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1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IEORFEHNOMEAIZ LV | FUREIKS 22 & OFHN 72 Frli/F A%
FFEIMPEARINDLH T, 26 DOESKG,ZEIZHLEREE IR 5 2 L3RR
R & 7o TR Y RFMBGER & SO FAT #2016 (R 28 /- 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z LS TWn5,

R AR E SR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRDHD, TS, HIWELROLZEMICET 2 ERN+0ERET 5 £ TOR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
RNV LTI B et & & D 2 & DN ARE 72— 8 D B & i 7= 3 R SR RS <
THILENEETH D,

LTeBRoT, KAA RTA 2 TlE, BIFEMEC 2L E TIZE LTV A EFIREN -
BHER M EED & | LU O 3K O feiid 70 ) 2 HEHE 3 2 8LA & B2 B B %
F RO ERERERT,

I, RITA RT A %, MSIATBOE NE SRR O . AMEAN AR
BRI s . — Mt FE N B ARERIR NBFEE 2 e O FE N B ARIBRE B 72 O W
Db EAERR LT,

KB L I BEIE XA M —Z SEHE 20 mg, A b L—Z SEEHE 100 mg (—
Wt s NaTvn ) X~ (GBI Z))

RRERDMENIHNE « M AALFIEIER B U 7R IGUIBRANBE 72 RIS Ry

MBERHEROHE « @, A, Ra7vnr ) X~v7 (Baff#iz) LT 1
[6] 200mg % 3 ## [FRE T 30 22T CAEEET 2,

B3 R 5¢ ¥ & . MSD BRRS Ak




2. KRANIOFHE. 1ERET

XA MV —F mEERE 20 mg X V100 mg (— 4 : A7 v U X~ (GBS
Z). UL TARHF) &9 ,) 1X. PD-1 (programmed cell death-1) %DV > R TH
% PD-L1 X O'PD-L2 & Ofi A Z#EHAET 5. 8 MbigGs £/ 7 n—F AHiEkTH 5,

PD-1 R 1T T MR S0 BE ARG 2> & 28 5 72 012 AS AR 2SR 9 B 32 70 o0 22 il
AA »F T, PD-1 1, EFREBICEWDCEER T MildoMia£mic BB L, 3%
i % B Do AR LB TR R 7o S0 S A il 35, 7B, PD-1 (XU H o REfE
ATHZ LKV IURZRIRCE D v 7 VBEZ AT 228K Th D, PD-LI
DIEFFIC BT 28BUT DTN TH LN, L OB AMBTIX T Hildof X 2z 5
I ERENCRBLL TV D, BAMIIEICEIT D PD-L1 OERBIL, BHIAE. P,
A . SREE . FE/INRaTE 72 & DRk A e A TTHARRRKE - TH Y | RWAELFR
& OB HE STV D,

BED 3 A DEGIREY 7% & PD-L1 FEBLOFEIMA S PD-1 & PD-L1 ORI D
TP RS BV CEHEEARRE 2 H ) Z EAURB SN TEY | iR ARROEN L L
TSN TV 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oj U T2 ROFERERESTHZ Llck v,
W NBREE T D B AR S EME T U o N ER A TE AL & & HUE S s & FE (b
52 L TGN R AT D,

ARFNOVEFIRITFIC IS BIEOSIERISIC & 5 BIERSN B b b, B IS
EHAEMEN D D, AAORG PROLRGHIIT, BEOBRE AT, RENR
D BTG AITIE, BB L HGUTIE U B 2 kil & B8R & FF o Al & L Col
GBI AT, BEOGRIESURIC £ B BIEMSEDN D WAL, BRI
AN DR E ORI AT O WERD B,
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iz, 7ok, W CRABMETARD DN HAIC, REET 2R EIRAEO b
IRWNEDERIRINCZE LT 5 B TlE, IREILIRE O B EHE CRBETHRD HiLd
FCARFN OG22 Z LN AEEE SN, FEFHMEE B IX&4AFHM (0S) &
ORI EFE A (PFS) & S, ARANIMEHRE L i LT, 0S8 ZHRICIERE L
(#1EUOHE 1) ,
1. 75 F KR GRS (—RIBR) RIORBETERD-BRE, ROT 7 F K2 ST
LRI & BAFAT - BB AREER 12 0 A LINICTES LI BE B AN STz,
*2 0 ARF T vinflunine 1IREKFETH D72, RTZ VEZ XA I FELZ FELONTIZEIRL
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#1 KEYNOTE-045 38R DA 20 i
AH 200 mg {bsgfik
Q3W
(270 #1)) (272 #1))
oS’ P [A] 10.3 7.4
(95%FHE X [H]) (8.0, 11.8) (6.1,8.3)
NP — R 0.73
(95%1EHE X [H]) (0.59,0.91) —
P fisd 0.002
PFS' b [A] 2.1 33
(95%(ZHE X ) (2.0,2.2) (2.3,3.5)
NP — R 0.98
(95%(EHE X [H) (0.81, 1.19) —
P i’ 0.416
T hREfRTRE DT — 2 12016 29 AT Ay AT
L @RI Cox EE AN — R T IC & BAbSRE & o i
R =: [ |=0/ a8 Yt
I RECIST H' 4 K5 4 > 1.1 FRICHS < Sz e &
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10 3 CPWE
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at risk® e (R)
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[ BR AL [F) 55 M AHRER  (KEYNOTE-045 35R)

HEFEGIIARKIRE 248/266 B (93.2%) & OMLFHIERE 250/255 1 (98.0%) 12788 5
. BUWERIZENE I 162/266 5] (60.9%) K OMBFIEIERE 230/255 1] (90.2%) (278
bz, ARAIBETHRERN 5% EORWERIZTTED LBV THoT-,

* 2 FEIRD 5% EORIWEA (LB REH)

FRERIKRS¥E  (SOC: System Organ Class) mjﬁ ﬁ'J(E/;)

FHAGE (PT: Preferred Term) 266041
(MedDRA ver.19.0)  Grade Grades 30LE
ERIEM 162 (60.9) 40 (15.0)
Rl e

R IR RE AR TE 15 (5.6) 0 (0.0
B IBkEE

T 24 (9.0) 3 (1.1)

[ 29 (10.9) 1 0.4)
—f - EEEER X OG0 REE

) hE 15 (5.6) 1 0.4)

957 37 (13.9) 3 1.1)

FEEN 17 (6.4) 0 (0.0)
R L O s

EXGNTTBIE: 23 (8.6) 0 (0.0)
BeJHs KOV TRk

Z 9 FEAE 52 (19.5) 0 (0.0)

95 22 (8.3) 1 (0.4)

ek, AAIEET, BITEA & L CRBEMERMZEL 10 B (3.8%) . KiHZK - EEDO THI
X7 B (2.6%) . MRREEE (X7 « NU—IEGERESE) 131 6] (04%) . FEEREREE
X 14 61 (5.3%) . HUIRARFEREREEIE 23 5] (8.6%) . BIEHEREREEEIX 1 1 (0.4%) .
EHEREREE (R MR R 131 61 (0.4%) KON Infusion reaction (& 1 5] (0.4%)
RO LT, Fio, BEEOKERE (REREIREERE, 2R, BERRES) |
TEABEEREE . | BUBEIRS . BER. AhJk - BRBUTRARIE, FIEMD A, GO, N
Ko BEER . 5 & O MR, Ry Ve MR MESEBEN | F I A i & OVRZFERES X8 &
Lo T,
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STWNWAHIZ L, 96, 24D BIX, NARYEEZ L UBRESESOMHE 21T
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O TRIZEZYTHIEFICOVTIIARFOER G N T E SN TNDLZ b, &5 51T
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o KFIDRSTI K LIRBUE OB EEE D & % B

@ VRIRATOFHIZ W T TREICH S T 2 BFIZ OV T, AR OB EITHERER IR0

B MOIRFEIIE D R WIGEICIRY | HEICAKZENT 52 L 2BETE 5,

o [WEMEMEEOEIFIIEEO® 5 EE

o JEE AR A CTHRE R 258 0 2 B K OTEBY M D U B 2 R0 i Gy i ¢
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o HOAREREOAI, JUTEBMERZE L IXEHMEO B O ik B OB ERED
oo HBE

o EERBMEE (&R A 5 Te) Db HERE

*  ECOG Performance Status 3-4 Vo f#

[H2hitEiz B3 % 1]
O 77 FF K E G TLFRIERE A B T 5 RATETYE XXM O R B R
FIZBWTARFIOFINEDIRIES VTN D,

)3

R

@ TREICEZY T 2 BB T AR OFREG K OERITIEC SN TR, AFIOFZED
WL SN TELT, AFIDERGHIR LB,
o T IFTRAIE S TALTFIRIEIC X DIGRIED VB,
o oML,
o MOPUENEREEA & OB,

D BECOG @ Performance Status (PS)

Score TE#

0 | <ML EBTE 5, MLl U HHEAEESHRZ AT D,

PRRNICIR LUWEENIHIR S5 25, BTRIRET, BRSO TOMERIIIT I 2 LN TE D,
Bl BOFE, GEEE

BATHARECH D OF ORI O Z 13T N TREEEIMEEILTE 20, BHO 50%LL EidXy FAcil =9,

BONTZEHSOHEOEY OZ L LHTERY, BFO 50%L L2~y R+ T,

EES R AR S]

2LET RV, BHOHOEID O LT TERY, BRIy )R- TEId,




6. BHICEEL CHHETREHHE

O IRASCEFITNZ, BERGEES D IRAET 2 ERFME T D & ARHF O FeM: & OV E 4
DT OIZ B HE T L TR 5 2 &,

@ JRWBAGAICIENL D . BE UL OFIEICHE MR a2 ot L, FE 215
ThoRETHZ L,

@ FERBMEHO~RT AL MZONT

MVEMEREERN S oD 2 ERH DD T, RADOKGIZHT- > T, YIHE
e (B0, PRULIREE, k) Otk O X S o s, Bl +
AT 2k, Fo, REIDS U THES CT, My~ — 7 —%F DA% Fh 3
5k,

Infusion reaction 23& 5315 Z & 3% %, Infusion reaction 23588 HALTZHE T
(X, WOREZIT O & &I, FERAEE T 5 £ TREOREBL +01c8l%
THI L,

FORIEREREE 2N b H oD Z &3 H 5 DT, AFI O 5B MERT R O 511
HTE IR ORI RE R A (TSH., %R T3, 078 T4 S ORE) 2 EfT 5
&,

FREREREE DN S H b Z &N d 5 DT, AK| OB 5B hAwT M O 58k ix
EHRNHTRERER A (AST. ALT. y-GTP. Al-P, B U /L E U ZDHIE) % Fhi
T5HZ &,

SEIEE (MR N EBHRERZET) FOERERIREENH LI s
ZENHDHDOT, EMMICIRORFE ORELZHRT L2 L, £o. IROEFENR
RO LNTIGEITIT, HONCEREEEZZZ2 T2 L) BEFELIEETHZ &,
AHNOBGIZ LV | BEORE ISR T 5 &35 2 B Dk~ 7R B E
DHLONDZ EnbD, BENEOLNTLAITIE, BELLEFERITS U
BEPHE) 70 ik & AR A B O PRl & s U ClE bl 22 8 B2 247V I\ EE O
FOSZ & D BWER B 25561213 ARFIORFESI IR, L ORI EE A
IWEVRIOBRGEZEZRTHZ L, B, RIBRERLVEOREIZEYEIE
HOYUGENFRD B2 WA IZIE, B EE AT o DA o sl oE
LEET DL,

