0.9) 0 2 (0.6)

0 101 (327 2 (0.6)
F D EE 25 (4 0 32 (9.3) 0 5 (16 1 {03)
R . 20 (86) 1 (03) 44 (12.8) 1 (0.3) 14 (4.5) 0

7235, 2 mg/kg Q3W BER TN 10 mg/kg Q3W BT L, MEMEMREZ 15 Al (4.4%)
BEOC146 4.1%) . KBk - BEEOTRILSH (1.5%) RU24 (0.6%) . BEEDRK
MEEE (SRR, ST, ERAEES) 1214 (03%) RO L4 (03%) . -
PRIEE (FT 2« SRR 132 6] (0.6%) B3 fl (09%) . FrgsEE
1% 23 51 (6.8%) Tk 22 4 (6.4%) . FORIRHERERERE 1 32 1 (9.4%) R0 35 £ (10.2%)
 TFEEEEIH (03%) BG4 (03%) . BIBHEREEX 26 (06%) RO
B (03%) . 1 EUEERFIL 161 (0.3%) RU2H (0.6%) . BHRERE (RTRIEE
BAE) 124 1 (12%) RUT0HI, BESIL 161 (03%) KOOI, sk - HRECERLAE
FE1E 1 B (03%) FUR0 B, infusion reaction i 2 1 (0.6%) RUF6 4 (1.7%) TR
bhie, ®7c, BEMGENE, B - BEE, RLOBEERBMERIIRD bR
7o N



4. FEERIZDWT

EREM L UTHEARERE (&FFE) PEELRTHE b, UEE R H
WEBTE BIERThANEND B, T0OLT, AFOREAIEEREL LB - 158
L. AF OB EIZ X 0 BEEREHER 225 L BCHRT 5 2 L RLEREZD, BTO
D~@DF T E BT HRICBNTHERT 3% Th 2,

O RERITOWT
D1 T?@(nf~6)®wfn#kuéf5w£f&é & .
(1) EAEBREREET S RA DI A RRRS (%‘B“EJHL%# PDREOES I AT,
HUIRAS A RS FOEMEILAURE, HURS A RRRELA &) (FEk 2845 10 A 1 BHRFR -
427 R
(2) HEHEERRE: CER284E9 8 1 BREA : 84 BERR) ,
(3) FEFRMBITRETIPARTEERR (BARREREERBE. 1A DTG
: BHEE, BARFOEREHEAERE R &)
@) SE(EEFEEZEERE L. AR REEENE 1 i/ mbini 2 offaghise
WRDBEHET>TWH iRk (Frk274E7 A 1 B : 2538 HE8R) ‘
(5) P EERIL FEMEOERERICHR A BHEEZTo TWAER (Pt 27 £ 7
S 1 BRER ;1284 13)

@-2 - MDA EFER CRERRREORMISIC+5 R M L BB 2SS EM (TRo
WA T A ER) A, YRR ORAIET ARROBLE L LTERESh
TWBHZ &,

%=

-  EHGIFIREH%R 2EONHTHELZ KT LIz s ELL EORARKROERHELTT
STWBZE, 3b, 2EL R, mbﬁ%ﬁm%zabt%%ﬁﬁfmm%%
Ao TWBREI L,

o ERMGFDAELFOTHATHELRT Lt"r&lu_ 4£FIA.E®E§H€&%%%‘ LT3z
c&o Db, 3R MEORARYREL S UIMRREDRRIHER T T
WwW5Z &,

@ BEAOERMTHREEOFHICONT
EEDERERICHETETIEEEVEE S L. BECEI LOFRED., 53 - &2
PR REROETER CEMSICH T 28R M, FEFELMBRE LB OREE
B, EREHITThh3ERPESTWE D,
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@-1 HEpk AR 58S
ﬁﬁ%ﬁﬁﬁ%oﬁﬁtﬁﬁﬁm%ELiﬁhp24ﬁﬁ%ﬁ¢ﬁ®T WL MERR Ui
ﬁ%ﬁ&k UV %ﬁbtﬂﬁ%hﬁbfﬂﬁ E&UCT%wﬂﬁm®%th¥
RREOKEESEA HJM%B:}'L B bICHIS TR R - TN Bk,

@2 EFREEEILIFEFSANRCHETES

78 LIRS 5 BT R MER B R AT B ERUEEE SEHER T =2 U v U R
BOREROAY Y- TRITOERE L ERERE TE 57— AEREH P ERH
EhTWABZ &, 2B, BiEHICOWT, PABE L ZORRICHSICAMERLTH
DT &,