B TR, MO AREE L COORWEANBE T Z E0nb D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 AR (BIE | AU IRIB 2 &) 23 bbb, FERBMES F 73 R—v R
IZELHZERHLOT, Ag, Bl RMHEOER OB M ED F5-2+
TEETDHZ &, 1 BBERBEN RN IITEGEZRIE L, AR
H OGO R LEZ1TH Z &,

@ AHOFRRFRBRIZINT, GG 9%, T LIRITR GGG 1 FRIX
6 W FHIFE . 5 5-B0 4625 1 FELIRIE 12 IR THMEORE 217> Tz Z &
EZHT, AFEREGTIIEBRNCEGRE THROMEREZ1T I Z &,
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1. XTI

G DA « L EVEDFERDTZOIZIE, BT SCEFITEE S W E 22 23K 0
bNd, b2, IWFEORFHEINOMEAI LV | HUREREL 72 & OFF R 728 BLE
FREZMDVKR SN 21T, 2 b OEE &2 BICHERBE RS 5 2 L 3RO
P L 720 TR Y RERTIBOEE & RO AR TR 2016 (R 28 45 6 A 2 H RFEIRE)
(CBNWTH, FHMERLFEOFHORE(HEZNS Z L LS TnD,

BIRE BT ER G, BB EOZ M7 e 7 7 A OV ISBEAF DO EHE S & B B N R
RLZENDD, ZOI2D, AR O ZEMEIZET D EMA+0ERT 5 £ TOR,
YHEHKMOBEEZBZT L ZENPFSNLBEITH LTHENT L & L bI, BE
MDFEE LT BRI E RS2 & D T L MR 72— D S 2 i 7 R SRR RE T
THZLENEETH D,

LIeRo T KTA RTA4 Tk, BB N E TITHE L TV D EFHEF -
PR RN EES & 0 LUT OB O S 7 ] 2 HEHE 9~ 2 8L b b B 8 B %
RO EHEHE T,

B RATA KT A 3 MSATEIE NE S dn BRI S A4RHERTE AR
BRI AR, —RAEMTEN A ARRRRNRHE =, FrEdEERITREIE A A AHlE 2 kO
—RAEMEN AR g2 OO b R LT,

KR LD EIS XA FL—F SIEEE 20 mg, A hL—Z S ERE 100 mg (—
Wt s NaTvn ) X~7 (GBI L))

RGERDMEXTE © PD-L1 Bt EOUIFRARGE A HELT - PR DFE/INHE R At

MBERDHEROCHE @, AR, a7 el X~v7 (EaHlfkz) LT 1
[6] 200mg % 3 M RHIFE T 30 232N T CAEEET 5,

B35 IR 5¢ ¥ & MSD RSt




2. KEIOFE. (ERET

XA FM—F R EHE 20 mg XN 100 mg (—fixd  RAT R ) X7 (Bin
Z). UL TARHF) &9 ,) 1X. PD-1 (programmed cell death-1) &ZD YU > K TH
% PD-L1 }, O'PD-L2 & Dft A ZEBEHET S v MbigGe £/ 7 u—F AHIETH 5,

PD-1 FRE&8 1T T MR S B AR 2> D kL 2 72 D12 2 AR 23 R 9= 2 T2 70 S e il 4
AA wF T, PD-1 1, EFEZRREBICI WD TEER T MifaoMinLmic BB L, B %
P I s % B o AN LB STl R 72 50 SO & 95, 370 H, PD-1 (XU W FEiE
ATHZ LK VHFRZRIRCE D v 7P VBEZ AICHIET 2% 8K CTh 5, PD-LI
DIEFFICB T 28BUT DTN TH LN L OB AMBTIX THlROB X 2Mmzx 5
I EBBENCRBLL TV D, BAMIIICET D PD-L1 OFEFIIL, BHIIE, W,
A, SRELE, FE/ VIR TE 7 & OB x Ze AT TIRARK 7 TH Y | KW AAFE
& OB HE STV D,

DN A DEFIRI T4 & PD-L1 B OFEIMEA S PD-1 & PD-L1 O EE X IEEE D
TP AR C BV CEHE AR E 2 ) Z EAURB I TEY iR ARROERN L L
THIfFSnTW5,

AANE, PD-1 & PD-L1 X OPD-L2 Olj U H> ROFERERESTHZ L2k,
W NBREE T O B A S EME T U 7 SER A TEME L & & HUE S a0 & FE M L
52 L TGN R AT D,

AANDVEIBE 2555 <18 DOREERISIZ X HRWEM %N & biotu, BEXIIFETIC
EDLWREMND 5 5, AANORGH R OEEGRIZIT, BEOBIEL T5IATV, BE DR
D BTG EITIE, FEH L F RIS T RPN 22 ik & BB 2 RO PRl & i L Cl
BI7REERRZ I ATV IR OSEROGIZ K D EWER S b 2 581213, BIE R E RV
RO GFEDWY) IRALE 24T 9 R D D,



3. FEIR R
PD-L1 51t D UIBRARRE 22 HEAT « F3E D FE/INHIIR I OO A GREF I 5Tt 21T - 72 B2 iR iR
BRORAEE T,

(0]

OEBRIL[F 5 MAHER (KEYNOTE-024 ##)
(LB D 72\ EGFR & s -2 B ALK @l &8s 7-f2 0 & OV PD-L1 B4 (PD-L1
ZREE USRS 5 5 EIE (LLF TTPS] &0 9,) =50%)  DYIRRRE/R ST -
FI O/ Nt BE (30561, BAN 40 B2 ETe) X80T, AKI 200 mg 3 H#[H
kR 5 OF MR VLMD, 77 FFRH % 5 OEER by wE (LUF Tsoc) &
WO, xR E LTRGET S NT, 7ol BN TREEITRR O b GEIs, &
BT 2 R TR D3R H IR W EDORRR L E LT 5 B TIL, RIEILARE O i
P CHEEBET RO b D £ TRAIOR G 2/k 925 Z L3 AlHE & iz, F
T H I3 A (LU TPFS) &9 ,) | RIREHIEE B X247 (LR ToS)
EVND,) IR, AFNTT T F A A ST s L i LT, PFS, KR0S (R
FfEdT) A BICHER LT,

koo u =AU & L CRBEIRGEAGE STV D PD-LI THC 22C3 pharmDx [ =) % AV CH

Han,
#1 AR (KEYNOTE-024 35R)
AFl 200 mg Q3W 77 %t‘%ﬁfj EAT
(154 f4i)) etk
(151 1)
R (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ ANHP— R 0.50
(95%CI) (0.37, 0.68) —
P f™ <0.001
e [A ] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ AN — REM 0.60
(95%CI) (0.41, 0.89) —
P fi™ 0.005

Cl: 1Z2#EX[E. NE : HEE AR, *1 : RECIST A RT A > 1.1 BRI IS < Az p i) iE, *2
BRI Cox LEBI Y — RET N XL 57T FF R 2EGTfbfi ik L i, *3 : JEhla 7
T UURRE. ¥4 PR OT — % 1201655 H9 Ay AT




90 —— AW00mg QIW
80 - TIFFHAEEONE
&£ 70 -
ﬁst 60 -
50
gﬁ 40 :
g 301 o,
20 A B Yy .
10 - R TR
0 T . . :
it 3 6 g 12 15
at risk4 H|IRELFHR[A]
FAI200mg Q3W 154 104 89 44 22 3
TSFFRAESOIEERE 151 99 70 18 9 1

b g 4T B PRS O B & AT i O Kaplan-Meier it (PD-L1BPE (=50%) o BEEH])

100 -
90 7 ‘-‘_\‘\\.
80
70 ] iy
_— ha |
£ 60 - iy,
5 50 - -t b et
£ 40
30 |
20 1 —— #momg 3w
10 1 TSFFEMESILPRE
o 0 3 6 9 12 15 18 21
at risk &7 [A]
AEI200mg Q3W 154 136 121 82 39 1 2 0
JSFFERESUEEEL 151 123 106 64 34 7 1 0

OSD H[EIfEHTHF D Kaplan-Meier 7  (PD-L1E51E (=50%) O EBFHE)



@EBESLF S O /IAHRER (KEYNOTE-010 X%5%)

7' F B G AL FRAEIET 24 % PD-L1 B3Pk (TPS=1%) O UIBR A RE /AT -

RO NMEiERE (1,033 6, AN fleaEte) &2XF5RI1C, &K 2 mg/kg 3 ¥

MR 5- K OV 10 mg/kg 3 BB RIBEE G O R V2N, Fe & kK
(BAF DOCI £v9,) #%tiRE LTHE SN, b, BHEEF CHREEIT A0

BTG AT RIEHET 2R ER D8O DR WEFEDBIKRIZLE LTV 5 A T

WRIBTLLRE O G FEAN THREET RO 5D £ TAAI OB Gk Flie L Sz, F%
FHIE H 1% OS XN PFS & S, AL DOC &g LT, 0S #HEIIER LTz,

*1 : EGFR R A RGN T ALK @A B B FBEOBE T, 77 F - A2 Gt FRIEIC L S

BRI %, 21 EGFR BREMEM X% ALK FEER 2 A4 2 PUEMIEEANC X 2 1B%EE

AT HEREMEAAN DN,
#2 : PD-L1 IHC 22C3 pharmDx [# =] OFREX v M2 HWTHRAE I,

#2 ARMEAEE (KEYNOTE-010 5R)
Al 2 mg/kg AF] 10 mg/kg Kt %Xk L
Q3W Q3W

(344 1) (346 1)) (343 #1)

0OS | i [A] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)

NP — R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
p ™ <0.001 <0.001

Cl: 1Z3EIXH. *1 : @A Cox b — RET ML D REeZXEL & ok, *2 : EH)

o J T I RE

100 =
g0 ™ ——— ##1 2mg/kg Q3W
80 - 2710mg/kg Q3W
70 — FegFtl
& 60-
## 50 -
ﬁ 40 e LT TIET
30
20 LN
10
0 5 10 15 20 25
at risk# M R]
A& 2mg/kg Q3W 344 259 115 49 12 0
FH|10mg/kg Q3W 346 255 124 56 6 0
FEIFEIL 343 212 79 33 1 0

0S DI {EfRHTHED Kaplan-Meier #ifR (PD-L1 (5t (=Z1%) O BEEM)

6



[Zcrt]

(D[E B 2[R 26 A 3Bk (KEYNOTE-024

)

HEFELIIAFIEE 148/154 11 (96.1%) KO SOC B 145/150 B (96.7%) T3ROS,
B L OREBEBAERE TCE R WA ERRIL, 2N 113/154 ] (73.4%) KO
135/150 1 (90.0%) 2380 Bz, WD RETRILED 5% EORWERIZTED

LBV ThHoT,

K3 DTN DORETHBIRD 5%LL EORIWEM  (ZaVEfiEiTd S EMH)