@-3 BHER ORI oHIRICBE LT -

- BUER (REMERRBICMA, KBk - EEOTH, RS, BTRERE (RNE
AR %), WAWREE (FREKERES. PRIEERS, JIBEHSERS. 18
BERIR. & & DRk, B - REHBIARIE, MR, EEORBIRE (RASHIEIREFERE,
LIALHE, I|REEL) . infusion reaction, JPi% - BEES, EREMEIE, HREE (¥
‘T RU—EERS), LHRE) R L T, #&K&RH&%E%%%@%W%%
B4 BER LS L EHERORE-OSICE L TRER OB 2 b a Rt b

ArE) | EBICEYRABERTE DEHIPESTNDZ L,
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5. BEXNGHLIRBBE

[Zafiz i3 2 EIE]

) TﬁkuﬁféﬁﬁkomfmiﬂwﬁgmmM&éﬂrwé b, BERIT
blrnz e,

xﬂmﬁ%mﬁbﬁﬁﬁm%&ﬁwbéﬁﬁ
R SIHEIR L CW A TR O H 5 BE

I—’*ﬁﬁuafﬂﬁﬁkm\r?ﬂ_ ) E&%ﬂ_ou\ﬂi AE|DFE IR I 2N

« MOBFEREAL2WESICRY, BERFAREZERT I 2BRTE 5.
MEEEROSH TR H 2 BE

FaESRE CHERE 2D 2 BERUEEE O ﬁﬁﬂiﬂﬁﬁ'@@ﬂ% K TIEAS
FEOMMIC RIESEELRH DD BE

B oAaEEROS6, TBEMARE L IIFEREDCR Eﬁﬁﬁ%@@fﬁﬁ@
HHEE

SR G M B EEL S T OhLBE

ECOG Performance Status 3-4 “V @

(A hted B35 30K
O TEOBHIB AR OEHERRES LTS,

{LFERIER O 2V, EGFR BEFE R, Au:@Aﬁﬁ%mﬁ&UPDu
Btk (TPS=50%) DOEIBRSEEIRHEST - R OIE/NIIFERA

T3 F T A ST ERIEREE AT 5 PD-L] B (TPS=1%) OEIBRTRAER
AT - BROIMNIERE (728, EGFR EBETFEREMEIIX ALK B4
BEFBEOBRE TIL. £hFh EGFR Fr 3 —EREHT ALK F
i r—CREAORERELRT 5 8E)

BB, ﬂ%ﬁﬂAjU}f77(ﬁh?ﬁﬁx)@z/nﬁf/%%ﬁ(ﬁﬁﬁ
PD-L1IHC 22C3 pharmDx [ #'=1) ) 2HWCRIET S Z &,

@ FTRIZHYT BBEIRT BARORERERFEILSVTIE, AROEEMEHR
B ENTRELT, BFlOBERRE R GRN,

RS RS,
L OPEAEEER & OO,

GEY  ECOG o Performance Status {PS)

Score

ER

0

E(MNER{EHTES, FWATLRLAFEERTIRELITLS,

PERICE LWEBIHIR & h B a8, ﬁjﬁ"[“‘é'c EREETE> TOERRTS - LA TE 5,
7 BRI, HEEER

BT AETESOFOEY O T TaiEEBERITTE RV, Aho 50%l iy FAGRTT,

BRonEBLO0FORY O L LM TERY, BNO 50%E L2~y FAFFTIRTT,

i
2
3
4

2{ TRy, BESOFOEY O LIEel TERN, 22ty FABFTERITT,
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&D =75 ®LLE, X% ECOG Performance Status 2 %" @& L, 53 HAGE
A (FEFFELE) OEARSPHERINTEY . 77 FFRAOHERIERER
BN ER SRR r—AR 55, (WEREEZETIRECERTIES. 7
T FFHAIORTERN R & b 3 ERFUER EA COREERZET 5 BH B
T, 3EORELZETE D,
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6. BERBELTERET&5E

O HACEZCm, @LMA%%mﬁﬁféﬁﬂ%Lﬁd%xﬂmﬁé&UﬁEﬁ
AOD i b BERERETHIERL THhLERTRZ &,

RRBRLAICIESL D, BE NI OFRICEIEROERER +oHH L. ARE2E
THhbERETH L,

EREERADR T A MO T

@

®

BEERRER L DN Z ERHBDT, Xﬂwﬂﬁk%tofﬁ PIERRE
W (B8, MR REE, ke OMREUIEE X SREORES, 8841
SIATH ok, Ehe, REISUTHE CT. Mif~—b —S0ORES =¥
BT &,

infusion reaction 3% HbILD = LA B, infusion reaction BERD LN FEEIZ
X, WEIARMEERITS & &b, SERBEET A2 TAEDIRER +olc iz
TBHEIE,

HFIRREREREENH A Z LB A0 T, AF|OREHEMBETE VRS
FrEGR I R IRE AR (TSH, 8k T3, 8 T4 S0RIE) 2EET S
&,

| OIFBBEEER S LA D L H BT, AF OB BN R OR-5 1R

EARAOICATHRERTS (AST. ALT, y-GTP, Al-P, YU ALV %4DRIE) &£k
THZ L,

&aaﬁﬁ(m%ﬁﬁoﬂ CERREREETD) EOEERMEESRH DD
ERHBZOT, EYHICIROREOFELHRETII L, S, BOZENR

FBOONICERIIE, EVPCEREEERZT LI BFLRETI L,

AHOBEIL LV BECRERSICERT 5 L2 2 bh b HREORiE
BHLPLhDZ ERDD, REVRBODONEESICE, BRLEERIZE LKL
FFRROTR AT L RRER B FE DM L g L CRZBRIRINE TV, BEORE
RUSIC & BBHERBEDN 2 BAITIE, AR OWER LTI, RURIE RS
NEVEIDRESEERTH I L, 2B, FIBRERLEYOREICL Y EIE
FlOHENED bNARVEEITIL. BIREERNE LS ORI 08
LEBTHI L,

BE&TH, OB LEY ARB L THLEERBERTE - L ih kb,
FH OB ER TR BEWERAORBR I S EETB 2 L,

| BUERE (B | BUERA 2 aT) Bbhbbh, ERFEEY 7Y F—v R
m%%:kﬁ%%mv,Dﬁxﬁb\%&%wﬁﬁw%ﬁ%m%ﬁmtﬁm+
SEETHI L, | BERFRREDNBAIIEESEZRIEL, R Y L8
ﬂ@ﬂ%%@ﬁ@&ﬂ%%ﬁﬁ*e

' ZIKﬁIIODFEﬁEﬁﬁ TRWT, BH5REEM»L 9B, THLBE, BRERBHPS 1 FH

HB@E&%T“khﬁﬁﬁ@ﬁﬁ%ﬁofwt_k%a%kwﬁﬁ&%#mﬁ%
BICHEGRE THROMRBEITH>Z &,
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 aTmU R (RETESL)
(F74 : &4 M —F RHEHE 20 mg, ¥A ]*JV""?*ET\?%%E 100 mg)
~EERAE~ .
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L EAEYEE



B&

= R

BT

AR OKR, 1ERBER

ER PR AR

HERIZDONT

BEXH LD BE
BB L TEE T R&FE

P2
P3
P4
P10

- P12

P13



1. iz
EREROEIME - BRRMEOHEDE DI, TACESICE SV EERERRRD
b3, b, IFEOREEROESIC LY | FUSEES &k@ﬁ%ﬁ&%ﬁﬁm&
fﬁﬁmmﬂ%éhé¢1\_hawﬁﬁméﬁkﬁﬁﬁﬁﬁkﬁﬁ?é & AEEED
FREL 2o TRY REMBOES & MEDEATE 2016 (EE 28 4E6 A 2 H ﬁﬁ%&@
BN Th, Eﬁ%@%m%oﬁmwﬁﬁm%@%@é LLERTWE, |

S PR R Y, SRR A7 1 7 7 4 ARBEOERS L B b R
RBZERBD, ZORD, EIERUELEICET 21EENHSERT 5 TOM.
W EADOBELM ST L BB I NIBETH LTHERATE L &bz, BlfE
RABFRL BT HERRISE L BT L RTRR—EOBM 2T ERSE TEA

L FTRLEPEETHD,

LiedoT, BFA4 RT4 2T, BRBEEPINE TILE LN TV AEFESY -
FHEAHRHIC K-S, IA‘FO)E%W@%:E?‘;&FH%%E?Z:@-‘i#&z\%tﬁ%# %
FROCEEFEZTT,

B, BATARZA 03, 4 *"E&EAE%ME&%%'&%‘% BN BA
FRpRIEE S — IR A B Al FRMBHER B AR N B AR SR S22 0l
DY LR L,

R EIRBERS XA F—F JIHEE 20 mg, ¥4 M—F EEHE 100mg (—

: 4 RAT R Y XvT (BETFHREZ))

HBERDYENIHR « RIGCIRTCELEMREHE

HEERIRERVAR BE. RAIKI, AA7quvf(ﬁr%ﬁ%z)aLr 1
B 2mg/kg (RE) % 3 BEIFEIMRT 30 oM CRE#HET S,