FEHKRHE (SOC: System

B% (%)

Organ Class) AFHE SOC #
FAEE (PT: Preferred Term) 15443 15043
(MedDRA ver.19.0) 4= Grade Grade 3V4 £ 4 Grade Grade 3V4 E
EEIEH 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
Mg LY R fEE
2 i 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
P . Bk E 1 (0.6) 0 8 (5.3) 2 (1.3)
Uit A BRI E 1 (0.6) 0 34 (22.7) 20 (13.3)
s INER A i 0 17 (11.3) 8 (5.3)
PN 0 AR 7
PR BB RE TCAE S E 11 7.1 0 0
R IR A B AR T E 12 (7.8) 0 1 0.7) 0
B IR E
(A 6 (3.9) 0 17 (11.3) 0
T 22 (14.3) 6 (3.9) 20 (13.3) 2 (1.3)
LD 15 9.7) 0 65 43.3) 3 (2.0)
HN% 4 (2.6) 0 18 (12.0) 2 (1.3)
/AR 4 (2.6) 1 (0.6) 30 (20.0) 1 (0.7)
— % - EEFEER L OGO R EE
I 39 5 (3.2) 1 (0.6) 11 (7.3) 2 (1.3)
9 55 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
ly=NR 1 (0.6) 0 9 (6.0) 0
FEEN 16 (10.4) 0 8 (5.3) 0
BRIR IR A
TI7=vT ) TR 10 (6.5) 0 7 4.7) 0
7 =7 —EH#h
T ARG X UBET 2/ b 8 (5.2) 2 (1.3) 5 (3.3) 0
T AT =T —EEM
7 v F =80 3 (1.9) 0 15 (10.0) 1 0.7)
Bt v ER AR A 0 20 (13.3) 6 (4.0
VAN o e % 0 18 (12.0) 9 (6.0)
P . Bk At b 1 0.6) 0 16 (10.7) 3 (2.0
R L O EE
BAREGR 14 ©.1) 0 39 (26.0) 4 (2.7)
K~ 72U A UE 1 (0.6) 0 9 (6.0) 0
B R L O B LRk =
RA i 13 (8.4) 0 4 2.7) 0
PR SRR
R 1 (0.6) 0 15 (10.0) 0
KM= 2 — T — 2 (1.3) 0 9 (6.0) 1 (0.7)
RER R, MRS K ONiERm iR
Jiliig 2% 8 (5.2) 4 (2.6) 1 (0.7) 1 0.7)
FEIE 8 X OV TR Rk b
JHEE 0 12 (8.0) 0
B2 & Wz 15 8 (5.2) 0 1 0.7) 0
% 9 FEE 12 (7.8) 0 3 (2.0) 0
FI5 11 (7.1) 1 (0.6) 3 (2.0) 0




7ok, AFIEECRIEMEMERIT 9 ] (5.8%) . KIGK - BEO TFHIIL 8 # (52%) .
RS (7 v« N U—EBERESE) X261 (1.3%) . JFREREREEIX 22 61 (14.3%)
R RE RS 21 1] (13.6%) . FEEAEEREREE X 161 (0.6%) . 1 ZBERIAIE 1 41
(0.6%) . BEEREREE (RMIE MEMEERE) 1316 (0.6%) . BERIZ 16 (0.6%) .
FhA% « RERECHD RAE T 1 B (0.6%) J TN infusion reaction iZ 5 f5] (3.2%) Tid® H L7,
Fio., BEORERESE (REMBEIRIEEE, 24K, BREES) | BIEHEERE,
FIEM M RE, R - BERSE . 589 IR, Ok, Sl MR YESRBER . % i
PEE I OURZEEREZIIFRD Do Tz,

OIEBEILF /M FHEER (KEYNOTE-010 #5#%)

BEFGIT 2 mg/kg Q3W HE 331/339 1 (97.6%) . 10 mg/kg Q3W ¥ 330/343 1 (96.2%)
JOYDOC £ 297/309 il (96.1%) 1278 H AL, 1R & ORREBMENGE TEX WA E
FLRIT, TN 215339 61 (63.4%) . 226/343 Bl (65.9%) KON 251/309 1] (81.2%)
WZFRD BV, W DORETIHILERN S%LL EORIWERIZTERO LB Th o7,



K4 DTN ORETHRIARD 5%UEOBIER (LB REM)

FEBIKS¥E (SOC: System BilEx (%)
Organ Class) 2 mg/kg Q3W #f 10 mg/kg Q3W B DOC #f
HAFE (PT: Preferred Term) 3394 34344 309/
(MedDRA ver.18.0) 4 Grade Grade3Ll 4 Grade Grade3lll: 4 Grade Grade3ll L
2EIEA 215 (63.4) 43 (127) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
Mgk KOV > RbEE
2 1fl 10 29 3 (09 14 @1) 1 (03) 40 (129 5 (1.6
I FR BRI 1 (0.3) 0 1 (03) 0 44 (142) 38 (12.3)
R A
PR IR REAR T 25 (7.4) 0 23 (6.7) 0 1 (0.3) 0
B
T 24 (7.1) 2 (0.6) 22 (64) 0 56 (18.1) 7 (2.3)
L 37 (109) 1 (03) 31 (9.0) 2 (0.6) 45 (146) 1 (0.3)
A% 13 (3.8) 0 7 20 1 (03) 43 (139 3 (1.0)
Mg - 12 (3.5) 0 13 (38 1 (03) 24 (7.8) 2 (0.6
—f - EEEER X OG0 RRE
I RE 20 (59) 1 (03) 19 (55 2 (0.6 35 (113) 6 (1.9
9 57 46 (13.6) 4 (1.2) 49 (143) 6 (1.7) 76 (246) 11 (3.6
AR PET 5 (15 0 4 (1.2 0 21 (6.8) 0
FEEN 10 (29 1 (03 14 @D 0 17 (55 1 (03)
AR AR AT
I HER B D 0 0 2 (0.6) 0 24 (71.8) 19 (6.1)
M i R 0 0 3 (0.9) 0 16 (52) 10 (3.2)
Rk L Ok hEE
BAIE 46 (13.6) 3 (09) 33 (9.6) 1 (03) 49 (159 3 (1.0)
B R B L UGB Rk E
ESIEiNn 13 (3.8) 0 19 (55 2 (06) 18 (5.8) 0
P 9 (2.7 0 10 (2.9 0 29 (9.4) 0
PR E
S 4 (1.2) 0 7 (2.0 0 16 (5.2) 0
R = 2 —m RF— 2 (0.6) 0 3 (0.9 0 28 (9.1) 1 (0.3)
BEECTE 3 (0.9) 0 3 (0.9) 0 17 (5.5) 0
&R KOV T AR &
R E 3 (0.9 0 2 (0.6) 0 101 (32.7) 2 (0.6)
Z 9 25 (74) 0 32 (9.3) 0 5 (16) 1 (03)
% 29 8.6) 1 (03) 44 (128) 1 (03) 14 (4.5 0

723, 2 mg/kg Q3W #E KL TN 10 mg/kg Q3W #ECTEILE A, M MEMZE BRI 15 61 (4.4%)
KON 1461 (4.1%) . KIG% - BEO FFIE S F (1.5%) L2861 (0.6%) . EHEDFK
JE R E (R FEREIRARAE ERE, ZIALEE, FARIEIESE) 1 141 (0.3%) OV 1 f1 (0.3%)
MRRBEE (X7 2 « NU—JEEREE) 13 2 6] (0.6%) K&O3 fil (0.9%) . AFHEREREE
1323 5] (6.8%) K Tr 22 il (6.4%) . RIS RERR 13 32 151 (9.4%) K& T 35 #1l (10.2%) .
TEAREEREEIL 16 (0.3%) &1 6] (0.3%) . BIEHEREREIL 26 (0.6%) KOV
B (0.3%) . 1 BRI 161 (0.3%) KON2 61 (0.6%) . BHHEGEREE (JRAIE MEME
LA 1T 46 (1.2%) KO0 B, BERIZ 1B (0.3%) MO0 B, fhge - RO mliz
JEIX 1 B (0.3%) MONO0 . infusion reaction (% 2 5 (0.6%) K OY6 B (1.7%) TidH
vz, Fio, BEIEMMESNE, MK - BEEEK, SE MK, DR, M MR
PESEBEIR , IR ML I M OVIRZFERIS 1378 b e o7z,



4. FigRlZ 2O\ T

KRB E U CERAGERE (2FFE) 2o Tnbd Z b, YikfE 2 wEy)
IZHECE DX CHOIMENDH D, T O LT, AFNOEG- Ny 72 85 220 - 55 E
L. AFOEGIZ L0 EHEZRRBIEHZRBL LIBRICHICT 5 Z E BB, LLTO
O~@DFT _XCEMITHEICBWTHERTAXXTH S,

O MEFRIZHOWT

O-1 T2 (1) ~ (5) @ma‘%m WM T Dtk THDH L,

(1) JEAETERENEET 203 A2 FOE LIRS (B E T RS A2 E L SRR
HiIEk A3 A B2 L AR P ﬂﬁfmw 2R &) CERK 29 424 H 1 HFES - 434
59

Q)%E%%ﬁﬁ(?ﬁwﬁ%ﬂlﬁﬁﬁ:%mﬂ)

(3) HBEAFERFNFENFEET D0 AR (DS AR EWRPL, 23 Al
W IEBE, 3 AR HERE B e &)

4) I RALFREIEREFRE L, SRR 1 USSR LB 2 Ofigk L7
AR DB AEIT> T D liiag (CFRk 28 4F 7 H 1 HIRFAL - %mm

(5) PUEMEREG AL & BN R O ek FAEITAR D M 21T > T D ek (CERK 28 4 7
A 1 HRFA : 1290 fiax

-2 fiiigE OALZRIE S ORIVE BRSO XTS5 7 ik & REBR Z Fg O ERT (F&R D
WFINZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnbHZ L,

*®

o [ERIGFFIUE% 2 EOPIMINHE 286 T L7122 SAELL EO D AVTEHR O ERIRMHE 217
STWAHIZ L, 95, 24 RiT, BAEYFREZ L LEBRRIESGZONHE 21T
TpoTWAZ L,

o [ERGTFRSE 2HFEOVMHEZ K T L2 RIZ4FEL EOBKRRBREZHE L TW\WD
Lo 9B, 3AELDL IR, il 00 A SRR B S T MR R S OB IRHE 217 > T
WahZ L,

@ BENOEFRMFHREEOMRHIZONT

RIS TG B B E T D BMEA N E S b, SRR S offFmE 0, Ak - wa
5 Z‘?Q%E’J fﬁ%‘éﬁ@ﬂﬁ@&(}l:ﬁﬂﬁ%% AT D IE IR AEFRNBE LG EOWMEHE
B, FERERITIT OISR > TV D Z &,
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® BWER~ORHRIZHOWT

@-1 Jitigk Az BE 3 2 Hit

WV MERR B D B AR RIEA R A LT-BRIC, 24 BRRIZZIRIEHIO T, Mg 3
EHEER R IC VT, BEL L ZBIERICE U CABRE L L O CT O FIWEH ORI 03
IREORERNY AL, BHHICRHGATRER AR N E S TnD 2k,