#l ¥ B R ¥ F . MSD¥RSH



2. FIOREE. 1ERER &

FA "—F REHE 20 mg K100 mg (—fi4 : ~Aa7r) X< (BT
x). LIF rﬁiﬁﬂJ EV,) #&, PD-1 (programmed cell death-1} & FD U H o FTh
A PD-LI RUPD-L2 & D& HEEFET 5. MEIgG4 £/ 7 a—FAHETH 5,

PD-1 $RF& 1T T ISR BT &k B 72 D Ie 38 A MBS F A4 5 E 2 s Hif
A4 v FC, PD-1i%, RERRIBIZHVTHALE T MIBOMIBEEICRAL, BE%k
ERGEECTBENBR 2GSRI RET 5, $hbh, PD-1 RY Y FEfE
ATHZ LISV RERZES LD VIV EERAICHET A RETH S, PDLI
DEFEHEBRICBITARBRTDLTITHLIN, Z OBAMBTIX THEOEE 2WMAS
EEERICRER L TWS, BAMKEICRT S PD-L1 ORRBERIL. Billags, e,
Jriags. ORELE, e NIRRIARE OB 2B ATTRRBRRFTHY , EBNEFRY
OFEERHRE STV,

B ONRAOERIT#% & PD-L1 B0 5 . PD-1 & PD-L1 DERIIIEED
FEEMICBWTEERREZA ) Z ENRREIN TR Y FHicaBAREOEME L -
THRENRL TV D,

AHNL, PD-1 & PD-L1 KU'PDL2 OF Y X FOBEEMETHZ LIt XY, 1B
BUNRER OIS ROMIAMEEE T U o SR EIEE LS ¥, R AE 2 JEE T
AL CHIEEDREFRET 3,

AH OVEFIB RIS < BEOGERIGIC L 3EIERERH bbh, BEXIIEEI
ELWHEENRD D, AROBREPRUHEERICIE, BEOREL STV, BERE
 BRIBEITIE, BE LB U Bk ik & RR 2 15O EaT & s LTiE
HRERBE 21TV, BEORERSIC L 3EERAREDN A HEITIT. BIRRE R
LRI OBELEOEHRAE LT BERD 3,



3. ERERRRER _
RIS e R M R A O AR UL 21T - e ERERARORE L2 T,

[ﬁ;ﬁﬂél
OEAE I b HAER (KEYNOTE-041 Eﬁﬁﬁ) o ‘
CEFEEO RV UEA Y'Y he (EfETFHEL) T (M EY2=T) L0d,)
BEERV2 LT R U COMSREE YA+ 2GR B R A RS 42 F
| CESMRAT R 37 ) BRBUT, AHI 2 mgke 3 ERARRE (BUT TQ3WI &1 5,)
HBEOFPERUCEEENRT S, 2B, HEFHE TREETARD b Bai,
BT 2RI ERARD DRV EORBREIICEE LT3 B3 Tk, REIIEOE
B TERETERED N ETHABORE 2T 2 Z LN L Shie, TEF
fHIEE Th AEHE[RECIST VA FF A v L1RICE-S L FREER & 252853 (CR)
IFERAZEE (PR)] 13, 24% (95%(EHEEM : 12~41) Thot,

@uEsE IS (KEYNOTE-002 %) _
A Y A TIZ L BERELRT 2IREERAR ﬁE&%Té%ﬁHﬁ:%%‘%ﬁ%L EI:%U 2
mgfkg Q3W 5 R T 10 mg/kg Q3W HEDHER VRAMER, LFRE (FIAnY
V. TEVUI R, ANRTTFr N7 D EXRANXBANRTTF o+ D FX
., BT (ICC &1 &3H,) ZRIBE L THRETENAE, o, Mg E CREET
 BED bR BA RERETEZ T TERIBO b RWEORRINICEELTNDA
%"C#i KEICAEDOERFTI CREETIRD LN ECAROREEMFET O LA
WL Ehie, FEFRMMEE IXSETYN (08) RUMEHEATELM (PFS) & &h,
, zl:mmzq—ﬁ&&bt@vc\ PFS Z ARIZIER Lz,
| 100
90 -
80
70 -
860—
gso—
44 40 -
30
20 -
10 1
D 1} 1 i\ ! 1 W [} 1 S i I
0 3 6 9 12 15 18 21 24 27 30 33 36
" at riski¥ l e B
F# 2mg/kg QAW 180 131 95 70 61 11 0