@-2 EFNEEHIC L DA EFSNCICET 5 B

AR 0 D MR e ik L O e 2 A T 2 IR IEFEPEWERA =4V 7%
GOTTIROARA TV —=0 7 2TV EIRIE & FHZ LA TE 5 F— L EFREH] 35
ENTWDZ &, B, BIHAHEIZOWT, BDABRE EZOFRICHSIZEmEShTn
HZ L,

-3 RHWEHOZMxIIZ B LT

BIEA (RIEMEEEIIN A, KIBK - HEO TH, F#ERE ., BEiEE (R
MR %) . WOWRES (TEAHEERE . FIRIRERERE . BIBMERES) . 13
FERIG . 58 DM, fhdk - BESCRARIE , EJe . B D RS (R R Rb AR SE e |
ZIALEE, $AKIEIESE) . infusion reaction, JMZ% « BllBISc, EAEMNME /)0, FPRREE (%
T2 NU—JEERES) . DR, R MM MO PESR BTN . AR L, IR EFERE
SE) TR LC, Mikhak ST B E R O M A T SRR L EEE L (RWERHOZ
WrPx I IC B L CHRE R SR A Z T ONDLFRMEICH H 2 &) | EHIZHEE 2R L&) T
X LEHNESTNDZ &,
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5. BEXG LR DEE

[ aEic B4 2% F]

O TFTRICZYTLIEZICOWVWTEIAAORENERE SN TWDLZ &b K5 %21T
Dlpnz b,
o KAIDORST IR LI BEUE OBEEIED & 2 B3

@ RFEATOFHIIZI VT FRLUCEZ Y T 2 BE T OV TR, AR OEEIFHESE S L 7e 0

D, ADOIRFIBIIE D R WIGEIZIRY | HEICAFZMHEHT 52 L 2BETE D,

o MEMMZEEROEI IIMTEOH 5 BHE

o i E R A CHRE R 258 2 B K ONE B M 0 KU Bt 2 <0 R g ME it 2
EORIZRIEMEZE LN A B D B

o HOMEEBROAD, XIXEMERZE L IIHFREMEO B O REEDOBHERE D
b oEE

o A EAENE (& Ml A2 5 1) D& 5 AT

e ECOG Performance Status 3-4 VD

2

[HZhEIZ B3 % F1H]
O FRROBEIZBWTAROEMEDBEESIL TN D,
o ALFIIERE O EGFR Bin FAERNME, ALK @& E s 2tk O PD-L1
Bttt (TPS=50%) DUIBRARRE/RMEST - FHR OIE/ N i B
o I TFFRHEGTALTIEIERE A2 AT 5 PD-L1 Btk (TPS=1%) OUIFRRREZ:
T - FROIE/NRMEESE (723, EGFR B A REME L ALK @a
BB BE TIL, FHFN EGFR F 1 v 0% F—PIHEHRI XL ALK F
0y —EIEAIORERE AT 5 HBE)
728, TPSIFRAT v ) X~7 GEEF#EZ) O /=42l (B5E4
PD-L1 IHC 22C3 pharmDx % =] ) ZHWTHIET S Z &,

@ TFREICRZNU T 2 BB T D AR D85 L O TIEZ W TIE, AFIOAZPEN
LS TR LY, AAOELGHRLRB20,
o IR LIRS,
o fhOFUEMEELA & OB,

D BECOG @ Performance Status (PS)

Score T
0 A R IEB T 5, FIRATE R U R EAIENHIRR <1T2 5,
1 RAERANZIR LUNEBNTHIR S 223, BITAMHE T, BAEESE > TOMEEIIITO 2N TE D,
B BOEE, FHBIEE
2 BATRRETH D OHOEID O Z LI X TRREZEAMEEIZTE RV, HHO 50%LL Hig~y RATIRIT,
3 [RONTHGOHDEIY D L LATERY, HHD 50%L, EE Xy R+ TiI g,
4 ELET RV, BOOFORIY OZ Li3eL TERY, BRIy KT Tl 1,

12




@ M2 TA K74 (HARMESM) (28T, ECOG Performance Status 0~ 1
WD 75 Ll E, XX ECOG Performance Status 2 Y D HEE T, 4 3 AU
Al (FEZFELVE) OBRFRENHREINTEY, 77 F T RF 0L HHESE X
B SN WnWr—208dH 5, (LFIREREZ AT 2BBIHERT 256, 7
7 FFRFNOFHEEN 72 < & B 3 HARGUEAI A CORREL G 5 E8& 1280
TIX, AFOEBREE2ZETE 5,
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6. BHICEL CHETREHHE

O RASCEFITN R REREHEE DR 2 BRI D & AR O FrME K OV (E4fE
OO B2 ERE HICEE L CThBEAT D Z &,

IRIEBRARICIENE D | BB XE OFRRITA MR OEtEZ +a L, FEE5
ThoEETHZ L,

FREWEH O~ R T AL MZDOWNT

)

®

MVEMEEEN S B d 2 ERH DT, RANDOKEGIZHT- > T, HIHIE
e (B0, PEULIREE, k) Ok O X i o 3%, Bz +
FWATH 2 L, Fe, REIDS UTHE CT, Mg~ — 7 —50 Kz Fhid
HZk,

infusion reaction 23 & H L5 Z £ 3% 5, infusion reaction 237D LIV EIT
(X, WOREZIT O & &I, FERAEE T 5 F THREOREBL +01c8l%
THI L,

FORIEREREE N H B d 2 L3 D DT, AR OF 558 bhET K OB 511
HITEWIRC FUR IR RE R A (TSH, %0 T3, 158 T4 SO HIE) % Ehud 5
Z &,

FFHERERS E N B Db D Z &3 5 DT, AF| O EBIAART &K O S5-Ik T
EHIRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E L ZEDOHIE) % Elfi
THI L,

SEIBER (R KLY BRERE L) EOERERIREERH bbb
ZENRBLOT, EMIMICIROREE OAELMEZRE T 52 &, o, IROEFN
RBOLNTHEIIT, HONCEREEZZZ2 T2 L) BELIEET HZ &,
AFNOFEGIZ X0 | MBE ORISR T 5 &35 2 BN DR~ 7R BN HE
DHLDONDZ EnbD, BRENBDOLNEEEICIE, BELEFERIIS U
B 70 ik & R BR A B O R AT &l U CEUIZRE R A 1TV BE Ok
BOSE £ B EIWER D St 2 5A101E, AFIORIE T Ik, K OEIRRE &
NECRIOBRGEEEBET L L, vB, BIBRERLVEOEEIZLYEIE
M OYCEDNFED B2 WA IZIE, B EE A /VE LSOz JhilF o800
LEETDHZ L,

G TH, BN SE D ARB L ThrORIERNEERT L Z N 570,
AR OE G THRIZHRWERHORBUC IR T HZ &,

1 RUBERI (BE | BUBEIR IR 2 & de) b Hbi, BEREMESS 7Y R—v &
IZEDLZENRBHDLDT, Ae, Fl, WEEEOER OB M E O A2+
TEET DI, 1 BBERAS DN TGS IR S 2RI L, AR )
Hl OB GHEOEY)7REEITO Z &,

AEIOERRIRIZ I T, GG 9 A, THLURET, 5B 1 4H
(33 R GHET Z EIZH MO 21T > TWe 2 & 2B, AFIFG-HITE M

L

BRI ROWEREITH Z L,
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i HAEE T A K7 A
NaTvrl) A7 (EiaFHEEERZ)
(R5E% : %A | b— & STHHE 20 mg, %A F/b— & S HFE 100 mg)
~ P R~

T2 942 A (PR 2 941 2 A MG
LA A



ER/N

S o

XL HIZ
AHNOFFE, ERET
i IR AR

JEER 2D T
BHXG L 70 D A

BOICE L TRHET & HIHA

P2
P3
P4
P11
P13
P14



1. ZU®HIC
G OF N - BEMEOMROT-DIZIT, U SIESICES W @ e 2 kK
BND, S5, IHEOREEMOMEAIC L0 | FURESR S 72 & OFHH 72 5 LA E R
FPEZRBDAREIND T T, 2O OERMNZ EIZHNERBFIRMLT 5 2 L BBEO
FRRE L 2o TR Y BRFEMBOEE & O AR EE 2016 O 28 456 A 2 H MiERE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

PRV ESR T, KEEASCL 2T 0 7 7 A VDBBEEOEIRSL & D IR
RHZENDD, DD, HEROLZEMEICET HIERSHERET 5 £ TORM,
MHEIRMOBEZMLZIT 5 2 ERHIFF SN EBFIC LTERT 5 & & bic, mIfE
RSB L 7B B 2t 2 & D 2 & N AHE e — 8 O B 2 7= 3 R S BE O
THZEREHEETHD,

LTeRoT, KAA RTA 2Tl BIFRERLC I E TIZE LTV A EFIEFR -
BEE RN S & | LT O ER GO il 72 5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, ARTA BT A A%, MSIATBOE N EIE G RS SR, AR EANBAR
BRI 7o . — A EE N B ARBRIR NEHE S K OA A FIE N B AR ER 2 O W)
Db EAER LT,

RG L 7 HERN - ¥ A b —FSEHTE 20 mg. ¥4 F—ZSEHTE 100 mg (—
W4 - a7 vl X~ (Gl R L))

KR EBDEIRE - ARG OIRAR B 7 AN B A E

REERDMEROHE @, AKX, a7 r ) X~7 (GBiaiz) LT, 1
[l 2mg/kg (AREE) % 3 MR T 30 /AT TRilfsEd 2,

o3& IR 58 ¥ #F : MSD Bt




2. KRANIOFHE. 1ERET

XA hL—F s ERFE 20 mg XN 100 mg (—i%4 : AT v U X~ (GRS
Z). AR TARHF &vv9,) 1%, PD-1 (programmed cell death-1) £ZD VU H> R TH
% PD-L1 L O'PD-L2 & Of A EHAET 5. 8 MbigGs £/ 7 0 —F AFULTH 5,

PD-1 f&H& 1T T HA 0 BEARBSEAE 2> & 8 D 72 O3 AR AN FI A 9 2 T2 7 s e il i
AA »F T, PD-1 1%, BEEZRREBIZEOTEER T MlaoMRmcEE L, 3%
P2 B % B Lo AR B ST Rl 72 (0 RS & I 2, 3705, PD-1 13V T REfs
AT HILICEVPURZERIZL D V7T VBEZEEAICHET 225K TH 5, PD-LI
DEFHEMICIB T H2RIUTDLT N THLIN . Z< ONAMBTIE T MROME 282 5
I EBBENCRBLL TV D, BAMIIEICET D PD-L1 OFEFIIL, BHIIE, W,
JEAEE . IRELE . FE/ NIRRT S O 2 2R AU TTHRARK T TH Y | IRWVEFE L
OFEBIMEDHE STV D,

BEO N A DGR T# & PD-L1 FEOFEINED S PD-1 & PD-L1 O ITELS O
T AR BV CHE 2B E 2 ) Z EAURBINTEY i BNAIRBEOEN L L
THIFfF STV 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Ofi U > RO EREST 52 &2k v, g
W NBREE T D B A IS EME T U 7 SER A TE M L & & HUE S )% & FEME L
52 & THIERG R 2T D,

ANV =5 < SBIE DRI & 5 BIER S &b, TR LS
EDFREMEN H D, AAIOEGH RO GHITIT, BEHEOBIEZ H0IXATV, BFH DR
i BAVIE B T L 65 L= RIS U7 B 2 K0k & R FE LRI & St L i
BI85 AW 24T\ IR DR RS K D BITER DN s 2 56121, BIRRE RV
B HIOB BE DR LB %17 5 LER B B,



3. FEIR R
RIBYIBRABE 70 B A4l D KGR RF I B 21T - 72 E R IR R O g 2 7,

[H2hE]

OEMNE [ b fHRER (KEYNOTE-041 #5%)

BB DN UFIA B Y A~ T (B fiz) CIF e a~7] Evn),)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao i AR B 42 4]
(HZIMERRAT X152 37 f51]) Zxb8alc, AHI 2 mg/kg 3 B LT TQ3W] &W\»9,)
B G- OB V22D S 17z, 7B, BGEE TR EBET AR S D= HEIZ,
P BT 2 R JIEIR SRR B IR WEORFRINICZ E L T 5 B T, IREILAEOHE
GRHE CRABIEITARD DD £ TAAIDO B G2/ 25 = LN ATRE & &z, RERT
MHIE B CTd 5 N [RECIST H A R A > 1.1 BUZHEES < dheflliE iz L 5 564:28%h (CR)
AT 2R (PR)] 1E. 24% (95%(EHEXH : 12~41) Tho7z, 2B, FANIRE
L7-BfEIX 10%TH - 7=,

@uEsE TARRER (KEYNOTE-002 #45%)

A Y AT K DIBEEE AT SRR e v BAJE BT 2t s, A 2
mg/kg Q3W 5% T8 10 mg/kg Q3W 2 5- DA ZME R 22 el ALFlE (X Y
V. TEYAI R, WAVRTTF o R UEFEAIINR T TF o +37 ) 2%
T, LUF TICC ) & 9,) ZxtRE LTHETEn, b, s ©F RElT
DERD BT AT FEEBAELT 2 R 9IRS FR D B R WD FER L E LT 5 B
FCUEL KA LARE O G RHAL THABHEITFE80 5L D £ TAEDER G- 2kt 5 Z &2
AR L ST, FEFHIE BT FAHE (0S) KUMEHEAFHIME (PFS) & 34,
AFNILFHEE L LT, PFS 2 A HICERE LT,

£ 1 AMEAARE (KEYNOTE-002 35%)

AF 2 mg/kg AF) 10 mg/kg {bsgfik
Q3W Q3W
(180 1) (181 #1) (179 1)
oS | hdefir [H] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
ANHP— R 0.86 0.74
(95%CI) (0.67, 1.10) (0.57,0.96) —
p ™ 0.1173 0.0106
PFS™ | mdefiy [H] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NHP— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fE" <0.0001 <0.0001

CL:Z#EHIX M. *1: RECIST # 4 K7 A > 1.1 MUZHEES < JdhfRHE K OS5 212 & 2 3FA .
*2 1 JER Cox HefFl Y — FETMZ K DML5E & DLk, *3 : J@hln 77 v 7 e

4




100
90 — % 2mg/kg Q3W
80 ] ——— Z#10mg/kg Q3W
70 ] {286
& 60 -
E 50 §
# 40 -
30 §
20
10
0 Retblibibl (bl bbbl Whabillolol Whpbinbnly Rl dLbubbl bbbl hitabiobly ML) Rliububily It
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk#} vz (R]
F# 2mg/kg Q3W 180 131 95 70 61 11 0
FA10mg/kg Q3W 181 138 99 79 67 12 0
= 73 179 115 80 60 48 9 0
0OS @ Kaplan-Meier i
at risk# RN R

FH 2mg/kg Q3W 180 153 74 53 26 9 4 2
FH10mg/kg Q3W 181 158 82 55 39 15 5
{EFHeE 179 128 43 22 15 4 2

PFS @ Kaplan-Meier fifi



@SB AEFRER (KEYNOTE-006 #5k)
AV LAY TICLDIRERED 72N UIA B A T2 EERN 1 LY A ETOT
POEIE 2 DB YR A B 72 B AR BT A P8 A 10 mg/kg Q3W £ 5 J Y
10 mg/kg 2 WM (LLF TQ2W] & W9 ,) EHGDOEMNMEKR VLR MEN, A B A<
THERMRE UTHRE Sz, el BGRHN CRIGEITRD b GE1T, RABHETT
ZRTIRER TR DR WEDOBRIKRINCZE LT 2 BFE Tl RIBILIRE O B 53T ©
FRIBEITRRO b D £ TAFOE G kT 5 Z 23 lie & Sz, FEFHIE B IX
A (LLF T0S) &) ,) RO EALLHIR (BLF TPFS) &\ )H,) & 4L,
AFNIA Y b= T7 LT, 0S KO PFS #F EITIER LTz,

#2 AMERMARE (KEYNOTE-006 #ER)

AF 10 mg/kg AF 10 mg/kg AEY b~
Q3W Q2W
(277 1) (279 #1) (278 1)
oS™ | thidfir [H] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
ANP— R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P i 0.00358 0.00052
PFS™ | hofl [A] 4.1 5.5 2.8
? (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NP — R 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P fE™ <0.00001 <0.00001

Cl: {EHXMH. NE: #ERF, *1 : PEMEHTREOT —% 1 2015F3 A3 By bAT7, *2: )3
Bl Cox HBINY— REFIMCE DA BV A~ 7 L OH#E, *3: @5 /T v 7 M, *4: RECIST
A RFA 2 11 IRICEED AL U 7o e K OIS S P =1 & 2 3FAMh . *S - P R fgdriRg o
T—% 20149 A3 By A7)



at risk#

##10mg/kg QW 279 266 248 233 219 212
##10mg/kg Q3W 277 266 251

AEULRT

at risk#

FA10mg/kg Q2W 279
FA10mg/kg Q3W 277

AEULRT

100 -
90 1
80
70 7
& 60
B 50
{40
30
20
10

——— ZP10mg/kg QW
##10mg/kg Q3W
—_— AEULTT

M (A]

238 215 202

278 242 212 188 169 157 1

0OS @ Kaplan-Meier i

177 0
158 71 18 O

17 51 17 0

182 ] ’."' - e e 258 10mg/kg Q2W
80 ] 4 2 10mg/kg Q3W
g 70 - -_ — (PULTT
Bt 60 .,
ﬁ 50 ' .“.*.*.Hn..,\,m .
8 40 ey
& 30- Hyy
20 -_ L'-l
10 -1
0 T IR UMM MBI RN IR TT b
0 2 4 6 8 10 12 14
SNEREFEM (B]
231 147 98 49 7 2 0
235 133 95 53 7 1 1
278 186 88 42 18 2 0 0

PFS ¢ Kaplan-Meier i3



[Ze 2]
OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 41/42 6] (97.6%) (23D b, BRI & ORRBEBENEE TE WA
FLIL, 34/42 1] (81.0%) IZFRWD HALTZ, FEBLED 5%LL EOREWERIZT FERDO LBY T
HoT,

£ 3 FEBURD 5%LL EORIWEA (LR G M)

B (%)
#n B HIR5348 (SOC: System Organ Class) -
JEAFE (PT: Preferred Term) 2 mg/kg Q3WHE

(MedDRA ver.18.0) 4207
4=Grades Grades 3 UL |

EIEH 34 (81.0) 8 (19.0)
P IR

FOR IR RE AR T 4 9.5) 0 (0.0)
H ks

T 3 (7.1) 0 (0.0)
—f% - EEEER L OB SN OREE

(=Y 5 (11.9) 0 (0.0)
R R A

TANRTGEUVET I NT VAT =T —EBHN 3 (7.1) 0 (0.0)

I EREREE N 3 (7.1) 0 (0.0)
[ BRI O AN ik

& D FEE 6 (14.3) 0 (0.0)

BEIR B B % 6 (14.3) 0 (0.0)

A BE 3 (7.1) 0 (0.0)

¥, MEMMEER 1 (24%) . KIGK - BEO TR 2 6] (4.8%) . NTFHERERE 3
Bl (7.1%) . FEARBERERETE 2 1] (4.8%) . FUIRIREREREE 6 4] (14.3%) | infusion reaction
1B (24%) KOS E SR 1] (24%) TRO LT, £z, MREES (F7 2 -
U—IEERESE) | BHEREREE (RMEMEMEERSE) | BIBEE, 1 PR, EEO
FefE RS (RREREEARIERRE, ZTRALEE, FREIES) | BEk. Mk - BRBUT RARIE
BEIEMEEIE, INK - BERREIE . O A, SRl ME s VR PR SRS | S MR i M OVR
ZEEREF IR D DN o Tz,

@i/t T ARRER (KEYNOTE-002 #R5R)

HEFERIT. 2 mgkg Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W A¥ 178/179 1 (99.4%)
M OVICC BE 167/171 6 (97.7%) (2588 BL, 1RBRIE & OIRRBEFRNGE CE R WA E
FHT, TR 121/178 B (68.0%) . 133/179 i (74.3%) K% 138/171 #i] (80.7%)
(CRBD DTz, WTNDDORETHBEN 5% LOBHWERIZ FERD LB ThoT,



F a4 WTNDORETRBRD 5%LL EORIEN (VT SN

75 B IR 45348 (SOC: System Organ Class)

BiEx (%)

HAGE (PT: Preferred Term) 2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCEE
(MedDRA ver.18.0) S 17801 . S 179%1 _ - 17141 ;
“Grades Grades 324 E “Grades Grades 324 F “4=Grades Grades 324 F
EIEA 121  (68.0) 20 (112) 133 (743) 25 (140) 138 (80.7) 45 (26.3)
MEE LY R fEE
Zfn. 5 28 1 (0.6) 7 39 0 (0.0) 35 (205) 9 (5.3)
I 1 BR s i 0 00) 0 (0.0) 0 00 0 (0.0) 14 (82 6 (3.5)
I FERIBVE 1 0.6) 0 (0.0) 1 0.6) 0 (0.0) 14 (82) 6 (3.5)
iR 2 11y o (0.0 1 (0.6) 1 (0.6) 16  (94) 4 (2.3)
PN G WA
FR B RBAR T 9 G 0 (0.0) 13 (73 0 (0.0) 0 (0 0 (0.0)
H ks
s 5 28 0 (0.0) 9 50 0 (0.0) 14 @82 0 (0.0)
T 15 @84 0 (0.0) 19  (10.6) 2 a.1) 14 (82 3 (1.8)
LT 8 45 0 (0.0) 16 (89 1 (0.6) 56 (327) 4 (2.3)
/AR 2 (1.1) 1 (0.6) 10  (G6) 1 (0.6) 26 (152) 4 (2.3)
—f% - BHEFR L OGN ORE
) E 6 G4 1 (0.6) 8 45 1 (0.6) 10 (58 1 (0.6)
W7 40 (225 2 (1.1) 52 (29.1) 1 06) 62 (363) 8 .7
FEEN 6 G4 0 (0.0) 11 61 0 (0.0) 8 @n 1 (0.6)
R AT
i/ NREED 0 00 0 (0.0) 1 0.6) 0 (0.0) 13 (76) 5 (2.9)
Rtk L O REE
BHEIR 8 45 0 (0.0) 17 (95 2 1.1) 26 (152) 0 (0.0)
ONER eSS WON ey ek i1
RAfR 13 (7.3) 1 (0.6) 12 (6.7) 1 (0.6) 9 (5.3) 1 (0.6)
7 IR 9 CR (1.1) 7 (39 0 (0.0) 10 (58 1 (0.6)
PR R IR E
KM= 2 —m/RF— 2 11y o (0.0) 0 0.0 0 (0.0) 14 @82 2 (1.2)
SERLT 1 06) 0 (0.0) 2 11y o (0.0) 11 (64 0 (0.0)
B X O kb
WEAE 5 (2.8) 0 (0.0) 1 0.6) 0 (0.0) 35 (205 1 0.6)
B g wz p 9 G1H 0 (0.0 9 5.0 0 (0.0 2 12 0 (0.0)
9 PR 37 (208) 0 0.0y 42 (235 0 (0.0) 6 (35 0 (0.0
ki 21 (118) 0 (0.0) 18 (10.1) 0 (0.0) 8 @7n o (0.0)
IS NITRZY /N 22 5 (2.8) 1 (0.6) 10 (5.6) 1 (0.6) 0 0.0 0 0.0
=P EE 10 (56) 0 (0.0) 9 50 0 (0.0) 2 (12 0 (0.0)