ARlomg/kg 3W 181 138 99 79 67 12 - 0
L5k 79 115 80 60 48 9 0

0S8 @ Kaplan-Meier Hif#
4




100 &
a0 3 —— M 2mgikg Q3W
80 - —— Flmgikg QAW
® 70 1 e {LERGE
B 60 -
| BO
40 -
2 30
N Y
: S
101 W"“-t,_mu,.mm
0 ) ] i 3 1 1 s
0 2 4 6 8 10 12 14
at riskey | | SEIRA=7HE [SI
F2mg/kg Q3W 180 153 74 53 26 ] 4 2
#F0mg/kg Q3W 181 158 82 55 39 15 5 1

o= 178 128 43 22 18 4 2 1
PFS & Kaplan-Meier |

@A EAERER (KEYNOTE-006 3ER)

AV A TICEBBEROLRWIIEA LY AT 2EERWN 1 VI AVETORE
RIEEEE T 2RIGURAELEHBAEAE 2 RIC, FH 10 mgkg QAW RER T
10 mg/kg 2 WHEMERR LT fQwy 21n3,) BEOHRIMERTEELHER, 1) b=
TEMBE LTRSS hE, 2B, BSATERETIRD bl REBET
AR DR bR WEDRRRANCEE LT 5 BE TR RIEBIE OB ©
REETHRD DN D ETHRROERE LT D2 & XA E Shit, TEFMER IX
SAEFHM (BT 1081 &0 3,) RUSEHEEATHE (CUTF IPFS) &1\ 5,) & &h,
AFNIA Y b7 LHBLT, 08 RU'PFS #HEWER L



100 £
80 1
80 7
70 7

607
## 50 -
$ 40

307 ——— dodtomp/kg Q2W
20 7 e dtOmprkg COW
10] —— weuser

Q e prrrrrrr rrerrrrTe [rrrrrreTe prevereeT prerrerer [rrerereer prrerrrerT T

at risk# _
ZH10mg/kg Q2W 279 266 248 233 219 212 177 67 19
2#10mg/kg Q3W 277 266 251 238 215 202 188 71 18
AEULNS 278 242 212 188 169 157 117 51 17

0S @ Kaplan-Meier @ﬁ

— UL

e e A V0 R GOV

at risk$ "
FElmg/kg QW 279 231 147 -98 49 7
AMl0mg/kg Q3W 277 235 133 95 53 7 1
AEULIT 278 186 &8 42 18 2

PFS @ Kaplan-Meier Bi#



[Z2t]
OERE I b AR5 (KEYNOTE-041 3E8&)
HEHSIT, 41/42 4] (97.6%) IZ8BH L., 1BERZEE @E%Eéﬁﬁ%‘ﬁ’t ERWEE

BEHIX, 34742 B (81.0%) KR b iz, HEER SUULORWERIITRO LR T
%OTCO

& _FHBEY s EORHER (R SIEE)

s0C il (%)
PT 2 mg/ks Q3WiE
(MedDRA ver,18.0} 4243
2Grades Grades 3 B E

2BI{ER 34 (81.0) 8 (19.0)

. . 0
] ﬁ?ﬁﬁﬁt&t@ﬂu 3 0
Ly e &m G :
%3 !&Jﬁ I3 (14.3) 0 0.0)
BEH IR S B (14.3) 0 (0.0}
B WA 3 (.1 0 (0.0)

B, Fﬁ'ﬁ’g’rﬂﬁﬁ%lﬁl (24%) . K% - EEOTHR 261 (4.8%) | FFHgEREE3 -

] (7.1%) . TER{MABREREE 2 F) (4. 8%) Rk HEAREE 2 6 5] (14.3%) . infusion reaction
lm(MM)&U&koﬁﬁlm(mm)ﬁmbantnik\%ﬁﬁ%(ﬁﬁy-ﬂ
VIERREY) | BHEEE (ROTHEEELS) | BIEEE, 1 HERE. EEO
RIGEE (BB Gr, STAE. HRAIES) | M. 548 - BEmmARE,
BRI, B - BB R OMERIZEED biiad o f,

Qs IR (KEYNOTE-002 35)

BEESI.2 mgkg Q3W B 172/178 #1(96.6%) . 10 mg/kg Q3W B 178/179 41 (99.4%)
RUNICC # 167171 1 (97.7%) 15 b, HWBRE L ORRBEREECERVEE
EEIE, TIEN 121178 B (68.0%) . 133179 B (74.3%) K% 138171 B (80.7%)
KBD BNz, WPEHOBECRESER 5% EORERIITREO LBV Tholk,