7235.2 mg/kg Q3W B K TN 10 mg/kg Q3W FEIC BN TE AL, BV PER 8 141 (0.6%)
BHEO TN 1] (0.6%) K66 (3.4%) . MfREE (%

K46 (22%)  RIBK -

T Ve N L—IEEREE) 2 451 (1.1%) Je OF 0 i AFRERERRE T 13 51 (7.3%) X OY 15 1] (8.4%) |
ROPRREREE  (RANE EMER R 16 (0.6%) KOV 6 (0.6%) . FEAHEERE |
B (0.6%) KO3 6] (1.7%) . FRIEEREREE 14 61 (7.9%) & OV 15 5] (8.4%) . infusion
reaction 2 il (1.1%) KO3 6 (1.7%) . BHEEOLGHEE (BEMEIREGREEE. ZIBAL
BE, FERAES) 161 (0.6%) KOV1H] (0.6%) . B 161 (0.6%) KO0 B, EIER
HESIE 0 BN 1 ] (0.6%) . AMZE - B 0 BTN 1 Bl (0.6%) | IEONTSE D
RKOBIEO2H] (1.1%) TRO LI, £z, BIREE, 1 ABERRE, 52 - UHRE
RS, DA, S MR INRBD PSR B | BRI & OVRZFERES 13380 Lo

776



@SB AEFRER (KEYNOTE-006 #5k)

HEFELRIT 10 mgkg Q3W #£264/277 1511 (95.3%) . 10 mg/kg Q2W #f 275/278 11 (98.9%)
SO IPLE 239/256 5] (93.4%) 1Z388 B L, 1RBEE & ORIRBEMRA G E TE WA ESE
BUE. FREN 202277 61 (72.9%) . 221/278 %Il (79.5%) K O 187/256 5] (73.0%) (2
BOBITZ, WTINORETHILEN 5% EORIERIZTRO LB THoTz,

£5 DTN ORECREEEN 5% EORIER (VT G E )

B (%)

#r B IR 5348H (SOC: System Organ Class)

kit (7 Pt ey I R
(MedDRA ver.18.0) 4=Grades Grades 324 F “4Grades Grades3LL k- 4=Grades Grades 324 E
RIEM 202 (72.9) 28  (10.1) 221 (79.5) 37 (133) 187 (73.0) 51  (19.9)
P WAk
R R B RETTHERE 7 25 0 (0.0) 17 (61 0 (0.0) 6 (23 1 0.4)
R BB R T iE 21 (76) 0 00 25 (900 1 0.4) 2 0.8 0 (0.0)
BIGEE
JiE 5 (1.8 0 (0.0) 10 (36 0 (00 15 (9 0 (0.0)
NS 8 29 5 (1.8) 4 (14 4 (14 19 (T4 16  (63)
T 40  (144) 3 1.1y 47 (169 7 (25 58 (22.7) 8 (3.1)
A PN Rz 11 4.0 0 00) 20 (72) 0 (0.0) 1 04 0 (0.0)
G 31 (112) 1 (04) 28 (101) 0 (00) 22 (86 1 0.4)
M - 5 18 0 (0.0) 10 @36 1 04 14 (5 0 (0.0)
— % - BHIEER L OB GENORE
)9 31 (112) 0 00 32 (115 1 04) 16 (63) 2 0.8)
9% 57 53 (19.) 1 04 58 (209 0 (0.0) 39 (152) 3 1.2)
BRI KR AT

FANGEUEMT I ) T AT 27— PRIM 6 (22 1 (04 14 (50 0 (00 6 (23) 2 (0.8
R L O REE

RARR 18 65 0 (0.0 17 (61 0 00 20 (7.8 0 (0.0)
B HE R d & OV ARk

RAfR 32 (116) 1 04 26 (94) 0 (0.0) 13 6.1 2 (0.8)

777 P JE 6 22 0 (0.0 19 (68 1 0.4) 5 2.0 1 0.4)
KGR KO Pk

% O FESE 39 (141 0 (0.0) 40 (144) 0 0.0) 65 (254) 1 0.4)

Fes 37 (134) 0 0.0y 41 (147 0  (0.0) 37 (145 2 (0.8)

I FIEE 31 (112) 0 00 25 (900 0 (0.0) 4  (16) 0 (0.0)

723,10 mg/kg Q3W A} TV 10 mg/kg Q2W FEIZ U TEALZ AL, R M 2 4 41 (1.4%)
KON B (04%) . KBS « BEO FHI10 6] (3.6%) KON 13 i (4.7%) . FhRepEE
(F T2« NU—EEREE) 261 (0.7%) KO0 F1, FFHERERESE 14 61 (5.1%) K&UM23
B (8.3%) . BHEREREE (RMEMEMEEXE) 26 (0.7%) LK1 6] (04%) . T
REEREREE 161 (0.4%) KOV 161 (0.4%) . FUIRBEREFETE 28 #1 (10.1%) MK U*33 fi
(11.9%) . RIFEFEE 161 (0.4%) K261 (0.7%) . infusion reaction 7 ] (2.5%) &
O 561 (1.8%) 1 BURESRSP 16511 (0.4%) KONO B, EFED R MR (B R IRARE
B, ZIALBE, FERIEIESE) 0 IR OV 1 ] (0.4%) . BEHR 161 (0.4%) KO8 1 #1] (0.4%)
e - BERUTRRIE 1 61 (0.4%) MOV 0 B, Aegk - BlE%K 0 BT 1 61 (0.4%) |
IZSE I IER 3 B (1.1%) OV 1 B (0.4%) TR bivlz, £7-. FEIEMHEIIE,
DA, SRR N PSRBT , YAIMAPER M &% VR IEERBE SRR O B T,

10



4. JERIZOWT
KBS & L THRERE (2FFHE) PNt oiTnd 2 b, Yikiih 2y
IZEMTE D CTHOIMLEND D, =D LT, RE OG0 72 BFH 2 2W - K€
L. AFIOEHIC X 0 BEZREWERZ 3B LIZBRICHIGT 2 2 E RN E e, LT
DO~@DT R TEMITHRICB W THERT I XETH D,

O {4 1ANE

O-1 Fio (1) ~ (5) VTIPS T HMEETHDH Z &,

(1) BEAETBREDEET D03 V2 REEEHLEIRPE S (BRIE IR S A2 B HENL RUw P
HIE S AR B EE L R RE . RS AV2iRRRE e &) (R 29 £ 4 A 1 HIRER
434 Jifigk)

@)%E%%ﬁﬁ(ﬁ&m&%ﬂlaﬁﬁ-%m%

(3) HARENTERENFDGE T D 03 VB ROEEERRT (D3 ARSI HER EIRPT, 03 A2
W IEBE, D3 AR EEHERE T e &)

(4) IRACFIIEE AT %L,%%m%%&m%lﬂi%%m%ﬁﬁm 2 Dt % L E
(AR DR 21T > T Dfiax (R 28 427 A 1 AR 1 2540 fisk

(5) #ﬁﬁﬁiﬁﬁlﬂﬁ@fim%@ﬁm HHEIAR D M AT > TV D litiax (AR 28 4 7
A 1 BEER ;1290 gk

-2 MR ANEO L FHRIE K ORIERFEBURE Ot IS 400 70 5k & B8R 4 KO BE AT
(FRONWTINITEEY T DERM) 2, BEZEROARFICET 2 IREOEME L LT
FlE SN Tnb 2L,

*

o [ERFFEUSE 2 FEOPMIAHE AT LI2%IC 5 ELL L0 ATRIEDEERIHE %
[THoTWABZ L, 96, 2 FEL FiT, BDAEYEEAF L L-BIRIER S OHE
AT > TWA I L,

o [ERRFFITR 2 EOMHNME 24 T L7212 5 LA L oo B ENE G2 IR O i
KR AZA LT\ DH T &,

@ BENOEIESEHAE FE ORI DT

EE M ERE P E T 2 LA N EE S, BERAE O OFmE D, Aot - 242
P i%MM$@£@&UE%$:ﬂ#é%ﬁ%ﬁ«ﬁ%%%ﬁ%@bk%ﬁ@ﬁ%%
B, SEREONITONDIRHNE S TV D Z L,

11




@  RBIEHA~DOXRISIZONT

@-1 EIYEMIZEELRE OIS RHN B4 2 A

FIE MRS OEE R BIMEMAARA LB, 24 FFRZIRIAHI O T, Y%tk 3T
HHEERIER TN T, FHL L2 EIWERNCIS U T ABRE B O CT S5 O EIWEH OSN3
IRRRAEDORE R BRI D I, EHISH R ATRERIRHI 2 > T o Z &,

©@-2 EFNEEHICL DHEFSHCICET 5 EH:

DA 0 D MR e ik kL O e 2 A T 2 IRIRIEFEPEWERA =4V v 7%
GO TIROARA T J—=0 7 2TV EIRIE & 1FHEZ LA TE 5 F— LS D35
ENTWDZ &, B, BIHAHEIZOWT, BDABRE EZOFRICHSIZEmEShTn
HT k.

@-3 BRHWEHDOZBxIS IR LT

BIEA (FRTEMEEEIIN A, KBk - HEO TR, RS, Bk E (RME
FIEMERERTE) | NowEE (FEAEEREREE ., FIRREEREE . BIBMEEE) | 1
RPERIG, 5 E 9 MR, Ak - BEBURARIE, Pk, BEORERE (K RIREARSE
BE. ZIEALBE, JERIEIESS) | infusion reaction, JM7¢ « BEMRIS. FEAEFHIESIE, PREfE
FH(F T NU—EGHESE) | DR, SRR MROB PSRBT . IR I, AR
FFEREEE) 16 LT, Yaghtiax T BRI O ML G 5 EAN & EHE L (RIE
HOZWrox S L THER VSR AT oNH&MHICHH 2 L) | EHITED) AL
BN TEDHIEHDBHESTND Z &,

f

12



5. BGxIBLbEHE
[Ze 4t B4 % 31E]

@

@

TRUCZE T DEBE IOV TIAFORENEER L SN TWD Z Lnb, 5217

F oA ARG
o AREIDOFITTR ULIBBUE DBEEIRED & 5 B

TRRERTOFHIIC B W T FRLICEE Y T 5 BE IC DWW T, ARAIOEGIFHERE S vz

N, MOIREGEIRIE N IR WIGEICIRY | HEICAKIZHEHT 2 2L 2BETE 5,

o [WEMEMZEBROEI IIBEDOH 5 BE

o @ EER A CRIER 2580 2 B K OVEBYME D KU BRI s 2 <05 e 1 i
DM RIEVELEL R A B 5 BE

o BOREREOEDE UTEBMER R L SO B SR KB OBEERE D

H 5 EE
o Eas BRI G B2 & 1) DH D R
e ECOG Performance Status 3-4 ™V o B3

(A2 PEic B9 % 4]

@

(LSEFREIE D 72\ B B O EIRIEIE O b 5 BBV TAR DA IMEN R S 1

Tn5,

2%, BRAF Bin A RZ AT 5HEICB W TIL, BRAF JLEANC L 2B HEE

T5Z L,

TREICRZ T D AAN OG- K O T HEIZ DWW T, RAIO AR LS TE

59, ARBOEER L2 H 720,
o IR,
o fooPEMIEEA & OGEH,

D ECOG @ Performance Status (PS)

Score

P—
EFR

0

< MR LEBTE 5, BT E F U HEAESHIRZR <ATA2 2,

1

PRRNCE LUVEBNIHIR S 225, BATATRE T, BAESEEE > TOMEKEITIT O LN TE 5,
Bl DGR, EEEE

BATARETH S OF DEIY O Z 2 13T X THEEEAMEEILITE 2\, HF D 50%LL i3~ R4t

2 | @,
3 RBoNTZESOHEOEY OZ L LHTERY, BFRO 0% EE Xy R+ TiEZd,
4 ELENT RV, HHOOHEOEY DZ 213 TERY, BRIy REF Tl 4,

13



6. BHICEEL CHHETREHHE

O IRASCEFITINZ, BEERGEES D IRAET 2 BRSO & ARHF O FeME K OV E 4
RO 7= DI B w2 B L Co bR« 2 L,

IRIEBRAAIC N D | BB LT OFRICA MR Otz -+ L, RE %5
ThoEETHZ L,

FREWEH O~ R T AL MZDWNT

@

®

WEMEMREN D 5o b Z N D DT, RKFOFGIZH = - Tid, WIHIE
W CEGAv, PEVLIREE, Wnkas) Offess M Ot X fii s O Eha s, Blggs +
FIATH Z &, Fiz. BEIS U THE CT, i~ —0 —%FOMA % Fhd
HZ ok,

infusion reaction 23&% H 115 Z & 3% 5, infusion reaction 23a & HALTZIHE T
(X, EYRALE AT O &b, ERAEIET S E TREOREE 0B
THZ L,

FORBSRERE N S Do D Z L0 d D DT, AAIDFe 5Btk M OB 530
HIXEMIRO I R IR RERR A (TSH. R T3, W5RE T4 FOWE) 2 Ehid 5
ek,

FHSRERSE N b Db D Z &3 5 DT, ARAIO#5-BItART & O 5-3/ Hi
EHIRNHTRERER A (AST. ALT. y-GTP, Al-P, B U L E L ZEDOHIE) % Ll
THZ L,

SE IR (MERKEOILEBRRAEX 2 ET) FOEERIREEN S bbb
ZEWHHOT, EMNCIROBRFEOFELZHRT 52 &, £z, IROEFEN
RO ONTHEITIEL, BWONICEFEEEZZ2T 5L BEFELRET L2 &,
AR OEHIZ XY | WEORPE ISR T 5 £ 3B 2 5Dk~ 7B E
NHLOLNDZERBHD, BENRDLNTHAICIE, BELEZFRIIE U
BEFR A 22 05k & RR R & RR O R AT & s U Cl bl 2 BRI W 2 17V SR ok
BOGIZ £ 2 BWER D3 B 2358121, ARIOWRESTH I, ORI RE A
WEVHIOBRGEEZZBETHZ L, B, BIRRERVE L OEEIZLYREIE
R OYEERFRD B WIGEIZIL, B BB AR VE LSO gz fill o8 0
HERET DL,

BG4 T, BEM 5D ARE L COLRIERANRET D 2R H 5720,
AR OBEHETHRIZBRWEMORBBUCH2ITHEET D 2 &,

1 BUEEPR I (BIE 1 BUBEIR I 2 & de) b b, BERWMES T v R—v &
ICEDZENRHLOT, Hig, B, EEEDIER OB EO EAIZ+
SEET DL, | BRI S EDN I GAICITEEEPIEL, AR U
HOBREEDFEE R UEZITH Z &,

AR ORI T, &GBE2D 3 » HUA, £ lIgIE, 5GP 1
R 6 WM Z & ATHEIIMEDRHG 21T > TW2 Z &L 2 2B, ARG I EHH
(R OMERZAT D 2 &

14



T A R T A >
NXAh7ul) XA<v7 (Bfs i z)

(W5E4 « A b—F filiE 20 mg, ¥4 bL— & fiil#E 100 mg)
~HHAE ) Lo fE~

YRk 2 941 1 H (FRk2 941 2 AtkED)
JEA T



ER/N

A o

XL DT
AHNOFFE, ERET
i IR A

)i 4 el ANE
BHXG L 70 D A

BOICER L TRHE T~ EHIHA

P2
P3
P4
P6
P8



1. ZUoic

IS OGN < REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
B, 6T, IEORFEHNOMEAIZ LV | FUREIKS 22 & OFHN 72 Frli/F A%
FPESMDPEAB I NDHF T, 2o OEEMLZ BICLERBEITRMET 5 2 L EREO
AR L 725 TR RFEITBGE R & SO ST #2016 (AL 28 42 6 A 2 H BIFEIRE)
ICBWThH, EHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, KBRS 2T 0 7 7 A VBB FOESK L & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET A ERNH0EMT 5 E TOR,
WMELEHG DO BE LR ZIT 5 2 EPWIRE SN BFICK L THERT 2 & &bz, BIFE
FDFEEBL U= BE 72 kb &2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B < F
THIENEETHD,

LTeBRoT, KAA RTA 2 TlE, BIFEMEC 2L E TIZE LTV A EFIREN -
B RIS & | LT ORI O e 2 HEET 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NE S RS O, AMEANR AR
BRI s . — M A B ARERIR N 2 & OB N B AR iR 52 O i ) o
b EERC LT,

KB L I BEIE XA M —Z SEHE 20 mg, A b L—Z SEEHE 100 mg (—
Wt s NaTvn ) X~ (GBI Z))

WG ERDMBEIAE - R XITEHEEO AR U ) Lo E

MBERHEROHE « @, A, Ra7vnr ) X~v7 (Baff#iz) LT 1
[6] 200 mg % 3 A BIRE T 30 232 CREEHET 5,

B3 R 5¢ ¥ & . MSD BRRS Ak




2. KRANIOFHE. 1ERET

XA MV —F mEERE 20 mg X V100 mg (— 4 : A7 v U X~ (GBS
Z). UL TARHF) &9 ,) 1X. PD-1 (programmed cell death-1) %DV > R TH
% PD-L1 X O'PD-L2 & Ofi A Z#EHAET 5. 8 MbigGs £/ 7 n—F AHiEkTH 5,

PD-1 R 1T T MR S0 BE ARG 2> & 28 5 72 012 AS AR 2SR 9 B 32 70 o0 22 il
AA »F T, PD-1 1, EFREBICEWDCEER T MildoMia£mic BB L, 3%
i % B Do AR LB TR R 7o S0 S A il 35, 7B, PD-1 (XU H o REfE
ATHZ LKV IURZRIRCE D v 7 VBEZ AT 228K Th D, PD-LI
DIEFFIC BT 28BUT DTN TH LN, L OB AMBTIX T Hildof X 2z 5
I ERENCRBLL TV D, BAMIIEICEIT D PD-L1 OERBIL, BHIAE. P,
A . SREE . FE/INRaTE 72 & DRk A e A TTHARRRKE - TH Y | RWAELFR
& OB HE STV D,

BED 3 A DEGIREY 7% & PD-L1 FEBLOFEIMA S PD-1 & PD-L1 ORI D
TP RS BV CEHEEARRE 2 H ) Z EAURB SN TEY | iR ARROEN L L
TSN TV 5,

AANX, PD-1 & PD-L1 X OPD-L2 Oj U T2 ROFERERESTHZ Llck v,
W NBREE T D B AR S EME T U o N ER A TE AL & & HUE S s & FE (b
52 L TGN R AT D,

ARFNOVEFIRITFIC IS BIEOSIERISIC & 5 BIERSN B b b, B IS
EHAEMEN D D, AAORG PROLRGHIIT, BEOBRE AT, RENR
D BTG AITIE, BB L HGUTIE U B 2 kil & B8R & FF o Al & L Col
GBI AT, BEOGRIESURIC £ B BIEMSEDN D WAL, BRI
AN DR E ORI AT O WERD B,



3. FEIR RS
R T EETEYE O IR X v U B O KGRI BN 21T o 72 e R R ER
D% - i A

[H2hE]

[ BRI [R5 AR (KEYNOTE-087 #R)

B OUTEREMEO H AR Y U oS ERE (210 B, HAAN 10 filzE&Te) DL
TD 350 adk— MRt RIT, AAI200 mg 3 8RR 5 O A ME & VLSS
=iz,

- BFE MBI TZIC, T LY X ~T X RF AL DIRFEE =T T8

FH (ar—k1)

- BFREMSBMABEIEES THY . O T LY X ~T RRF AL LEEY
ST BE (ah—12)

- BFEMBMABEEITRIC, 7YX ~T RRF UL HIBE (—RIBHE
TR RREEDO—BR L L TOT LY X ~vT RFF UL HRNBEITE £
RN BT TCDARWEE (ak— R3)

72k, R TR BTN D DA, REEIT A2 R TIERNED Sy
%®%%%K£ELTV5%%Td;ﬁEMM@ GEHI CRBETRRD LD E T
KA G- kw5 Z LAAREL Sz, FEIHBER TH 5 B2E (%FT IWG
criteria (2007) (23D < HIHEIZ K 258225 (CR) XUEE»ZE%) (PR) OFHIE)
IR 1DOEBY Thol-, 2B, FANIHE INLHERDRIT, WThoars—Ld
20%TH o T,

#1 AHLMERGEE (KEYNOTE-087 3 5%)

aR— k1 IR — 2 amR— 3

(69151) (81451) (60f31))

7275 (CR) 15 (21.7) 18 (22.2) 13 (21.7)

.| ®83FES (PR) 35 (50.7) 35 (43.2) 27 (45.0)