‘ F DT P O CHRERR s%u_trDEIH’ﬁ}ﬁ (2R R S M)
o0 , BT

BT 2mghks Q3WEE 10 mg/kg QAW ICCHE
{MedDRA ver.18.0} ’ : 17888 : ‘ 1798 . - 1716 .
£Grades  Grades 3Bl E £Grades Grades 321k 2Grades  Grades 38L&

BI{ER ‘ i21 (68,0 133 (743} 25 26.3

Wi

B3 ERMA I
R
MRS

82 2 0
6.

i ]
0 2 (12) o

B DEELE 0 6 (35 O
RIE 0 8 @1 o
BE B IRELE . } . 1 (@©& 0 (00 0
BB 10 ! 0.0) (500 0 (00 2 (2 0

7233.2 mg/kg QAW EE R U010 mg/kg QIW FEIZ B TEN-Eh, B E MR A 1 51 (0.6%)
BU4 B (22%) . RiB# - BEOTH 161 (0.6%) BO6H (3.4%) . wfRMEE (¥
5 v N U—FEBREEE) 2 51 (1.1%) B Or 051, FRAAEREsS 13 51 (7.3%) ROt 15 41 (8.4%) |
RS (RTRIEESAS) 16 (06%) RUI1H (0.6%) . FEROAMEEEE1
#l (0.6%) RT3 (1.7%) . FRIRMEREREE 14 81 (7.9%) K& U015 Hi (8.4%) . infusion
reaction 2 5l (1.1%) B34 (1.7%) . EEOHEEEE (FEEEREGR., SHL
BE. FERAEES) 14] (0.6%) R4 (0.6%) . Bk 141 (0.6%) RU0Bl. EEH
HENE 0 BB 1 Bl (0.6%) . ik - BERRZE 0 IR 1 ] (0.6%) , ETRTHEE I
KOFRD2H (1.1%) TRDLBAE, i, BITEE, 1 BERR, ﬁﬁﬁ TR
FEER DHRIIBD bhvizd o,



O/ EIERE (REYNOTE-006 #ER)

FHEERIT. 10 mgkg QIW #£264/277 H1(95.3%) . 10 ma/kg Q2W &% 275/278 1 (98.9%)
KOV TPT B 2397256 81l (93.4%) ICRH I, BBREL OERRBENEETERVWEESE
L3, FNFN 2021277 6] (72.9%) . 2217278 B (79.5%) R TN 187/256 #) (73.0%) I
w&b b, WIhhOR TRERR S LOBMERRITROLBY Tho Tz,

£ _WTRORTRARN SUHUEORNER (REMERITHRMEED

soc il (%)
- 10 mg/kg QIWHE 10 mg/kg QAWEE IPIEE
(MedDRA ver.18.0) 2778 278{H . 25688
2Grades Grades 321 E “2(Crades Grades32l k. £Grades  Grades 321 E
2RI{ER 202

(12) 0.0) 3 5 1 04
(1.1 ! ) (0.0)

AR * N ‘ﬂ 18 _fés) 00 17 6 0 @0 20 (18)

=]
g

=]
&

.....

T390 (141) 0 (00) 40 (144) 0  (0.0) 65 (254)
37 (134) 0 (00) 41 (47 0 (00) 37 (45 2 (08)
31 (12) 0 (00) 25 (90) 0 (0 4 (16 0 (00

723,10 mg/kg QAW E TN 10 mg/kg QW EIZISWTERFh, FMEEERE 4 6] (1.4%)
KO B (04%) . KIBg - MEOTH 10 61 (3.6%) RO 1381 47%) | thigks

(FF > NU—ERRS) 261 0.7%) R0, FHEREE 146 (5.1%) RU23
Bl (83%) . BHAEEE (RAMEMELERS) 241 0.7%) RU1H (04%) . TE
BRRREREE 1 5] (0.4%) RUNL B (04%) " RIRIRERAEREE 28 61 (10.1%) RUF33 41
(11.9%) . BIFEE 14 (04%) BRU 24 (0.7%) . infusion reaction 7 7l (2. 5%) )3
O 5Bl (1.8%) . 1 BUERR 141 (04%) RO, EEQREREE (RSHEIREG
BE, STHHBE. EREHELD) 0 FIRT L B (0.4%) . B 1 41 (0.4%) ROt 1 4 (0.4%) .
¢ + ABERAARAE 1 B (04%) ReTX O B, MRk - BAIRZE 0 BURON 1 41 (0.4%) . 3