Bk —

(%) #ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (43) 17 (21.0) 7 (11.7)
BN 3 (43) 2 (2.5) 0

Zh% (CR+PR) (%) 72.5 65.4 66.7

(95%(E 1 X [#]) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Ze 2]

[EFRIC[FZE M AEFER (KEYNOTE-087 #fiR)

AEFRITHBRAM T 202/210 1] (96.2%) 127 v, EIVEHIX 144/210 1 (68.6%)
IZFD BTz, FEBEN 5% EORWERIZER 20 L EBY TH- 7=,

#* 2 FEBRD 5% EORIWER (e REM)

B BIR¥E (SOC: System Organ Class) @jféﬁ/(z/z&

JEAREE (PT: Preferred Term) " 2‘\'1031%
(MedDRA/J ver.19.0) 4> Grade Grades 324 F
AFIVE 144 (68.6) 23 (11.0)
MRE LY REE

I BRI E 11 (5.2) 5 (2.4)
PRl ==

B B A REAK T i 26 (12.4) 1 (0.5)
B RS

T 15 (7.1) 2 (1.0)

B 12 (5.7) 0 (0.0)
—i% - BEFEER X OB SENORRE

I 57 19 (9.0) 1 (0.5)

e 22 (10.5) 1 (0.5)
PR R IEE

FIEpr 13 (6.2) 0 (0.0)
PSR, MOERES K ONERmPEE

Ik 12 (5.7 1 (0.5)
FERG 3 J UL Tk

F% 16 (7.6) 0 (0.0)

7p¥, MEVEREEIL 6 B (2.9%). KAFK - HEO THIL 3 1 (1.4%) ., FhfEEE
(T2« NU—EBERSE) 13161 (0.5%). FFEEREREEIL 8 5] (3.8%). HUIKIRF&RE
B 1% 29 51 (13.8%) | /4% « B AlRE 1 2 51 (1.0%) . Infusion reaction 1% 17 1] (8.1%) .
SEIFERIT 2 B (1.0%) KODAERIE 1 6] (05%) TRO LN, Fl-, BEEDO/KL
JEbREE (R REREIEIRIE R, ZIORLEE, JERIESS) . FIRAHREERRE ., BB HsRERmE,
1 BUBE PRI, BRRRERETE (RS RIEMEB RS . B, HIEM I E, M - B,
Sy M I BB PR SRBEIR . PR IR I Je OVIRZFEREE 1378 D vie o7z,



4. FFIZDOWT

KR & LTl AR (2FIRE) AT ON TS Z b, YHE 2
UNZHETE DHigk CHOIMERNH H, T D LT, AF OGN w72 8E 22 W - §F
E L, AERNOBHIZE Y BEERRIERZRB LIRSS T 5 Z &R MERTZD, LIF
DO~BDT R T &G - THXIZB W THEAT XX TH 5,

O MEXIZDOWT

O-1 TRED (1) ~ (5) ONWTNNITHEYT LR THDH Z L,

(1) JEAETERENEET 203 A2 FB LIRS (B IE IS A2 E L SR B
a2 A2 FEEEIL SR BT, HUIR S AU E e &) (PR 29 44 A 1 HRFR - 434
I3

(2) FrErERERbE (PR 29 45 6 A 1 BHEFAL @ 85 fligk)

(3) HSEM RN ENFEET 20N ABIFEEERRE (DS AR EWRbL. 23 A2
W RBE, 3 AR EEHERE B e &)

(4) I RALFFIEE A FRE L, AR LRI 1 USSR AL REIE IR 2 Ofsk 57
AR DB AEIT> T Dliiag (CFRk 28 4F 7 H 1 HIRFAL - %mm

(5) PUEMEREG AL & BN R O ek FAEITAR D 21T > TV D ek (R 28 4 7
H 1 HRFA : 1290 fi s

@O-2 HHgARTF Y ‘/NH%@M?E%%&U‘EM’EH%%%%%%E%E@iﬂi N S RA I g
BRaFrOE (FROWTIVNISHE T D ERM) 2, k2B ORAN B4 S inE D
HfEAE L LTRESATHD Z L,

*

o [ERNEFFEISH 2 FEOWIIANHE 28 T L7212 SHELLED D ATRE D BERNHE 217
STWNWAHIZ L, 95, 24D BIX, BRARYEEZ L URRESESONHE 21T
TpoTWAZ L,

o [EHthIFEUSH 2 EDOHIHME 2 T L7212 I 44EL EORRRERZH L T\ D Z
Lo 9 b, 34ELL R, S AR ENENEE O )8 A SRS &S e R IR iR O WHE &
IToTWVWBHZ &,

@ BENOEIEGFHRE ORI DONT

P S G BICAE T 2 BTEE DR E S, RSN D OFRE D, Aok - &2
éﬁ%ﬁé%é@%i&@&ﬁ&zﬁiﬁﬂi 2R DR, AEFEDRAE LGS 0OWE
EH, SEDNESHIATONDIEHINE S TND Z &,




@ FIEH~DORHRIZ2OWT
-1 fsR ARSIz B3 5 Eif

VR MR R D BB 7R BIE R 3 3842 L72BRIC. 24 BERESIRIAHIO T, Mi%hak X
VB R 23U T, BB L 2 BIERNCS U CARBREHE L O CT O FIVER O BRI
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWnWD Z &,

©@-2 EFNEEHICL DHEEFSHCICET 5 EH:

IS ARSI HE D D B 22 Gk e O RE 2 T A IR EA DNEIER T =42 ) v 7
EHROIERDOAT ) —= T HAITOEIRE & FHZ G TE 5 F— AERIKH 23
iESNTWAZ L, 2B, BiEHEICHOWT, RABRE EZDOFEICHSITAmENT
WhHZ L,

@-3 BITEHDOZWrCx T LT

RIER (FEMEMZEBIS A, KBk - BEO M, el E, BieeE
ERVEMER %), NWowkEsE (TREMKEREE, FURIREREREE T
RIBERRIF, S5 E DS, Ak - BUSCRAEIE, BER, B O EEE (&R EARE 2
B, ZIRLEE, FERJEIESE) . infusion reaction, JM7E « BEMRZS, FEJEADMEJIGE, FhigfE
FHA(XT 2 NU—EGREE) . O R, SN MRBUD PSRN . iR L, AR
FFERPESE) 1ZxF LT, Maghiax T n BRI O M2 A3 2 EAN & s L (RIME
ORISR L THRE R N EEZZ T oN&MICH D Z L) | BEHIZET
BN TE DIEH DS TND &,



5. BGxIBLbEHE

[Zz EI B4 % $IH]

O FRICHEYT B BHE IOV TIIARIOR EAERE SH TS 2 Enb, 5 51T

Dz &,
o ARANDRSITR LiBBUE DBEER O & 5 BE

@ BFERTOFHHIZBW T RIS Y T 5 B IOV TE, AR OG- ITHEE I L0

B MOIRFEIIE D R WIGEICIRY | HEICAKZENT 52 L 2BETE 5,

o [WEMEMEEOEIFIIEEO® 5 EE

o JEE AR A CTHRE R 258 0 2 B K OTEBY M D U B 2 R0 i Gy i ¢
BEOMICRIEMEZEAN DD BE

o HOAREREOAI, JUTEBMERZE L IXEHMEO B O ik B OB ERED
oo HBE

o EERBMEE (&R A 5 Te) Db HERE

*  ECOG Performance Status 3-4 Vo f#

(A% Bd % $1H]

O  HF&E Mg A IR SUTARME O FE ST RO AR VX% U

ANERBIZB O TARFDOAHIEN RSN TN D,

@ TREICEZY T 2 BB T AR OFREG K OERITIEC SN TR, AFIOFZED

MESLSNTELY, AROHREHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & OB,

D BECOG @ Performance Status (PS)

Score T
0 A R IEB T 5, FIRATE R U R EAIENHIRR <1T2 5,
1 RAERANZIR LUNEBNTHIR S 223, BITAMHE T, BAEESE > TOMEEIIITO 2N TE D,
B BOEE, FHBIEE
2 BATRRETH D OHOEID O Z LI X TRREZEAMEEIZTE RV, HHO 50%LL Hig~y RATIRIT,
3 [RONTHGOHDEIY D L LATERY, HHD 50%L, EE Xy R+ TiI g,
4 ELET RV, BOOFORIY OZ Li3eL TERY, BRIy KT Tl 1,




6. BHICEEL CHHETREHHE

O IRASCEFITNZ, BERGEES D IRAET 2 ERFME T D & ARHF O FeM: & OV E 4
DT OIZ B HE T L TR 5 2 &,

@ JRWBAGAICIENL D . BE UL OFIEICHE MR a2 ot L, FE 215
ThoRETHZ L,

@ FERBMEHO~RT AL MZONT

MVEMEREERN S oD 2 ERH DD T, RADOKGIZHT- > T, YIHE
e (B0, PRULIREE, k) Otk O X S o s, Bl +
AT 2k, Fo, REIDS U THES CT, My~ — 7 —%F DA% Fh 3
5k,

infusion reaction 23 & 5415 Z & 23% 5, infusion reaction 23588 AL HE I
(X, WOREZIT O & &I, FERAEE T 5 £ TREOREBL +01c8l%
THI L,

FORIEREREE 2N b H oD Z &3 H 5 DT, AFI O 5B MERT R O 511
HTE IR ORI RE R A (TSH., %R T3, 078 T4 S ORE) 2 EfT 5
&,

FREREREE DN S H b Z &N d 5 DT, AK| OB 5B hAwT M O 58k ix
EHRNHTFRERER A (AST. ALT. y-GTP. Al-P, B VU /LB ZDHIE) % Fhi
T5HZ &,

SEIEE (MR ML EBHREREZET) FOERERIREENH LD
ZENHDHDOT, EMMICIRORFE ORELZHRT L2 L, £o. IROEFENR
RO LNTIGEITIT, HONCEREEEZZZ2 T2 L) BEFELIEETHZ &,
AHNOBGIZ LV | BEORE ISR T 5 &35 2 B Dk~ 7R B E
DHLONDZ EnbD, BENEOLNTLAITIE, BELLEFERITS U
BEPHE) 70 ik & AR A B O PRl & s U ClE bl 22 8 B2 247V I\ EE O
FOSZ & D BWER B 25561213 ARFIORFESI IR, L ORI EE A
IWEVRIOBRGEZEZRTHZ L, B, RIBRERLVEOREIZEYEIE
HOYUGENFRD B2 WA IZIE, B EE AT o DA o sl oE
LEET DL,

B TR, MO AREE L COORWEANBE T Z E0nb D720,
AFN OB TRICHRIEHORBUZHSITHEET H 2 &,

1 AR (BIE | AU IRIB 2 &) 23 bbb, FERBMES F 73 R—v R
IZELHZERHLOT, Ag, Bl RMHEOER OB M ED F5-2+
DEETDHZ &, 1 BBERBEN RN TSI G EZ I L, AR Y 8
H OGO R LEZ1TH Z &,

@ AHOERRABRIZINT, BEBGD 12 1 2 & ITHMMEORHE 217> Tz Z
& EBBEI ARG ITEBICEGRRE THROMER LTI Z &,