TRNTRE S 3 B (1.1%) RO 1 Bl (04%) TRH LI, T, BEMEIER
CEMERITERD Lo Tz,




4. jﬂ'j%h_ob\“c

Rk LTERARERE (&FIFE) ST TN I Ehb, YHHAELEY
._%mfgém&rbéﬁ%wbé DT, xﬂmﬁgmﬁwmﬁﬁ%%% KerE
L. xﬂmﬁéh;Dﬁﬁﬁmﬁm%%ﬁbtWhﬁﬁfé am%%ttw uTm
-®~®®f«f%ﬁt#ﬁ£kkwfﬁm?ém%T%é

(D #ﬁﬁkob\f
@1 FTREo 1) ~ ) DWThANIRET IR THE L,
,U)Eé%@kﬁbhiféhhﬁﬁﬁ%MﬁFh%Cﬂﬁﬂﬁ#b*ﬁ@%%ﬁrh\
HIGAS A R HERL R0, MIRB AR ) (ER284FE10H 1 BIFR
427 Higk)
() BEMRERbE (ERR 2849 H 1 BEEA - 84 HEER) ,
(3) EEMFBRMENIEET ANADIOEERE (RALTOEEIE R, PSA SIS
WHmEEE, ARARIEEEEERE R L) .
4) A LFFIERERE L, ARERENE | ISR bEEIEME 2 DR EE
AR EHEIT-o T AHEER (ER 2747 B 1 ARFA : 2538 HEER)
) FIEMIEEAIS BENA ORI A B 2> TV AR (T 27 &7
© R 1 AR 1284068 | |

D2 EMEGEO(LFERERVCBHERBERBFOR G072 M & BB 2 FoEm
(Tﬁ@wfh#hv%?éﬁﬁ)# Mw%ﬂmﬁﬂkﬁféﬁﬁmﬁﬁﬁ&bf
EEXATVWBZ L,

#*

o [EERSREIEEE 2 FOTETHER KT LRI 5 £L 0N AR OBIKFHE S
ToTWdZ &, 5b, 2 FLLLEIR, PARMRERE L URKBEZOME
E{ToTWAZ L,

o ENRIFREE 2 FOTMIHEEZRT Lz sﬁutmﬁﬁﬁﬁﬁﬁﬂﬁmﬁ
EREBEZHELTNEZE,

@ IEROERSERERDEKRICONT

EEMERERCEFTIHEEVER SN, iﬁﬁ%#&OFﬁﬁﬂ Aot - 2
ﬁ%%%ﬂ%ﬁ@ﬂﬂ&Uﬁﬁ%hﬁféFﬁ%ﬁ“ﬁigﬁb%ibt%Awﬁi¥-
. %75=:E4§3ﬁ>b*"bhéf$ﬁﬂ7b>%o'Cb\é &o
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® BEWER~O®IRIDNT ,

@-1 BIfEAREREORISERICEES 5 B4
MEEMRESOERRBIERSRAE LIS, 24 BRRREROT, HRERUL
EEERRICBV T, BELUEEWERICE DT AREERR U CT S 0ORIER DERICHE
RREOCERNY BB LA, EbICHETEREHRE>TWEZ L,

@2 ERUEEEIC I ZFEESNICETIER

BABRCEDIEMNRARR UCEKELZE T 5EREEERRER =) 7%

BHRERORY V) —= v TETVWERE LERELH TE 55— LERKHIASER

ENTWBZ &, 2B, BRERMZOWT, BPABE L ZogRI-AIAMmERTY
HTk,

@-3 BlIfEH ORET-CHSIZBEI LT

RIfER (MEMEMRBIZNLZ, KBk - EEOTH. [THEES. BHEEE (RaE
FEEBTLE) . IHWES (TEREEERS. FIRBEERE. BIBEERES) (1
BRERR, & DRE, B - BTRIARE, R, BEEOREES (BUEHIRIRER
B, SAIBE. BURMEES) | infusion reaction, AR « BEMSESE, EEAFEGE. FHRRE
(XTSRS | OHAL) LT, YBER ULIRERSE R
P2 2 EM L EE L BHERORECRINICE L TIRERUTZELZIT bhbfk
HiepdZ l)  ELITEDRAENTE SFRIETNE L,
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5 BERBRLRDHBH

[Z2EIZ T 55E]

® ‘F‘Bh:%’é’wféﬁi%‘kob\'C#ﬂi%llwﬁ%l?#mm&énﬂ\é &im‘o BRE21T
:b?‘;b\*):

AR OBAHER LBBEDREED D 5 BE
EMSUHERL TV B IR0 b DR

YRR O PR ZRWTTRICHE éﬂ‘%ﬁ%kob\ﬂi AF OB SRR SN

B, OBFEBREARVWERICRY . HERARHEERTLZL %%l@"ﬁ% B

L]

MEEMEROSH IIBEEDH L BE

JEE e E TR 200 5 BE R OIS B ORI o ifif
LD RESERCBA LIS BE ‘

B SRR A B X8RS L < IZBRMED B BARRAOBEERED
bHoHEE |

HEBEE GEL BRI HEELE D) OboBE

ECOG Performance Status 3-4 ®". (g

[ﬁs&ﬁhl@ﬁa‘é%rﬁl

D EEFEEORWEEFREFEEROLZBE BV TEAROFTDMNREN
TW3A,

B, mmrﬁ&%%ﬂ%ﬁ?é%%hkwfm BRAF BHEHIZ L 215 HZI1E
Bz,

@ ?ﬂhu%?éﬁﬂ®ﬂ$&0ﬁﬁﬁ&koﬁfﬁ:ﬁﬁ@ﬁ@&ﬁﬁ4éﬂfk
b9, AFIOFERE LR,

W B LR,
hOFTBMEIEER & OfEH.

# ECOG ? Performance Status (PS)

Score

TEH

0

SR ERITE B, ERALE LR REERHRR X5,

1

ABRCE LV ERHBE L a R, BAEC. EEESE-CORER S - LR TE B,
Bl BUEE, BEEE

]

BITTRETEAOEOEY DT LT ATHEESERRTERY, BPD 50%E LT~y Fi-
TEIY, ‘

3

BonkBRnHOR) DT L LicE v, BEo 0% LR~y FART BT,

4

<@ hy, BO0FOEY O ki3el TERY., BEikSy FARFTCRTT,
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6. REICEBLTHETR&EHE
@ HATEZCML, BEREES BENT ERS I ESE AR O FER CEIES

RO DI BEREREHSICER L THOERTB I &,

@ WBREMKICAID, BEXILTOFRICESERCRERIEL HABSI L. AE2E -

THhoRETBIL, '

@. TREWEAO<ITRA Y MeoONT :

« MEEMERRDLDLIDZ LRHEOT, AFOBREITH o T, FIHIE
KR (ESh, EREEE, k%) ORREUIER X #REOCERS. BlEgk+
SIATS T &, Eio, BEZSCCHH CT. iF~—b—%ORELEET
ATk, , ‘

«  infusion reaction 283 HbiLB = LA Zb 3, infusion reaction 2358 LB/ EIZ
&, EEIRAERITS & &b, ERAREERT SE TEEOREEZ-FOICER
TARZE,

o ENRIRESAEREENRH Db B I &N 30T, A0SR R U548
SR EHIR I IR R RE A (TSH, B8t T3, W T4 £0RIE) 2EET S
tE, L

o TREEESLODND Z LBHDOT, FAHOREGRMATR TR SR R
EHANCHRRERE (AST. ALT. 7-GTP, AlP, VUL EVEDRIE) %Lk
T3k, '

e REUHHEL (MEABROICEESKEREZED) SOEERREERHLDILS
ZERHBHOT, EPNCIROREOFREERER T &, ik, ROBREN
ROONIHFEIE, EPNKERMEEZR T L) BEREETZ DL,

o AHOBRSIZIY, BECRERNICERT S L% X LN HkA RRB-OHE
BHohAIENH5, EFVPREDLNEBERIE, ERLEBHIIELE
IR 50k & BRI OERM &8 L CHYRERBE TV, BEORE
SR L 2BERRSEDN D GAITIE., FHOKREXIPRE, RUBBEESR
NEVEIORESEZZBTHZ L, 2B, BIRREFLVEOBREIZLVEIE
RAOBERRD bRARAWEEIZE, RIFRERNVE Y IO REMHIF OEM
HEETH &,

o BERTH, HEMIOEIABRALTHLEHERNEERTAZEBH DD,
FANOTER TR SEHERAORBRII M BEETH L,

o VEUBERRE (BUE | BRI R AT Rbbbh, HEREES FT YRV
CEBZLRHIOT, 0B, B, BHEOERORKELIGEED LRI+
NEETAHZE, | BERBEREDNZESIEHRE2PEL, AR Y )
HoB5ZOEMRLEEFTO &,

@ FEIOEEERREBRICRBWT, BERENG 3 » AU, TR, #5EEMH 1

ER 6 BRI Z & ICEPMEDTFMR1T o TV 2 & 2BEIC, RS TIIENY

WEROEREITIZ &,
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